.85/25/1994 14:18 3877335716 DavID M EDDY MD PHD PAGE @1

APPENDIX C

May 5 1994

Karen Hein
Professional Stafl Member
Senate Finance Committee
FAX 202 228 56608

Dear Karen

Enciosed you will find two outiines. One defines “medically appropriate.” The other describes
the roies of the national health board and heaith plans In impiementing the definitions. | iried to
pattem the language for “medically appropriats” afier the format In the Cooper-Breaux BH, ©
simpiity consolidation of the two drafts. (The Clinton pian does not try 1o define “medically
necessary” or “medically appropriate.”) | also tried to keep the language lean. Obviously there is a
lot of background behind each kem. However, inatead of laying out all the detalls and
axplanations now, | will mention only the Most Important tems you will wamt 1o keep your eyes on.
The foflowing obesrvations are drawn from the article | am currently writing for JAMA.

1. First, notice the direction of the burden of proof. The first section says that a plan must cover
all reatments and diagnostic procodures that can be shown 10 meet the criteria. However,
the second section affows, but does not require, plans 10 Nof cover trestments and
diagnostic procedures that fafto meet the criteria. This second section (“allow, but not
foroe™) s very important, because a 10t of things we do in medicing do Mot Meet even the first
criterion (noninvestigational), much less the criteria of “sffectivensces.” “beneficial” and
“appropriatensss.” If plans could only cover things that did meer the crRterta, a lot of very
common irestments would be eliminated from coverage and the practice of medicine would
be thrown into chaos.
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The Clinton plan takes & diferent approach. it exoludes things that can not be shown 10 be

“mecdically necessary” or “madically appropriate” (see Section 1141 (a) (1), p 88). 't might be
able to got by with this because R falls to define eliher “medically necessary” or “medically
appropriate,” which has the effect of making the exclusion so ambiguous that no one would
be abie to figure out whether the exclugion was being honored of not. On the other hand, if
the national board writes a regulation that speciiically defines “medically necessary” or
"medically ar  J0riate.” then Section 1141 {3} (1) in the Clinton pian could cause real wouble.
For exampie, I the national board said things have 10 be noninvestigational to be medically
necessary or medically appropriste, then the current languags in the Clinton pian could force
plans 10 not cover a iot of common practioss. 50 watch out; ¥ your definition of “Tedically
apprapriate” iIncludes any criteria (as | hope & will), or I there is a chance the national board
will specity criteria, then the direction of the burden muet be as | have wrilten R in my outiine,
not as the Clinton plan has k.

Fortunately, Cooper-Breaux takes the same approach as | do in my outiine, saying that “An
AHP s required 10 provide coverage of the uniform set of benefits only for treatments and
diagnostic procsdures that are medically appropriate” (Section 1302, b. (1), p 96). This is
equivalent to my first section. Cooper-Breaux does not have my second section, which
anables (but does not foroe) plans 1o exclude coverage for things that fall the criteria. |
befleve that & is very important o include this section, but pians could ive without it ¥ they

had 10 (because silence implies flaxbiilty). What we Must avold is foraing plans
NOt cover things that fall 10 meet the orileria. Madical practios would grind 10 & neas hakt ¥ we
did that. Indeed, R would be virually imposeible 10 enforoe a ciause thet forbade plans from
covering things that did not meet the criteria, because that wouid require that we assess
every practios againat the criteria, which is not feasidie.

2. | ike the way Cooper-Breaux uses “medically appropriate” and omits the words “necessary”
and “necessly.” That does three good things. Fivat, those who want to cover abortions need
“medically appropriate” but not “medically necessary.” Second, by omitting “medically
neoessary.” we do not have 10 defing the difference between “necessary” and “sppropriate.”
which | am unabie t0 do. Thind, the word ‘appropriate” has a broad connotation—potentially
encompassing lots of factors (Ike cosn).
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3.

| redefined “medicai condition.” | think the Cooper-Breaux language s both oversimpilfied
and cumbersome. R aleo appears to be taiiioiogicsl (a treatment is medically appropriate If R
Is indicated for 2 medical condition ... while a medical condition is something for which a
treatment is indicated). Your two options are (1) 10 ieave i undefined and trust the “common
law” Interpretations, or (2) try to define R right. The tatter option s obviously preferable ¥ it
can be done fairly simply. The language | offer is about as skmpie as | can make k. It rests
on common worZs such as dissase, liness, injury and defect, which should be wel
undersiood. We need the sscorxd clause, sbout “a condiion thet # not treated could lead o a
disease ..." In onder 10 handie natural changes ilke estrogen deficiencies after menopause.
Whatever language you use, some tests for unintended conssquences you will want to apply
are whether R will distinguish (a) reconstructive surgery and repair of congenital cleft lips from
nose bobs and lip collagen impiants, (b) breast impiants folowing breast cancer surgery va
for cosmetic reasons, (C) tresimernt of osteoporosis from treatment of bakfing. (d) treatment of
plultary-caused short height from simply being short, (e) treatmant of acute anxioty attacis
from atage fright, and (f) nutritiona! supplements for phenylietonuria or cachexia from over-
the-counter vhiaming. | was not able 10 find a definktion of “medicat condition” in the Clinton
plan. if the language for “medical condition” becomes an lssue, | wouid be happy 1o do more
work on .

You will see that in my outine | have substfiuted the word “heallth Ilervention” where
Cooper-Breaux usss resimants and diagnostic procedures.® | made this change because
just using the two terms “treatments” and “diagnostic procedures” could cause @ problem. |t
I8 true that in genoral all heakh intervertions are of two basic types—those that directly
aftect health outcomes (“reatments”), and those whose effect on heakh oulcomes is
indirect—through providing iInformation that can aflect decisions about trestments (diagnostic
tests). But by mentioning only “treatments”™ and “dagnostic procedures,” the Cooper-Breaux
language is ambiguous about things that do not fit clearly in elther of those two categorics,
such as preventive services, scresning tests, moniioring. support oare and rehabiltation. You
have a coupie of options. (1) Use treatment and diagnostic procedures” as In Cooper-
Breaux, and rely on common sense to keep & from being too restrictive (2) Try to list all the
main types of health interventions. The list wouid be something ke “preverntive services,
screening tests, diagnostic tests and procedures, trestments (Including drugs, devices and
procedures), monfioring and survelliance, support care, reconstruction, and rehabilkation.”
(3) Pick one word such as “health intervention,” “servioce,” or “sctivily,” and define R 10 cover
everything. For example, sisewhers in Cooper-Brasux (eg. page 96), they uss “healithcare
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services,” but without any definiion. (4) Pick terms that are neutral in the sense that they do
not have any current medical connotations that might confuse their interpratstion. The
Cilinton plan uses "tems and services”. Akhough In the past, for other purposes, | have used
the third approach and cafied all things “restments” {followad by a three-ine definiion), |
agree that that word couid be misisading ¥ & got separsied from ks definkion. Thus ¥ | were
you | would e er use a more general word Ike "health Intervention,” “practice,” or “servics”
and define R 10 be rery inclusive (as | did in (2) above), or use Nems and services,” as in the
Clinton pian. For convenience. in my outine, | uss the words "health intervention” as a place
hoider for whatever you decide 10 use.

8. Whatever tenm(s) you uss for the things that will be covered, you will need 10 make R clsar
that the criteria and any resulting coverage decisions or guidelines are 10 be applied not to the
health interventions themseives but 10 the application of the heakh imerventions for speaiic
patient indications. This is necessary because. as you know, a health intervention In the
abstract (eg, an MRI) does not have an effectiveness or & hasm, or even & cost, a8 though
thess were properties of the health intervention. Rather. the eflectivenses (or harme or costs)
of a heakh intervention depends acutely on the indication for which R is used. MRis have
high vailue for suspected brain tumors, but litle value for diagnosing chest pain.
Appendeciomies have high value for patients with classic signs and symploms of
appendicitis, but Rttle vaiue for patients with dianhea. The way pians will try to handle this is
to either (1) cover the health intervention only i R is for specified indications that meet the
criteria of noninvestigational, eftactive, and 80 forth; or (2) cover the haalth intervention for all
indications, but design guidelines that discourage its use for Inappropriate indications. To
enable them 10 do ekther of these, we need to make & clear that a coverage decision, whether
R is positive or negative, is not a decision about every possiie use of the health intervention.
You can see how | iry to accomplish this in my outiine. § that dose not work, let me know,
because this is important.

6. |left the definktion of “Investigational” unchanged. (The Cooper-Bresux language Is very
close 10 what | wrote for the Task Forcs.) The important elements to be certain to retain are:

a. The existence of this criterion puts the burden of proof where &k should be—oonsistent
with “firet, do no harm,” the scientific method, and the Food, Drug and Cosmaetic Ac.. This
Is a stricter burden of proof than we have traditionally epplied fo procedures and other
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7.

interventions that do not fall under the FDA, but we need R desperately ¥ we are to
reduce waste. ¥ plans could cover only health interventions that met this oriterion, they
would be foroed fo throw out the large proportion of curvent practices. However, the
direction of the burden that | describe In Section 1 of my outiine, coupied with the 6N
“xciude those thet do not meet the criterta ...° clause In my second section (vs the “must
exclude ...* in the Clinton pian), gives plans the flaxibiity to continue 10 cover
interventions that would fail this specific criterion, but that are commonly used. Thus, a8
it is qurrentt, worded, this oriterion enabies pians 10 exclude treatments for which there is
no convinging evidence of bensfk (eg, PSA screening), but does not force them 10 (eg,
surgery for early-stage prostate cancer).

b. This criterion asks for evidence not only ol tfie eistence.of benefit but the(Tmgnitde of
beneft. This s important conceptually, becauss R is iInformation on the magnitudes of
outcomes that enabie comparisons between benefits and harms and between health
outcomes and (wem). For axampie, this oriterion will distinguish between a 1 In 1,000,000
increase In suivival and a 1 In 10 increase in survival,

Cooper-Breaux combined “effective” and “sale” in one orlterion. | belleve that R is important
1o keep them ssparate. For my criterion of “sffective” | changed that portion of the Cooper-
Breaux criterion in one importart way. [n the Cooper-Breaux oriterion for “sffectiveness,”
there is a requirement that the heaith inlervention in question be compared with other
avaliabie akematives. | have changed that 1o make the comparison with no trestmant,
instead “other avalisble silematives.” Here is the problem with the Cooper-Breaux language.
Suppose there is a diseass that has a 10% five-year survival with no treatment. Treatment A
i the current treatment; Rk increases survival 10 50°% but is very expensive, say $1 milion. A
new treatment, B, becomes avallable; it costs $10 and is aimost as effective as A. Suppose
we have five enormous randomized controlied triais that show conclusively that Treatment B
increases survival (compared with no treatment) 10 40.99999%. That is, it is worse than
Treatment A by only 1 in 1 million. As Cooper-Breaux is now written, Treatment B would not
be effective compared with Treatment A, and therefore wouid not pass the third criterion.
This could make R very difficult 1o introducs treatrments that could potentially save huge
amounts of money while having a neglighle effect on quailly. | believe that that would be an
unintenged consequencs you would want 10 avoid.

a5
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The Cooper-Breaiix language for eftectivensss and safety includes requirement that, to be
effactive the intervention must provide a cinically meaningiul benef. | am not entirety cenain
what Cooper-Broaux intends 1o acoompiish with that roquirement. Perhaps they are trying to
geot at the cost issue Indireclly. For exampla, ¥ we assume that a new treatment ia more
expensive than the avaiisbie alemative, one might want 1o require that before & shouid be
covered the new (Mmore expensive) treatment shouid iIMprove oulcomaes by “enough” (ie, a
“clinically meaningtul® amount) to jusilly the cost. f that is the intent, R is a messy way of
handiing the coet lssue, for at least two reasons. First, R works only if the new treatment
increases benefk and increases cost. It doss not work for new treatments that are aimoet as
effective, but much less expensive. Second, R leaves wide open the issue of just how big a
health result must be to be sufficiently “clinically meaningful® to justily the costs. | have tried
to write language that is more straightiorward. As | have written R, the comparisons with no
treatment will keep a cost-saving treatment in consideration. ¥ R has lesa beneft than the
ocurrent treatments, subsequernt criteria will determine I its benefits are still large encugh ©
outweigh the harms, and ¥ any decrement in net benef (this time compared with the best
available allemative) can be justitied by the lower costs.

8. To handig the lssue of “safety.” | have added a new criterion and called R “Densficial.” The
definition of “beneficial ls stralghtforward. To try 1o ackiress the conoems of the abortion
rights advocates, | have defined R in terms of the benef Yo the intanded recipient,” which is
the mother. As for “safe” and “safety,” although | understand the origins from the FDA, | am
also concemed that virtually nothing is entirely safe, and a Reral interpretation of “safe”® wouid
exciude virtually all practices. Cooper-Breaux Is relying on common sense 1o avoid this. But
why not take this occasion 10 clean up the language. “Relative safety” might work, but R is
cumbersome. Thus | recommend that you use the ferms that are now standard—that is,
‘Densficial offects” and “harmiul effects,” and st ‘beneficial” mean that the beneficial effects
outweigh the harmiul effects.

e e e
A et

9. QObviously the most controversial criterion of “medically appropriste* will be the last criterion,
which | labeled “appropriate.” The idea behind “sppropriate” is that when there are any imits
on resources, whether kmposed Implicitly by the marketpiace (eg, managed competition) or

expiicitly by caps on premiums or capitation, using resources 10 provide treatments that have
very iow-beneti reiative to their costa meens that thosa resources will not be available for

other treatments that wouild have provided much greater benefR. | am assuming that we can
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all agree that, ] rescuroes are truly imited, and ¥ we had to choose between spending $10
milfion on one disease 10 prevent 100 deaths ve spending §$10 million on another disesse to
prevent 10 deaths, we would all preler 1o spend k on the first disease. ! that is agreed, then
we need to give plans language that will enabile them 10 do 1. The language | have proposed
for this criterion is about as fuzzy as | can get, 10 try to accomplish what we need without
forcing poilticians to face the coid hard acts about the imits on healthcare costs. A more
accurate term for this concept wouid be “cost-effective,” but that tenm seems to be 0o hot to
handie. Thus | have substiiuled a fuzzier term, “sppropriate.” To further avoid ralging red
fiags | have also chosen rather flaccid language 1 define what we mean by “appropriste.” My
hope Is that this language will be acceptable 10 poillicians, yet still give plans what they need
to prooeed fo maximize quality within limiled rescurces. | believe that this ianguage will work
for plans, especially after | and others publigh papers on how to Implement this criterion. |
could provide “subcriteria” for this criterion, but & is probably best 1o kaep the language in the
legisiation as simpie as possile, while stil giving health plans what they need.

The most important point to keep in mind when you think ahout this oriterion Ia this: ¥ you
have oniy the first four criterta (medical condiion, noninvestigational, effective, and

. beneficlal), wkhout the fith (appropriate, [0f “amee™]), Which is the way the Cooper-Broaux

bl now reads, you will force health plans to cover treatments that have any benefit, no

. mafter how smal, at any cost, N0 matter how large. This will wipe out any possiblilty of

| simultaneously controling costs while increasing qualty. Tharsiore, ¥ you can ot inciude

" the fiith crherion, then R is best 10 drop alf the othars, and leave the term “medically
appropriate” undefined (as the Clinton plan does). To include the first four criteria by
themselves would imply that they constiute a complete list of the criteria that must be met,
which has the effect of prohibiting pians from considering costs. At least the general term
*medically appropriste,” without any definRion at all, s fuzzy enough 10 aliow piane 10 consider
costs, abek under the table.

Whatever language you end up with, here Is a test you will want 1o apply fo determine
whether your language has any “unintended effects.” Call R the "Eddy’s first test.” (I have a
few othars.) imagine that there is & new trestment that, compared with the avalilsble
allematives, Improves survival by 6iig'ih & millon but that costs $1,000.000. Wl your
language force health plans to cover k7 The Cooper-Breaw bill would, because the
treatment | just described does have benefit (0ne in a millon), and therelore satisfies all their
criteria. There I8 nothing in the Cooper-Bresux language that allows a health pian to not
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cover something just because of its high cost, even I that $1,000,000 we would save by not
using the new treatmernt could be used 10 prevent 10,000 underprivileged children from dying
of, say, lead polsoning.

10. | did not ackiress the issue of paying for “routine care” for trestments that are “nvestigational.”
Both the Cooper-Breaux and Clinton pians have the right idea, but the wording could be
sharpened. | can say more about this ¥ you want to get into R.

11. With regard 1o the roles of the National Health Board va the Health Plans In implemeniing the
coverage language, | ke the genersi responsbillty given to the National Haelth Board in the
Ciinton plan (section 1151(a). p 88), and made R the center of my firet point (#1). | have
ampiified on & a b, primarily 1o ciarlly that any decisions not made by the National Haakth
Board fall 10 plans (or alflances, ¥ they exist and want the authority). By the way, for the
record | think & is very important 10 keep the allances or HIPCs, and | think they shouid be
given the authorlty to set coverage poiicies and guidelines. They probably will not choose to
exercise that authority, but there could easlly be occasions where regional policies will be
needed, and the allances will bo the best piace 1o make them.

That ends my comments on the language for and implementation of the coverage poficies. |
would like to ¢lose by offering some recommenciations on some features of the Coopor-Breaux
plan that you did not ask me sbout. ¥ any of these parts ar used In your bill, you will need to
address them.

1. Onpage 100, ines 12 f1, the Cooper-Breaux pian says that a drug, biclogical or device that
has been found by the FDA 1 be safe and effective under the Federal Food, Drug and
Cosmetic Act will be conaidered 10 mest the criteria of noninvestigational, effective and sate
that determine medical appropriatoness. That is fine. However, R is importart 10 note that
FDA approval doos not consider financial costs. Therefore If my filth criterion of
“appropriats” stays In, which | belleve it must, you must maka R clear thet FDA spproval does
not neceasarily mean that the last criterion of approprisiensas has been met. The same point
holids for off-label uses, discussed on page 101, ines 21 1.

2. On page 104, ines 9 A, the Cooper-Breaux plan lists types of “evidence” that can be used o
make coverage decisions. The it iIncludes “opinions of medical apecially groups and other
Karen Hein
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medical experts,” and “evidence of goneral acceptance by the medical community.” This is a
disaster. R sets us back about 15 years in trying to improve the eClence base of medicine.
The evidence has 10 be restricted 1 peer-roviewed studies. However, R is also important to
note that studiies can be peer-reviewed without necessarily being published. One example ia
studies conducted by drug companies and acoepted by the FDA (and therefore peer-
reviewed) but not published. Another exampie is reports based on registries and databases
that are federally sponsored and periodically reviewed. This point Is important, because & lot
of negath tudies are of excellent quallly, but never published.

3. Finally. on page 103, the Cooper-Broaux plan refers t0 “unnecesasary services in the comtext
of cost sharing.” This introduces the concept of “necessary,” for the first time | belleve, but
does not define A. | belleve that I this section is 10 be retained, the word “necessary” here
(ine 14) should be replaced by “not medicslly appropriate.”

! hope this is heipful. | am sure that | have leR some important things out, and that what | have
inciuded can be Improved on. However, rather than trying to gt R pertect, | decided & is better to

get you something to begin with.

As | explained to you on the phone, | will actusily be home for the nexd two weoeks, untll May 14.
You can reach me directly on (307) 733 6758. Or you can call my regular number at (307) 733-
9167. It you call that number, you will hear a Mmessage saying we are out of town. We are just
saying that to discourage Interruptions so that we can get some important work dohe (ke yours).
So just speak up when you answer our message. If | am at home | will pick up the phone.
Otherwise, I'fl retum your call. And you Can always fax us &t (307) 733-5718. Thanks.

Best wishes

i

David M Eddy MD PhD
Protessor of Health Policy and Management
Duke University

Enclosure

copy: Susan Foote

89
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CRITERIA FOR MEDICAL APPROPRIATENESS FOR BENEFIT COVERAGE

1. A health plan is required © provide for coverags of the comprehensive beneft package only
for health interventions that are “medically appropriate.” A health intervention is considered to
be “medically appropriate” ¥ all of the following criteria are met.

oy . A. Madical Concition. The health intervention riiist be for a medical condition. A “medical
7 condiion” is a disease, an ilness, an injury, & genstic defect, or a biologioal or
psychological condition that ¥ not treated oould result in a diseass, an [iness or an injury.

*
il Z.-’\‘, M

_,,2" e IOy \\

L Hesfth interyeniion A “health intervention ° is any activity undertaken for a spacified

indication for the primary purposs of preventiing, stabiitzing, restoring, or improving a . L
decrement in heakth oulcomes Cauised by a medical condRion. “Health Interventions™ Y

Dk g 5B e Inchude Primary prevention, screening, diagnosis, treatments (including dnuge, AT
(urrd@asil  biologicals, devices, and procedures), support care, rehablitation, and reconstruction.
L oo “Health intervention” does not include soolal activities thet might hav< an indireat <~ *ﬁ-'f."_"-ﬁ?'

R A A |

Inolude heath interventions that ocour a & normal condition of existence, such as  ~* ’\
food. bl “ S SN

i. infiontion. An “Indication” designates any feature of the patient or deiivery-setting
that coukd ressonably be expected to affect the heakh outcomes of a heaith
intervantion. Any reference to a health intervention is assumed 1o apply t0 a specific
indication for that treatment or diagnostic procedure.

d. Health Quicomes. A “health outcome” is an outoome that directly affects the length _,
andor qualty of apergor's e, L CF D 0 One by e T
o [

i

v. Decramant in Hasith Quicomas. A “decrement” in health oulcomes is said fo exist for
an incdividual I oither (1) there is a decrementa! changs In a heatth-related feature for
the individual caused by a medical condition, or (2) the Individual's original L ? ok o
ondowment for g fegiure lles outside the normal rango 1o an extent that any | '
reasonable person would call abnormal.

o
L oodad E
o :
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B. Not Investioational. There must be sufficient evidence on which 10 base conCiusions
about the existence and magniude of the change in heaith outcomes resulling from the
health intervention compared with the best avaliable alemative, or with no health
intervention i no akernative heath intervention is available.

C. Efigciiva. The evidence must demonstirate that the health intervention can reasonably be
oxpected 1 produce the intended heaith resull, compared with no health intervention.

D. Bansficial. The evidence must demonstrate that the beneficlal effects of the health _
intervention to the intended reciplent can reasonably be expected to outweigh any oW
harmiul effects of the health intervention, compared with no health intervention.

E. Appopdais. There shoukd bhe good reason 1o believe that, compared with other avallable —
heaith interventions for this and other medical conditions, use of the health intervention g
can regsonably be expected 1o Improve the total heakth of the population served by the
Haafth Plan.

Exclusion From Coverage. Health plans can, but are not required 10, exclude from coverage
any heakh interventions that (ail 10 meet any of the criteria that define “medicafly appropriate.”
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IMPLEMENTATION OF COVERAGE DECISIONS I
BY THE NATIONAL HEALTH BOARD AND HEALTH PLANS

The National Health Board may promuigate such reguiations or establish such policies or

guideiines as may be necessary 10 assure uniiormity in the appiication of the comprehensive
benefk package across ail heath pians. This includes but is not imited to

a. specilying methodas for determining whether specific heaith interventions meet the criteria
for “medical appropriatenses.”

b. making spe.¥ic determinations about whether particular health interventions meet the
criteria for “med.cal appropriatoness.”

Any regulations, policies, or guidsiines promuigated by the National Health Board wilt be
binding on all health plans, subject to any exceplions as specified or granted (see #3) by the
National Heakh Board. .

Individual health pians can request exceptions from reguiations, policies or guidelines
promuigated by the National Heath Board. The National Heakth Board will develop

procedures for heasing and granting requests for exemptions.

Any issues relating to application of the comprehensive benofit package not specifically
eddressed by reguiations, policies or guidelines promuigated by the Nasional Heakh Board
will be left t0 the discretion of individual health plans.

12
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BENEFIT LANGUAGE: CRITERIA THAT WILL IMPROVE QUALITY WHILE REDUCING COSTS h‘*

_ David M Eddy MD PhD %
/$§,
SubM D> e Pusiiommen) on

One of the few things about health system reform sveryone can agree on is that costs must be
controfled but quality must not suffer. That can be accomplished, but | will require making
controversial decisions about the coverage and use of practices—discouraging the use of
practices that provide little or no vaiue, and encouraging the use of practices that have high
value.! An essential step in executing this strategy is 10 ensure that the legal language that
determines which interventions will be covered as part of a benefit package not only supports but
encourages these types of decisions.

Language of this type appears st two main lavels. A the national lovel, most proposals for heakh
system reform call for & “standard benefit paciage” that describes tho broad categories of services
to be covered by health pians. Examples of categories are In-patient hospltal services,”
“smergency services,” and “ambuiatory medical and surgical services.” Within each of these
categories there are hundreds of particular services, some of which shouid be covered and some
of which shouid not. To make these determinations, any proposal for haakth system reform will
neead to specify specific coverage criteria—either in tha legisiation Rsell, or in subsequentty
deveioped reguiations.

At a local leve!, the benefk language used by individual health pians is equally important. First,
there might not be any national legisiation. Second, even if there is, the language could well be
very broad, providing Ittle real guidance for making determinations about particular services.
Third, even with detailed tederal language, many ¥ not most determinations wil not be made at a
national level, but will be left 1o individual health pians. For all these reasons, each health plan will
need to have its own benefit language in the future, just as R does now.

For obvious reasons, the benefit language used by all the diffsrent parties should be as
consistent as possible—preferably identical. This paper proposes specific language that can be
used at either the national or local levels, and analyzes the benefit languages that are in the
current national proposals for health system reform.

PURPOSES OF BENEFIT LANGUAGE

The design of benefit language shouid be determined by the purposes we want it lo achieve.
There are four main purposes, al of which result from the position of benefit language as one of
the primary controls over the flow of money. The first is a direct resuR of the fact that the benefit
language is a contract between health pians and their members on how the members’ money wik
be spemt. This purpose is 10 ensure that plans do not waste the members’ money on nonmedical,
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unproven, or ineftective practices. Thig is the traditional purpose of banefit language, and the
purpose that has been the target of most of the legal challenges in the past.

The second purpose, which has gvotved by defaull rather than by design, s o improve quality.
Perhaps the most sarious threat to the quality of care is the lack of good information on the
effectiveness of many of the most comwnon practices. To a great axten thess gaps in knowledge
exist because practices that have seductive biological theories are disseminated before the
theories can be confirmed with clinical frials. The best way t0 correct this probiem i to insist on
good evidence of etfectiveness before aliowing a practice to be disseminated. Because it sits
astride the tiow o! money, benefit tanguage is in an excelient position to do this. If good evidence
of effectivenass is made a requirement for coverage of a practice, that act would have the same
effect on procedures and tests as FDA approval does on drugs, biologicals and class |l devices.

The third purpose of benefit language mixes the previous two roles In controlling cost and quality:
i is to help plans achieve the seemingly contradictory objectives of controliing costs while
simuktaneously increasing quality. The benefit language must at least enable, and preferably
should encourage and guide health plans 1o weigh the benefiis gained by an intervention against
the costs, and to ensura that resources are allocated 10 interventions in a way that provides the
greatest possibie beneft. it the benefit language does not enable plans to consider costs, or
even worse, forbids them from considering costs, there is little hope for achieving the main
objectives of health system reform. :

Benefit language has one more function that is more diffuse but stilt critical; it is 10 serve as a role
model tor the other toois avallable to health plans for controling costs while increasing quality—
CME programs, guidelines, precertification, case management, utiization review, and clinical
quality improvement. Bacause they specify an “all or nothing” funding decision, coverage
policies by themseives are fairly blunt instruments for controlling cost and improving quality. Most
decisions require a much lighter touch, and are better handied with methods that can address
finar levets of chnical detail, that are more fiexible, and that give individual praciitioners more room
for personal judgment. However, for abvious reasons & is critical that all these tools follow a
consistertt set of principles and criteria. Because it ia wrilten into coniracts, the benefit language
can be considered the “master clock” that sets the timing of all the others.

HISTORICAL CONTEXT

it beneth ianguage is to sarve all these functions successfully, it must contain certain features.
These features are best understood from a historical context.2 Current benefit language has
evoivad out of a struggile involving three main parties: the third-party payers, acting on behalf of
their subscribers; providers, acting on beha of their patiems; and the courts, which are trying to
resolve the disputes between'the payers and providers. In the beginning there were few

2
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disputes. When modem insurance programs were created in the 1940s they were designed by
the hospital industry and medical professional organizations, not only to heip people spread the
financial risks of medical problems, but also to ensure that providers got paid. Given thase origins
R is not surprising that insurers were content to take the judgments of providers at face value, and
the initial contracts contained no explick requirements that treatments meet any test ot “medical
necessity.” For the first two decades, the only limitations in coniract language addressed very
broad categories of covered services or specific disoases.

This began to change in the early 1960s when providers began 10 request paymemn for
questionable services such as hospitalization for weight loss programs or 10 rest up after a fall. By
this time the historical ties 10 hospitais and physicians had softened enough, and price
competition between insurers had increased 10 the point that insurers were lesa wilting to accept
the judgments of providers without question, and began to deny payment for the more extreme
cases. However, when insurers were taken to court, the courts sided with the patients, even in
cases of cbvious abuse, on the argument that the Insurers had no contractual basis for
withholding payment. To counter this, insurers responded by adding 1o their contracts clauses
that limited coverage 10 services that were “medicafly necessary” or “madically appropriate.” The
terms were poorly defined, but carriad the connotation that the services should be for truly
*medical® problems, and shoukd be known 10 ba affective. ARhough these additions to comracts
heiped clarify the purpose and intended imits of coverage, they did not prevent insurers from
losing in court. The courts’ reasoning appeared o be that, akhough it was appropriate for an
insurer to limit coverage based on "medical necessity,” the aourts considered a decision by a
physician to use a treatment to be de facto evidenca of necassity—even though some of the

| treatments were outtawed in the US.2

To address this, toward the end of the 1970s insurers further refined their contract language by
specifying that “medical necessity” would be determined by the insurers themseives, and by
clarifying that “medical necesaity” expiicitly exciuded treatments {hat ware experimental or
investigational. These contracts have been a bt more successful, but have still falled to block
payment for treatiments that, outside of courtrooms at least, medical experis will admit are
investigational or not “medically necessary.” When courts niled against the insurers they usually
based their judgments on very specific details of the particular patient, the insurer's particular
contract language. or the process used by the insurer 1o apply the contract to the particular
patient. In most cases, the courts hald out the expectation that # the language had been more
precise, or more comprehensibie 10 patients, or more consistently applied, the insurer might have
prevailed. This said, i is aiso claar that the courts’ sympathies tend to be with the patient;
wherever the legal burden of proof might lie, the practical burden of proot has usually been on the
insurer.
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This history identifies several requirements that benefit language must fTultii ¥ & is 1o achieve its
imended purposes. First, the language must be as clear and precise as possible. This is required
to help ensure that members understand the motivation for and limitations of the coverage policy,
that the language is applied coneistently, and that courts can trace the rationale for particular
decisions. One immediate consaquence of this is that simply using terms such as “medically
necessary” or "medically appropriate,” without specific crieria 10 define them, will not suffice. At
best, these terms are placehoiders for more refined definitions that will need to be provided at a
later time. A second lesson is that the language must reflect a motivation to serve tha interesis of
the members. | i their money that is being processed and their care that is being aflected. The
language must have enough teeth to ensure that members’ monay s not being wastad, that
individual patients will truly benafit from the treatments they receive, and that the pl=r's
membership as a whole will derive the greatest benefRt possibie irom the pool of financial
resources the members have made available to the plan. Third, the language should be as
consistent as possiile with any existing federal legisiation—in particular with the FDA's criteria for
approving drugs, biologicals and devices. Fourth, i the language is to achieve all three of its
purposes it must require an explickt evaluation of the evidence of an intervention's effactiveness,
the balance between Iits benefits and harms. and its financial costs. On the last point, in order for
pians 10 be able 1o lower costs while increasing qualilty, the benefit language must enabie them to
identify and reduce the use of imerventions that have low value and are currently overusad, and
to increase the use of interventions that have high value and are curvently underused.

TEST QUESTIONS

Rt is obvious that the last feature will be the most controversial, and achieving the twin objectives of
simulitaneously controlting costs and increasing quality will be the real challenge for any proposed
language. Designing the parts of the language that addreas these objectives will be ke operating
on the brain stem—any tiny iogie in the wrong direction could destroy everything or, as those
who actually draft national legisiation ke to say, “could have unintended consequences.” To
help ensure that any language that is developed will acually accomplish the intended purposes,
and not cause any unintended consaquences. it is heipful to describe three hypothetical
questions that will test the language’s effects.

Imagine the following: There is a disease, cancer of the ayeiid, that if unireated has a long-term
survival rate of 10%. Cancer of the eyelid is very common, aftecting 10% of all peopie sometime in
their lives (which means that any decisions about its treatment will have large health and econamic
consequences). The current treatment, Treatment A, provides a 50% survival rate, and costs
$100,000. There are two new treatments. Treatment B increases survival to 50.000001, and
costs $1 million. (Out of a million peopie treated, & cures one more patient.) Treatment C has a
long-ierm survival oi 49.999999 and costs $1. (Out of one million paopie treated, it cures one
less patient.)

16
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The test questions are:
1. Will the benefit language force health plans 10 cover Treatrment B?
2. Will the benefit language enabls health plans to cover Treatment C?

3. It haakh pians can cover Treatment C, will the benefk language enable them to not cover
Treatments A and 87

Given the extreme numbers | have chosen for the test questions, if there ig 10 be any hope for
corgroling costs while improving quality, the answers to all three of thesa questions must be

“yes."

A CAVEAT

A final point 0 be made before launching the discussion of the proposed language is that the
discussion will at times become quite tedious, tuming on a word or two. Readers who have
responsibiity for writing, interpreting or applying coverage ianguage in heaith pians will appreciate
the importance of points that to others might appear abauxdly detalied. Other readers might be
fascinated by the highly lsveraged eftects of nuances in phrasing, or amused by the unexplained
and seemingly arbitrary differences in the languages proposaed in different bills. What everyone
should understand is thal, while the national debates fly over ompioyer mandates, premium caps
and tax deductibles, the words that define what bonofits are covered will have a far greader effect
on what practitioners can and cannot do in their dally practices. in a $1 trifion-a-year industry, the
definition of a term such as “medicafly approprists” can saslly swing $100 billion worth of tests and
treatments. It is well worth our time to think about this very carefully.

COVERAGE POLICY
The following language is proposed 10 achieve the four functions and pass the three test
questions. For convanianoce, the essential parts are In boid font.

1. A heaith plan Is required t0 provide for coverage only for heafth
Interventions that are "medically sppropriate.” A health Intervention s
considered 1o be "medically appropriats” if R meets all of the following five
criteria.

A. Medical Condition. The health imervention must be for a medical
condiion. A “medical condftion” is a dissase, an liness, an Injury, 3
genetic defect, or a biological or psychological condition that It not treated
could resuit in a dissase, an lliness, an Injury or a defect.
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B. Not investigational. There must be sufficient evidence on which 10 base
conclusions about the existence and magnitude of the change In health
outcomes resulting from the hesith Intervention, compared with the best
avaliable alternative, or compared with no heaith intervention H no
alternative heaith Intervention is available. if such evidence exists, the health
intarvention is considered “not investigational.” if not, the heaith intervention is considered

“investigational.”

C. Effective. The evidence must demonstrate that the heefth Intervention
can reasonably be expectsd to produce the intended effect on heakh
outcomse, compared with no heaith intervention. if this condition is me . the
heakh in.srvention is conaiderad "sfleciive.” it not, the health intervention is considered
either “inaffective” (I k has no hanms) or “harmiul® (i & does have harms).

D. Beneficisl. The evidence must demonsirste that, for the Intended
recipient, the beneficlal effects of the health intervention on heaith
outcomes can reasonably be expectsd to outweigh any harmful effects of
the health Intervention, compared with no hesith intervention. it the benefits
ol an intervention are judged t0 culweigh s harms. the intervention is considered
“beneficial.” i the baneficial outcomes of the intervention only equal its harmiul outcomes,
it is considered “equivocal.” I its beneficial cutcomes are outweighed by s harmiul
outcomes, I is considered "harmful "

E. Appropriate. Compared with the next best aliternative intervention, or with
no Intervention if no aiternative is avalisble, and considering the costs of
the interventions and the benefits of aslternative uses of resources, use of
the health intervention can ressonsbly be expectsd 10 improve and not
harm the total heaith of the populstion served by the hesith plan. When
determining whether a heaith intervention meets the criterion of appropriateness, there are
three cases to considef, depending on the relative benefits and costs of the health
intervention in question (the “target intervention™) compared with the best available
altemative, or with no intervention if there is no alternative (hereinafier called the “alternative
imervention®).

i. The target intervention has equal or greater benelflts, and equal or lower cosis than the
alternative intervention: In all such cases the target intervention is considered

appropriate.




- 85/25/1994 14:18 3077335716 DAVID M EDDY MD PHD PaGE

ii. The target intervention has lower benefit but aiso lower cost than the aternative
intervention. The target intervention is considered appropriate it resources saved by
using the target intervention instead of the alternative intervention could be appiied
fo other health interventions so as to producs greatar total benefit to the members of
the Plan. It this condition hoids, the appropriateness of the altemative intervention
should be reevaluated,

lii. The target imervention has higher benefit and higher cost than the alternative. The
target inervertion is considered appropriste ¥ allocating the resources to the target
infervention would not prevent the use of other heaith interventions, poasibly for
other medical conditions, that couid be expecied to provide greatsr total benefl to
the members of the health pian.

2. Exclusion From Coverage. Health plans sre permitted to, but are not
required to, exciude from coverage any heaith interventions that fail to meet
any of the criteria that define “medically appropriate.”

3. Detinitions

A. Health Intervention. A “health intervention " Is any sctivity undertsken
for a specified indication for the primary purpose 0! preventing,
stabllizing, restoring, or improving a decrement In health outcomses
caused by a medical condition. Types of health interventions include prevention,
screening, diagnosis, treatment, monkoring, surveillance, support care and rehabilitation.
“Health intervention” does not include aocial activities that might have an indirect effect
on health, such as housing, education and employment. Nor does it include
interventions that ocour as a normal condition of axistence, such as food.

8. Indication. An “indication” designates any festure of the patient or
delivery-setting that couid reasonably be expected to affect the health
outcomes of a hesith Intervention. Any refersnce to a heaith
Intervention is sssumed to apply t0 a specific Indication for that
intervention. For the purposes of determnining the medical appropriateness of a health
intervention, “indication” usually refers 10 characteristics of the patiemt (eg, severity of
symptoms, stage of a cancer, concomitant diseases). However, differences in such
features as the setting in which a treaiment is provided (eg, out-patient vs in-patient), the
training of the provider, or the available support (eg, access to a crash can) could aiso
represent differeri indications. Because the effectiveness of a treaiment can be differemt
for different indications, evidence that a treatment meets the five criteria for one indication
does not necessarily mean that the treatment meeta the criteria for all indications. When
evaluating the medical appropriateness of a heakth intervention for a particular indication,

7
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the tive criteria must be met for that indication or for an indication that can reasonably be
considered essentially similar.

C. Heslth Outcomes. A “heaith outcome™ is an outicome that directly affects
the length and/or quaiity of a person's iife. Heahh outcomes are distinct from
intermediate outcomes, such as shrinkage of a mass on x-ray, change in erzyme level, or
change in a biood count. if the existing evidence for a health intervention pertaines 1o
intermadiate outcomes, there must aiso be evidence that a change in intermediate
outcomes caused by the intervertion causes the desired changes in health outcomes.

D. Dscrement In Hesith Quicomes. A “decrement™ In health outcomes (s
sald 10 wxist for an individual if either (1) there is a decrememal change in
a hesith-reluted feature for the individual, caused by 8 medical condition,
or (2) the individuai’'s original endowment for s feature lies outside the
normal range to an extent that any reagonable person would caill
sbnormal. The concept behind this detinition is that every individual is endowed with

8 certain teatures that relate to heakh and health outcomes (eg, height, shape of nose,
pes : bakiness, athietic prowess). WTthin a popuiation, there is a range or spectrum for most
*' heaith-related features. An exampie of a “decremental change in a heafth-related feature

for an individual caused by & medical condition” s the deveiopment of angina trom
coronary artery disease. An example of an “individual's original endowment for a feature
lying outside the normal range to an exient that any reasonable person wouid call
abnormar” is a cleft kp. For the purposes of defining medical appropriateness, mere
dissatistaction with an individual’s original sndowment for a feature that is within the
normai range (eg, short stature, a big nose), does not represent a decrement in heatth
outcomes for that individual.

‘ OBSERVATIONS

id Several observations are important. They address features of the language that need emphasis
as well as differences between the proposed language and the language in various proposals for
health system reform now being considered by congress, especially the administration’s Health
Security Act (HSA) and the bill infroduced by Representative Cooper and Senator Breaux
(“Cooper-Breaux bill"). Even i these bills are changed with various markups, their inkial forms are
very instructive and will no doubt llustrate the types ot issues that will continue to be important as
the legisiative debates sharpen. For convenience, | will refer to the language described in Ihis
article as the “proposed language,” 10 distinguish it from the language in the HSA, the Cooper-
Breaux bifl, and other bilis.
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Burden of Proot

First, notice the direction of the burden of proof. The first part (No. 1) of the proposed language
spectties that a plan must cover all interventions that can be shown 10 meet the criteria. However,
the second part (No. 2) allows, but does not require, plans to Not cover interventions that fail to
meet the criteria. The need 10 allow plans 10 Not cover intefventions that fail the criteria for
“medically appropriate” is obvious. The distinction between “aliow” and “‘require” is equally
important because matwy madical practices do not meet even the first criterion of
“noninvestigational,” much less the criteria ot “effectiveness,” “beneficial" and “appropriateness.”
if health plans were required to deny coverage for things that did not meet the criteria, many
common health interventions would be eliminated from coverage and the practice of medicine
would be forced 10 a near ha. Furthenmore, if the second part did not axist, in theory at least
health plans couki be forced to demonstrate that every intervention that thay covered met the
criteria, which would be a practical impossbifty.

The administration’s Health Security Act comes dangerously ¢ioge o creating that very problem.
*The Comprehensive Benefit Package does not include an item or service ... that is not medically
necessary or appropriate” (Section 1141 (a) (1) p 86).3 By itsel, this exclusion wil make the
comprehensive benefit package both very diffioult to define and potentially very amall, depending
on the precise criteria used 10 detine “medically necessary or appropriate.” This clause does not
expressly forbid plans from covering interventions that fail 10 meet the st of medically hecessary
or appropriate, but they would have {0 do 60 outside the comprehensive benefit package, and
there is no formal clause in the HSA that allows them to do that. Furthermore, the implication is
that such additions would be considered and charged for as a supplemental health benefit policy.
which is defined elsewhere (Section 1421(b)(1)(A)()) p 238)3 as “coverage for services and items
not included In the comprehensive beneft package.” A practical exampie of the problem is that
depending on the definition of “medically nacessary or approprigte,” plans could potentially
require supplemental insurance to cover a treatment such as radical prostatectomy for early-stage
prostate cancer.

The onty thing that prevents the language in the HSA from throwing medicine into chaos is that,
as it is currently written, the HSA taiis to define either “medically necessary™ or “medically
appropriate.” This has the effect of making the exclusion so ambiguous that no one would be
abie to determine whether a particutar intervention met the exclusion or not. On the other hand, it
the nationa! heaith board that woulkl be created by the HSA writes any reguiations that specifically
define “medically necessary” or “medically appropriate,” then Section 1141(a)(1) in the HSA could
cause impornant problems. For exampie, ¥ the national health board said that 1o be medicaily
necessary or appropriate health interventions had 1o be noninvestigational, which is a logical thing
10 say, then the currert language in the HSA would prohibit health pians from covering many
practices that are commonly used but for which there is no good evidence of effectiveness. The
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that other organizations such as a national health board will specily criteria. then the direction of
the burden ot proof must be as written in the proposed language.

The Cooper-Breaux bilt takes the same approach as the proposed language, saying that “An AHP
[Accountabie Health Plan) is required to provide coverage of the uniformm set of benefits only for
treatments and diagnostic procedures that are medically appropriate” (Section 1302, (b) (1) p
98).4 This is equivalent 1o the first item in the proposed language. The Cooper-Breaux bill aiso
specifies that “health pians shall not be prevented from providing coverage of a treatment that has
not been determined ... 1o be medically appropriate” (Section 1302(a)(2)(E). p 96).4 which
cormresponds 1o the second item in the proposed language.

As it is currently written, the biR submitted by Senators Chatee, Dole and others (S 1770)° is the
most dangerous. it not only specifies that an em or service should only ba covered when i is
medically necessary or appropriate (Section 1301(b), and Section 1301(d)(1)). but i also goes on
10 specity that to be medically necessary or appropriate the tem or service must be
“noninvestigational,” “effective” and “safe.” Because so many interventions fai (o meet the test
of noninvestigational, this couid be very disruptive to medical practica. The anly possible escape
vaive in the bill is a subsequent provision for “binding arbitration evidenca”: “the evidence that
may be used in making coverage decisions under a binding arbitration process ... includes ...
opinions of megdical specialty groups and other medical experts ...° (Section 1301(3)(5).
Assuming that this provision lor binding arbitration applies 10 coverage decisions in general and
not just 10 those that are comestad and come to binding arbitration, it is clearly broad enough to
justify virtuaily all urrent practices. But this precision also raises very serious problems of a
diffecart sort. It undoas the intent of requiring evidance of effectiveness and safety in the first
place. it contradicts the standard of evidence used by the FDA, and R undoes several decades of
progress in evidence-based decisionmaking.

Madically Approgriate

The proposed language focuses on medical appropriateness, and purposetully omits any
reference 1o “medically necessary” and “medical necessity.” The main reason is that | have not
been able to identify any single set ot definfiions that is widely accepted and that cleady
distinguishes between “medical necessity” and “medical appropriateness.” This is despite (or
perhaps because of) the fact that 1he two terms are widely used in both contract language and
academic articles, and are widely interpreted by the courts.2 To include both terms, as in
“medically necessary and appropriate” would imply that there is an important distinction batween
them, which | have not been abie to discover.

Of the two terms, | prefer "medically appropriate” because | appears 10 include “medically
necessary” (can anyone think of an intervention that is necessary, but not appropriate?), and

10
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because in most usages it has a broader connotation—potentially encompassing the tull range of
tactors that should be considersd when making coverage decisions, such as the setting in winch
an inervention is being provided, the magnitude (not just existence) of its benetit, the extent to
which its benefits outweigh its harms, and its coats. it is important to understand, though, that the
term is marely a label for a concept that is defined in the proposed tanguage by the five criteria.
The fitth criterion in particular makes clear the intent that afl pertinent factors, including costs,
shouid be considered.

The administration's HSA usas “medically necessary or appropriate,” but does not define either
term. The Cooper-Breaux bill is simitar to the proposed language, in that R refers only 10 “medically
appropriate.” It does speciy criteria for determining whether an intervention is medically
appropriate. Those criteria differ from the five criteria in the proposed language in a few important
ways, which will be discussed below. The Chafee bill uses “medically necessary or appropriate,”
which matches the HSA, but defines the term with three criteria that are very similar to those in the
Cooper-Breaux bill. Just to compiete my case there there is no discemnible meaning behind the
terms, | will point out that the bill submitted by Senator Welistone (S 491) uses “medically
necessary and (not “or”) appropriaie.” with no defining criteria.

Medical Congil
The intention of this criterion ig to define the get of interventions that should properly be paid for
from public funds, trom interventions that, although they might be defivered by healthcare
providers in healthcare facilities, are more a matter of personal taste than a medical problem, and
theretore do not justify use of public funds. The criterion and its ancompanying definitions are
designed to distinguish, for exampie, between (a) repair ot congenital cleft lips vs nose bobs, (b)
breast reconstruction {ollowing cancer surgery vs breast implants for purely cosmetic reasons, (C)
treatment of osteoporosis vs treatment of baiding, (d) treatment of short stature due to pituitary
deficiency vs treatment for simply being shon, (e) reatment of acute anxiety attacks vs stage
fright, and (f) nutritional supplements for phenyketonuria vs over-the-counter vitamins.

The propased definltion of “madical condition” rests on common words such as disease, iliness,
injury and detect, which are either well understood or which, i they do appear to overiap (eqg,
“disease” and “iliness”) are at least consistend. The definition of “medical condition” does contain
a clause that extends the definition beyond curmrent diseases, ifinesses, injuries and defects, to
include “a condition that it not treated could lead to a disease ....” This extension is required in
order to address natural biological changes that are not by themseives diseases but that could
benetit trom treatment 10 prevent diseases or injuries. For axample, neither pregnancy nor
estrogen deficiency after menopause is a disease. However, we want 1o cover ther management
or treatment because, - "ot properly managed, they couid tead 10 diseases (eg. preeciampsia of
pregnancy or prematurity of the indant) or 10 injuries (eg, hip fracture from osteoporosis). The
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proposed language is careful to distinguish between natural changes that could lead to diseases,
iinasses or injuries, such as those just fisted, from natural changes that do not lead to diseases,
ilnesses or injuries, such as baidness. If a treatment tor “aging” is ever developed, wa will need to
revisit these definitions.

The agministration’s HSA does not include any terms or criteria that attempt to distinguish
between a medical condition and a nonmedical condition. instead, it lists specific types of
services (eg, in-hospital services, services of heakh professionals, and ambulance services), and
for some of these categories describes some imitations that have the eftect of defining the
boundaries of coverage. For exampie, the service category "out-patient rehabilitation services”
containg the limitation that “such services [must] restore functional capacity or minimize imitations
on physical and cognitive functions as a result of imess or injury” (Section 1123 (b){., p 68).3
Surgery and other procedures periormed solely for cosmetic purposes are specifically excluded
unlass they are “required to correct a congenital anomaly or required to restore or correct a part of
the body that has been aleroed as a result of accidental injury [or] disease™ (Section 1141(b)(2) p
87).3 This approach enables grester precision, but requires that the coverage criteria list and
describe in detail all catagories of covered services.

The Cooper-Breaux plan uses an approach gimilar to the proposed language. “The term ‘medical
condition’ means a diseass, iiness, injury, or biological or psychological condition or status for
which treatment is indicated to improve, maintain, or stabitize a heakth outcome or which, in the
absence of treatment, could lead 10 an adverse change in a heaith outcome” (Section
1302(b)(1)(A)(#l) p 98).4 However, the qualitier “Tor which treatment is indicated” appears 10 be
tautological: A health intervention is medically appropriate # it s indicated for a medical condition,
while a macical condition is something for which a heaith intesvention is indicated. To avoid
possible confusion about which comas first, the medical condition or the intervention, the
proposed language does not include this qualifier.

Health intervention

One of the most awkward features of any language is 1o choose a term for the things” that are
being covered. The proposed language uses the tarm ‘health imervention.” The Health Securily
Act and the Chafee bill use ‘ttema and services.” The Cooper-Breaux bill usas “treatments and
diagnostic procedures.” Other possibiitties include “services, “treatments,” and "health
activities.”

With respect to the Cooper-Breaux plan, just using the two terms “treatments® and “diagnostic
procedures” could cause a problem. It is true that, in genaral, ail health interventions are of two
basic types—those that directly affect heaith outcomes (“treatments™), and those whose effect on
heatth outcomes is indirect—ihrough providing information that can affect decisions about
treatments (diagnostic tests). However, by mentioning only “treatments™ and “diagnosatic
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procedures,” the language in the Cooper-Breaux bill is ambiguous about things that do not fit
clearly in either of thoas two categories, such as preventive services, screening tests, monitoring,
support care and rehabilitation.

There are three main ways to resoive this issue. One is 1o use terms that have well known
connotations, such as “treatment and diagnostic procedures® and rety on common sense to keep
them from being too restrictive. Another is 1o try to list all the main types or uses of health
inmterventions. Such a list might be “prevention, acreening, diagnosis, treatment (including drugs,
devices and procedures), monitoring, survedlisnce, support care, reconstruction, and
rehabilitation.” A third option is to select one t1erm such as “health intervention,” or “sarvice,” or
“activity,” and define it to cover everything. That is the approach used in the proposed language.
The choice of - ~articular term is not critical, provided i is defined unambiguously. In the
proposed language the term “health intervention” can be considerad a placehoider 10 be
replaced by a better term if one becomes obvious.

inchcations

Whatever 16rmy(s) are used to describe the things that will be covered, the language must make it
clear that the criteria and any resulting coverage decisions are 1 be applied not to the heatth
interventions themseives but 10 the application of the health interventions for specific patiert
indications. This is necessary because a heath intervention in the abstract (eg, an MRI) does not
have an effectiveness or a2 harm, or even & cost, as though those were properties of the
intervention. Rather, the effectivenass (or harms or costs) of a health intervention depends
acutely on the indication for which it is usad. MRIs have high value for suspected brain tumors,
but little value for diagnosing chest pain. Appendectomies have high value 10r patients with
classic signs and symptoms of appendicitis, but little value for patients with diarrthea. Health plans
can handle this either by covering the intervention only i it is for specilied indications that meet
the criteria of noninvestigational, effective, and so forth; or by covering the intervertion for all
indications, but designing guidelinss that discourage its use for inappropriate indications. To
enable health plans to do ekther of these, the benefit language should make R clear that a
coverage decision, whether positive or negative, is a decision about the intervention for a
specified set of indications, and not a decision about every poasible use of the intervention.

Noninvestigational

The current benefit languages usaed by virtually all insurers, HMOS and government programs
contain exciusion clauses for investigational interventions. These clauses are needed to keep
health plans from having to use public funds to pay for anything that anyone might dream up (eg,
psychomassage for Lyme disease). They are needed 1o ensure consistency with the Hippocratic
oath ("tirst, do no harm”), the scientific method, and the Food, Drug and Cosmetic Act. They are
desperately needed il we are to improve the quality of evidence available for medical
decisionmaking, which means they are needed if we are to increase quaiity and reduca waste.
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However, it is important 10 recognize that this criterion implies a stricter burden of proof than we
have traditionally applied to procedures and other interventions that do not fall under the auspices
of the Food and Dnug Administration (FDA), and that many commonly used practices will fail this
criterion # they were subjecied to an FDA-type evaluation. The proposed language enables plans
to exclude health imterventions for which there I8 no corwinging evidence of eflectiveness or
benefit (eg, PSA screening), but does not force them to (eg, surgery for early-stage prostate
cancer). It is important to appraciate both that thig is a lenient stance, and that i plans are really to
reduce waste in medical practices thay will nesd %0 be aggressive in applying this critesion.

Another important feature of thig criterion is that | requires evidence not only of the existence of
benefit but the magnitude of benefit. This is important conceptually, because It is information on
the magnitudes ¢ “utcomes that enable comperisons between benefits and harms and between
health outcomes and costs. For axample, this feature is needed to distinguish between a
treatment that increases survival by 1 in 1,000,000 and one that increases survival by 1 n 15.

The position of the administration’'s HSA on coverage of investigational treatments is difficutt to
imerpret. The pertinent language begins In Section 1101(1), “The comprehensive benefit
package shall consist of the following Rems and services ...(1) hospital services ..., {18)
investigational treatments (described in Section 1128, pp 32,33)".3 Subsection (a) of Section
1128 reads “COVERAGE - Subject 10 subsection (b), the items and services in this subsection
are qualitying investigational treatments that are administered for a lfe-threatening disease,
disorder, o other health condition (as defined by the National Health Board p 71).3 Subsection
(b) reads “Discretion of Plan — A health plan may cover an investigational treatment described in
Subsection (a) (p 71) at its discretion.™3 It appears that this clause gives haalth plans discretion to
cover invastigational treatments # they address lile-threatening problems. The language in the
Cooper-Breaux bil is similar to the language proposed in thig article.

Both the administration's HSA and the Cooper-Breaux bill have clauses thet specify that plans
should cover the “routine medical costs” associated with the defivery of investigational
treatments, it the treaiment is being given as pan of an “approved” research trial. The coverage of
the costs of research on investigational treaiments as well as specific criteria for determining when
the evidence for an intervention is “sufficient” to base conclusions ahbout effectiveness, and
guidelines for when plans shouid be strict in applying the investigational criterion, are ail importam
topics that need more discussion. | will address them in a future article.

Effectivenass
The idea of effectiveness is straightiorward: Setting aside issues of harme and costs, does the

imarvention at least do what it is intended to do? The proposed language has two important
features. First, the offect must be demonstrated In terms of improvements in health outcomes,
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not inlermediate outcomes. |if the existing evidence documents an effect on intermediate
outcomes, there must be additional evidence that relates changes in intermediate outcomes
caused by the intervention, to an improverment in health outcomes. For exampile, it is not
sufticient 10 show that a screening test can simply detect a condition; there must aiso be good
reason to believe the determination will change treatment, which in fum will improve health
outcomes.

The second important feature of this criterion is that, when determining whether an intervention is
effective, the comparison shouid be made with no intervention, not 10 other avallable atemative
imerventions. The reason for this is well Slustrated by a comparison with the Cooper-Breaux bill,
in that bill, the criterion for “sffactiveness” takes a different approach and requives that the
imervention in question be compared with other available altemnatives. The problem with that ~an
be illustrated with the three test questions described previously. Recall that cancer of the eyelid
has a 10% five-year survival with no treatment, that Treatment A increases survival 10 S0% but is
expensive ($100,000), and that Treatment C, which costs only $1 is aimost as effective as A, with
a survival rate of 49.998999%. The criterion in the Cooper-Breaux bl requires that to determine #
Treatment C is effective we must compare it with the available aternative, which is Treatment A.
By that cormparison, Treatment C would not be considered effactive (in fact it is harmiul because

it allows one out of one million patients to die), which means it would not pass the third criterion,
and it would fail the second test question. The proposed language, which requires that we
compare Treatment C with no treatment, would find Treatment C 1o be eflfective. This would keep
it “in the running” for coverage. Subsequent criteria would evaluate whether the magnitude of its
benefit justifies any harms it might have, and whether compared with Treatment A, & is appropriate
(ie, whether the tiny decrement in quality is justified by the large savings that couid be reallocated
10 other interventions).

The HSA does ot have any requirament for effectivaness, beyond whatever is implied by
“‘medically necessary or appropriate.” The Chafee bil's definition of eflectiveness begins with the
same language as in the Cooper-Breaux bill, but adds a closing phrase that the comparison can be
made ‘with the available akematives, or the patient’s current health status " The effect of this is to
permit a comparison with no treatment, which brings the Chatfee bilf's language into line with the
proposed language.

The language for effectiveness in both the Cooper-Breaux (p 100)4 and Chatee (p 92)° bilis
includes a requirement that to be effective the intervention must provide a “dlinically meaningtul
benefi.” The intention of that clause is not entirely cleas. Possbly the two bills intend to uge this
clause t0 address the cost issue indirectly. For exampie, if a new health intervention is more
expensive than the avaiable attemative, a plan might want to require that before & should be
covered the new (more axpensive) haaith intervention should improve outcomes by “enough®
(ie, a “clinically meaningful® amount) to justify the cost.
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if that is the intent, it is an awiward way lo handle the cost lssue, for at lsast two reasons. First, it
works only it the new intervention increases benefit and increases cost compared with the current
intervention. it does not work for new interventions that are almost as effective, but much less
expensive. For axampie, this ciause would not enabile coverage of Treatment C for cancer of the
eyelid, because Treatment C does not provide a clinically meaningful benetit compared with the
avaiabie akernative, Treaimernt A (in fact it has & not clinically significant loss in banefit).

The language in the Cooper-Breaux and Chafee bilis aiso introduces an interesting asymmetry;
the criterion laads to different conclusions depending on which treatment is being evaluated. if
Treatment A is the curent treatment and Treatment C is new, Treatment C would not be covered
because il is not effective, and we would end up with Trestment A. Now suppose Treatment C is
the current treatment a:.J Treatment A is the new trestment to be evaluated. Treatment A would
not be approved because, in comparison with Treatment C & does not providing a clinically
meaningtul benefit, and wa would end up with Treatment C. The second reason the Cooper-
Breaux language is swkward is that & leaves open the issue of just how big a health result must be
to be sufficiently “clinically meaningful” to justity the costs. To avoid thesa types of problems, the
proposed language takes a different approach to the issue of costs—addressing it directly
through the criterion ol “appropriateness.”

Beneficial
The definition of "beneficial” is also straighiforward; the intention is that the intervention's benefits

outweigh its harms. As with the criterion of effectiveness, the proposed language focuses on
health outcomes and specifies that the comparison shouid be with no intervention, rather than an
aRternative intervention. The easiest way to appreciste the need for the latter is to retum to the
test questions and imagine that neither Treatment A nor Treatment C has any harms. It we require
that Treatment C be compared with Treatment A it will not be considerad beneficial, because
compared with Treatment A &t has a lower benetit. '

As with the issue of effecliveness, the HSA does not include any criterion of beneficial in its
definition of "medically necessary or appropriaie.” The Cooper-Breaux and Chatee bilis take a
ditterent approach to tha comparison of benefits and harms, requiring that a treatment be “safe,”
apparently drawing on language in the Food, Drug and Cosmetic Act. Although there is merit in
using the same terms as the FOA, there is the probiem that virtually nothing is truly saje, and a
literal interpretation of “safe” would exclude virtually all practices. The tanguage in the Cooper-
Breaux and Chatee bils appears 10 rely on common sense to avoid this. However, ik seems
appropriate to take this occasion 10 improve the language. “Reiative satety” might work, because
it implies a comparison between degree of safety (ie, kack of hann) and degree of benefit, but it is
cumbersome. The proposed language is based on concepts that are now in common use—the
idea of satety is replaced by an assessment of the harmiul effects on outcomes of the
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itervention, and “relative safety” is replaced by an explicit comparison of “beneficial eflects” and
“harmtul effects.”

Apgroprate

By far the most controversial criterion of “medical appropriateness” will be the last one, which the
proposed language labels "appropriate.” This is the criterion that addresses the tradeof! baetween
quality and cost and enabies plans o discourage the use of or even deny coverage for treaiments
that have benefit, but whose benefit is datermined f0 be too smail to be worth the costs. Because
it adkdrenses costs, cost-effectiveness, and the allocation of resourcas, there is enormous fear of
being associated with a criterion like this one, and it should be no surprige that none of the bills
before congress include one ke it. On the other hand, this is the criterion that enables the
proposed language t~ nass the three test questions, and thig is the criterion that must be present
# providers are {0 be abie to preserve or improve quality while controfling costs.

The idea behind “appropriate” has aready been described;!.6,7 when there are imits on
resources, whether imposed implichly by the marketpiace (eg. managed competition) or explicitly
by caps on premiums or capitation, using resources 10 provide health interventions that have very
low-benefit reiative 1o their costs means that those resources will not be available for other health
interventions that wouid have provided much greater beneft. The proposed language assumes
that vintually everyone would agree that the three test questions should be answered “yes.” if that
i8 true, then the benefit language needs 10 enable heakh plans 1o make those choices. The
proposed language for this critarion describes this concept in a straightiorward way, making clear
that the intention is to compare benefits to costs, and that it is not only acceptable but necessary
o withhold coverage for treaiments like Treatment B or Treatment A for cancer of the eyelid, I the
additional benefit (compared with Treatment C) is 00 small to justify the cost. It uses words ke
“cost” and “resources” explicitly and honestly.

Although the theoretical basis for this criterion is clear, | the pollical support for it is virtually nil.
Many people, especially those who will be held publicly accourtable for endorsing the language,
will find the proposed language 0 be too threatening. Therefors, although | feel strongly that we
will eventually have to be honest with peopie about the naed 10 allocate resources, | also
recognize that the required leadership fo accompiish that migit not yet be present. On the theory
that ambiguous language is befter than no language, | offer substitute language that disguises
the full intent but still leaves plans enough room 10 take tha necessary steps 10 increase quality
while controlling costs. The current language says “Compared with the next best intervention or
with no intervention it no atemative is available, considering the costs of the treatments and the
benefits of afternative uses of resources, use of the intérvantion can reasonably be expected to
improve and not harm the total heaith of the population served by the health plan.” Akemative
wordings, roughly in order of decreasing clanity but also decreasing threat, are:
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“Compared with the next best intervention or with no intervention i no allemative is available,

considering all pertinerst factors, use of the intervention can reasonably be expecied {o improve
and not harm the total health of the population served by the heakth plan.”

Or, 1o borrow a term from the Cooper-8Breaux and Chafee bilts,

“Compared with the naxt best atternative, or with no intervention i no akemative is available, ¥
there is a significant difference in costs of the inferventions, the diference in benefit must be of
sutficient clinical significance to justify the giference in costs.”

Or,

“Compared with the next best intervention or with no intervention it no akermnative is available, any
difference in clinical benef® must be appropriate 1o any difference in financial costs.”

Anyone who is nervous about introducing the idea of costs in benefit language will be tempted to
delete this criterion on the beliat that If the first tour criteria are retained, most (four ffthe?) of the
value of the criteria will be retained. That is not the case. The crileria must be treated as a
package. H the tilth criterion is deleted and ¥ the first four ("medical condition,”
“noninvestigational,” “effective.” and “beneficial® [or “safe”]) are retained, which is the way the
language in the Cooper-Breaux and Chafee bills now reads, the sffect wilt be 1o force heatth plans
10 cover inderventions that have any benefRt, no matter how small, at any cost, no matter how
large. That is, heatth plans would be forced 10 cover not only Treatment A but aleo Treatment 8
{the $1 milllon treatment) for cancer of the eyelid. Such language would eliminate any possiility
of simultaneously increasing quality while controliing costs. Therefora, ¥ there is insufticiem
courage or leadership to include the fifth criterion, then i is best to drop afthe others, and leave
the term "“medically appropriate® undefined (as the administration does in the HSA). To include
only the first four criteria would have the eflect of prohibing plane from considering costs. At
least a general term such as “medically appropriate,” without any definition or criteria at all, is
ambiguous enough to allow plans to consider coets, abeit under the table. Howaver, any plan
that chooses this route must be aware that an undefined phwase such as “medically appropriate”
will provide little defense in count.

EDA Apgroval ,

A condition we placed on the proposed language was that it should be consistent with existing
federal laws and reguiations, especially ihe Food, Drug and Coamaetic Act. The proposed
language satisfies that condition, enabling, but not requiring, heakh plans to not cover
interventions that are invGsagational, or not effective, or not beneficial (e, which are not “safe and
effective,” to use FDA language). However, R is important 10 observe that the proposed language
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i8 not equivalent 10 the FDA language for two important reasons. First, athough the FDA can
approve a drug or class |l device for marketing only ¥ it is shown to be safe and effective, the
proposed language (as well as the language in the Cooper-Breaux and Chafee bills) would allow a
plan to cover an imMervention aven if it did not meet the FDA's criteria of satety and eflectiveness.
Recah that this was necessary because there is insufticient evidence to document safely and
effectiveness of many commonly used interventions, especially procedures and diagnostic tests.
The second differance works in the othar direction. If a drug, biological or class Il device has been
found by the FDA 10 be 3a1@ and efleciive, that does not necessarily imply that & wil meet all the
criteria for medical appropriateness in the proposed language. in particular, because the FDA
does not consider financial costs in its determinations, FDA approval does not apeak 1o the fifth
criterion of appropriateness.

The administration’s HSA does not describe any reiationship between FDA approval and s
condition of “medically necessary or appropriate.” The Cooper-Breaux bill doas say that FDA
approval of a treatment implies that it satisfies the bilfs criteria for medial appropriateness (p 100).4
As the Cooper-Breaux and Chatee bills are currently writien, that is a correct position, because
neither bill contains a criterion that addresses cost. However. if either bill were 1o be rewritten to
address cost, FDA approval of a treatment woukd no longer necessarily imply that the treatment
met the revised criteda.

Coverage o investioational Trestmanta

The proposed language, like the language in the Cooper-Breaux and Chatee bifls, and the
current contracts of most insurers and HMOs, (s clesr in its requirement that to be medically
appropriate an intesvention must be noninvestigational. However, implementing this criterion
raises several practical questions. Four of the most important are: What type and quallty of
evidencs is needed to be “sufficient? Should the investigational criterion be applied more strictty
10 “new” interventions than to “oid™ ones? H oid intarventiong that are investigational should be
treated more leniently, precisely how shouid they be addressed 1o avoid waste and harms? And,
how Should research on investigational imerventions be funded? These issuas will be the
subject of a future articie in this series, but first | want to treat you 10 a corwersation with my mother.

NEXT: A Corversation with my Mother.
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June 22, 1994

TO: Ms. Nan Hunter
Deputy Legal Counsel
Department of Health and Human Services
Washington D.C. '

FROM: Linda Bergthold%/

RE: rKEPARATION FOR THURSDAY’S MEETING ON M"DICAL
NECESSITY OR APPROPRIATENESS

As you know, | have been asked by Karen Hein and other Senate Finance
staff to review the options relating to the definition of medical
necessity/appropriateness in proposed reform legislation. | thought it
would be helpful to review some of these arguments and proposed
terminology for you and your staff as well.

1. BACKGROUND ON MEDICAL NECESSITY OR APPROPRIATENESS

At the core of -all clinical decision-making is the determination of what is
the appropriate treatment for any given patient’s condition. These
decisions are generally made by physicians, sometimes in consultation
with patients, and occasionally overruled by health plan administrators.
What is medically necessary? Who should decide what is necessary? Who
should arbitrate if there is conflict among the parties to the decision?

There are dozens of definitions of medical necessity being applied by
health plans around the country today. Medicare has one of the most
illness and injury oriented definitions (see Appendix A); Medicaid has
different definitions in every state, some of which are surprisingly
innovative (e.g. South Dakota); private plans, including HMOs, rarely
publish their definitions for consumers or policymakers. Lawsuits tend to
be the mechanism for bringing these definitions into the public domain.

All existing definitions of medical necessity have some elements in
common: they rely on the judgment of medical practitioners and



“prevailing standards” of care; they tend to focus on curing iliness rather
than maintaining health; they leave final interpretat.on up to the
administrators of the health plans. Patients and physicians are often left
out of the decision making process.

In the construction of the President’s plan, our working group on benefits
recognized that the definition of medical necessity would be critical in
shaping a national health plan. Questions such as what terms to use, how
to define them, and who should define them were central to the
discussion. Should the terms be defined in law? In regulation? By a
national health hoard? By states? Bv each health plan? We reach.d some

preliminary conclusions in May of 1993:

L The old terms (i.e. medically necessary) were not sufficient
for the new emphasis on health maintenance and promotion; the term
“medically appropriate” was selected as a more promising alternative;

° Criteria for determining medical necessity or appropriateness
should be spelled out in legislation, or if not in legisiation, at least be
delegated to a national health board or commission;

° All parties to the decision about coverage should have a voice
in the process; that is, patients should be able to determine whether
coverage was beneficial from their point of view; physicians and other
health practitioners should be able to judge whether a proposed treatment
was effective; and healith plans should be able to take into account cost
effectiveness in their coverage decisions;

L] Any definition we could devise should deal adequately with the
issues of reproductive health, maintenance support for the disabled,
parity for mental illness. This meant that decisions about reproductive
health should be the responsibility of the enrollee or beneficiary; coverage
for services needed by the disabled should not focus too heavily on
medical care to the exclusion of other health related services, and the
definition of iliness should encompass mental as well as physical iliness;

With these principles in mind, we proposed a definition for health plans
exclusions of treatments that were not what we called at the time
“medically appropriate”. After the working group had disbanded, Bill
Sage, Bob Valdez and | continued to work on the proposed definition,




coming up with a modification we felt was simpler and more user friendly
(see Appendix B). We discussed this definition with consumers,
lawyers, physicians, policymakers and heaith plan administrators. That
definition was not introduced into any legislative proposal and remains a
definition known only to a limited number of policymakers.

2. EXISTING AND PROPOSED DEFINITIONS OF MEDICAL
NECESSITY/APPROPRIATENESS

What are the existing definitions of medical necessity, in law and in
proposed legislation? What should the Congress do about defining these
terms and what should HHS' position be on these definitions?

As Appendix A reveals, the Medicare definition is illness and injury
oriented. Nevertheless, this definition has been the basis of a number of
court cases and a certain amount of case law has been developed around
this definition. Some would argue that we should stick with a known
definition of “medical necessity”; to do otherwise would throw the legal
system into a measure of chaos. Others would argue that the system will
be thrown into chaos anyway, as new rules for health plans are embedded
in national legislation. A completely new term, such as “medically
appropriate,” might avoid the lawsuits and arguments surrounding the old
language.

The fact that each state defines “medical necessity” for Medicaid in a
different way and thus Medicaid beneficiaries have uneven and unequal
access to services, would argue for a more specific federal framework.
Unfortunately, the examples presented in Appendix A demonstrate the
problems with a strong set of criteria determined at the national level.
Minnesota does not consider cost in its coverage determinations; South
Dakota does. Problems with access to abortion only highlight the
problems associated with fifty different state interpretations of medical
necessity.

Currently, There are only two basic approaches to the definition of
medical necessity in proposed legislation: 1) the term(s) are proposed but
not defined (e.g. Clinton, Kennedy mark, McDermott/Wellstone, Stark,
Nickles); and 2) the term is defined but changed to “medically
appropriate” (e.g. Cooper/Breaux) or “medically necessary or appropriate”
(e.g. Chafee) or “medically necessary and/or appropriate (Durenberger and



Kassebaum amendments).

The only definitions currently proposed in legislation spring from the
Jackson Hole proposed definitions developed originally by Dr. David Eddy.
Dr. Eddy’s definition, as outlined in Cooper/Breaux (“medically
appropriate”) and Chafee (“medically necessary or appropriate”) has been
repudiated by Eddy for a number of reasons (see Eddy's memo in
Appendix C). Without any way to bring cost considerations into the
determinations of medical necessity, Eddy believes that any other
definition would cause more harm than good. Furthermore, Eddy sees no
important distinctions between the terms “appropriate” and “necessary”
and points out that joining the terms with the conjunction “and, absent
any definition of “appropriate”, would open health plans to a variety of
interpretations, most of which would drive costs upward. Eddy concludes
that unless his complete definition of “medically appropriate” is adopted,
it would be better policy if no definition were defined in legislation,
leaving the issue to a National Health Board of experts.

Because this issue is so complex and has a myriad of unintended
consequences for the delivery of health care, | have made the foliowing
personal recommendations to Karen Hein and the Senate Finance staff. The
latest documents | have seen follow these guidelines:

1.) Legislation should include a term such as “medically
appropriate” (or “medically necessary or appropriate”) by which plans
can make decisions about including or excluding specific treatments;

2.) A definition of this term, with criteria by which it can be
applied, by the National Heaith Board or in report language, not in
legislation;

3.) Implementation and interpretation of this term by health plans;

4. ) A process developed by the NHB for resolving disputes about
coverage at the health plan level.

Given that Senators Durenberger, Chafee and Kassebaum have all

introduced amendments based on the existing Cooper/Eddy language, it
may be necessary to develop an aiternative recommendation as a basis for



contrast. If a definition must be proposed, | would recommend that you
consider our adaptation of the definition proposed originally by the
working group (Appendix B). It differs from the Eddy language as
displayed in Cooper and Chafee in the following ways:

1) Our proposed definition is simpler in language and thus easier to
understand;

2) It has been reviewed by lawyers, physicians, plan administrators, .
women’s groups and the disability advocacy community; PLJ:Q&C»JL‘V\JV (-

2) It brings the patient and the physician explicitly into the decision
making process;

3) It allows health plans to consider cost-benefit tradeoffs in a
relatively non-threatening way (i.e. South Dakota has used this criterion

for its Medicaid program.



TALKING POINTS ON MEDICAL NECESSITY

In any benefit package, coverage is provided for ite3 and services that are deemed
medically necessary or appropriate. These decisions are best left up to the
physician and patient, working together to select the best care. Defining this in
statute would be perceived as an infringement on the practice of medicine and would
likely meet with strong opposition.

We must not define medical necessity in terms that will fix in stone the medical model
which we are trying to move our system away from. Health care today, and in the
future, is about much more than the treatment of medical conditions. Three key
dimensions of health care are not captured by the language for medical necessity
being proposed:

- Health promotion and disease prevention - medical care goes beyond
treatment of diseases and injuries. Preventive services which must be covered
include risk assessment, tests for the monitoring of disease conditions, health
promotion and patient education, training in self care and the management of
chronic diseases.

- Functioning is an essential dimension of health care. This goes beyond ability
to perform activities of daily living or ability to work, which are criteria used by
SSI and have been shown to discriminate against children. Health care must
maximize functioning.

- Patient preference - the choice of care management goes beyond what is
clinically beneficial and must incorporate patient preferences and cultural
acceptability.

Defining medical necessity in statute is particularly problematic for children’s health
care as the criteria used are so different from adults. A recent and vivid example is the
1990 Zebley decision that showed that SSI was inappropriately using adult criteria to
judge disability in children. Interventions for children are particularly important as they
can dramatically alter the future potential and functioning of that person.

The benefit package must be defined in statute to create and maintain a market with a
level playing field where the consumer uses comparable information about a standard
benefit package to choose plans and providers. If health plans are allowed to exclude
services based on varying interpretations of medical necessity that rely on medical
model interpretations of health interventions, they will continue to game the system
through fine print and risk avoidance.

To ensure not only the quality of medical care, but also equity in the distribution of
services, a more appropriate strategy is to build and make available the information
about best practices so that physicians and patients can make better choices.

Currently, medical necessity is not detailed in most private health insurance.
Therefore to define it in legislation does not build on current practices in the insurance
market.



Medicine and science change over time and what is today perceived as the domains of
medical necessity and reflecting best practices may not be so ten or twenty years from
now. We want to preserve the innovation and adaptability of the American health care
system and legislative definition of medical necessity could have unforeseen negative
consequences.

Health care interventions are not only for medical conditions as proposed. The
presence of a medical condition implies the absence of health and therefore is only
one domain of health care. Medical care and interventions also include the promotion
of health and the maximizing of functioning.

Not all health care interventions or treatment options will affect the outcome of care. In
other words, services may affect such things as the length of iliness, patient
satisfaction, or the cost of care but not change the ultimate outcome Therefore,
defining an item or service as medically necessary only if it affects a health outcome is
very limiting.

Defining an adverse change in a health outcome only in terms of biological or
psychological domains does not capture the full range of medical care interventions.
For example, children with learning disability may benefit from drug treatment to
improve their behavior and therefore their learning ability. This is a change in
behavioral health status, not biological or psychological. Another example, providing a
wheelchair to a disabled person does not change their biology or psychology, it assists
their functioning. Similarly, eyeglasses and hearing aids assist or maximize
functioning.

In decisions related to appropriateness for a specific patient it is important to ensure
that patient preferences in care be respected. One therapy may be superior to another
in terms of "clinically meaningful benefit" but be unacceptable to the patient in terms of
risks, discomfort, or cultural acceptability. For example, a cancer patient may choose
the less "clinically beneficial" treatment - in terms of cancer eradication - because it
provides the best quality of life for the remaining weeks or months.

Coverage decisions by health plans should be, to the extent possible, based on
science. It is important however to realize that the scientific literature often includes
conflicting evidence as to benefit or appropriateness, especially for new therapies.
Allowing plans to use all literature or prevailing practice could mean that any single
report of lack of effectiveness could be used to exclude treatments.
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In any benefit package, coverage is provided for items and services that are
deemed medically necessary or appropriate. These decisions are best left up
to the physician and patient, working together to select the best care.
Defining this in statute would be perceived as an infringement on the practice of
medicine and would likely meet with strong opposition.

A strategy that couples defining medical necessity/appropriateness in legislation
while not defining the benefit package itself will hobble any reform efforts to
move our health care system away from high cost medical care of established
problems and result in health plans continuing to game the system through risk
avoidance.

We must not define medical necessity in terms that will fix in stone the medical
model which we are trying to move our system away from. Health care today,
and in the future, is about much more than the treatment of medical
conditions. Three key dimensions of health care are not captured by the
language for medical necessity being proposed:

- Health promotion and disease prevention - medical care goes beyond
treatment of diseases and injuries. Preventive services which must be
covered include risk assessment, tests for the monitoring of disease
conditions, health promotion and patient education, training in self care
and the management of chronic diseases.

- Functioning is an essential dimension of health care. This goes beyond
ability to perform activities of daily living or ability to work, which are
criteria used by SSI and have been shown to discriminate against
children. Health care must maximize functioning.

- Patient preference - the choice of care management goes beyond what
is clinically beneficial and must incorporate patient preferences and
cultural acceptability.

Defining medical necessity in statute is particularly problematic for children's
health care as the criteria used are so different from adults. A recent and vivid
example is the 1990 Zebley decision that showed that SSI was inappropriately
using adult criteria to judge disability in children. Interventions for children are
particularly important as they can dramatically alter the future potential and
functioning of that person.

The benefit package must be defined in statute to create and maintain a market
with a level playing field where the consumer-uses-comparable information

about a standard benefit package to activate the market:
{ ‘/_/1_—/__/’_'3)‘)

@002/005
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To ensure not only the quality of medical care, but also equity in the distribution
of services, a more appropriate strategy is to build and make available the
information about best practices so that physicians and patients can make
better choices.

Currently, medical necessity is not detailed in most private health
insurance. Therefore to define it in legislation does not build on current
practices in the insurance market.

Medicine and science change over time and what is today perceived as the
domains of medical necessity and reflecting best practices may not be so ten or
twenty years from now. We want to preserve the innovation and adaptability of
the American health care system and legislative definition of medical necessity
could have unforeseen negative consequences. '
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MORE SPECIFIC IFOR YOU JENNIFER:

- Health care interventions are not only for medical conditions as proposed. The
presence of a medical condition implies the absence of health and therefore is
only one domain of health care. Medical care and interventions also include the
promotion of health and the maximizing of functioning.

- Not all health care interventions or treatment options will affect the outcome of
care. In other words, services may affect such things as the length of iliness,
patient satisfaction, or the cost of care but not change the ultimate outcome.
Therefore, defining an item or service as medically necessary only if it affects a
health outcome is very limiting.

- Defining an adverse change in a health outcome only in terms of biclogical or
psychological domains does not capture the full range of medical care
interventions. For example, children with learning disability may benefit from
drug treatment to improve their behavior and therefore their learning ability.
This is a change in behavioral health status, not biological or psychological.
Another example, providing a wheelchair to a disabled person does not change
their biology or psychology, it assists their functioning. Similarly, eyeglasses
and hearing aids assist or maximize functioning.

- In decisions related to appropriateness for a specific patient it is important to
ensure that patient preferences in care be respected. One therapy may be
superior to another in terms of “clinically meaningful benefit" but be
unacceptable to the patient in terms of risks, discomfort, or cultural acceptability.
For example, a cancer patient may choose the less "clinically beneficial"
treatment - in terms of cancer eradication - because it provides the best quality
of life for the remaining weeks or months.

- Coverage decisions by health plans should be, to the extent possible, based on
science. It is important however to realize that the scientific literature often
includes conflicting evidence as to benefit or appropriateness, especially for new
therapies. Allowing plans to use all literature or prevailing practice could mean
that any single report of lack of effectiveness could be used to exclude
treatments.
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AMENDMENT NO. Calendar No.

Purpose: To provide criteria for the determination of medical

necessity and appropriateness by health plans and not
by the National Health Board.

IN THE SENATE OF THE UNITED STATES—103d Cong., 2d Sess.
S.1779

To ensure individual and family security through health care

" coverage for all Americans in a manner that contains

the rate of growth in health care costs and promotes

responsible health insurance practices, to promote choice

in health care, and to ensure and protect the health
care of all Americans.

Referred to the Committee on
and ordered to be printed

Ordered to lie on the table and to be printed

AMENDMENT intended to be proposed by S EGNG_—

Viz:

1 Strike subsection (a) of section 1141 and insert the
2 following:

3 (a) MEDICAL NECESSI @ :

"
4 (1) IN GENERAL.—The comprehensive benefit
5 package shall provide coverage for health care inter-
6 vention that the health plan determines is medically
| 7 necessary and appropriate.
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(2) CRITERLA FOR DETERMINATION OF MEDI-
CAL NECESSITY SXD APPROPRESFENESS.—

(A) IN GENERAL.—In making a determina-
tion of medical necessity or appropriateness and
subject to the succeeding provisions of this
paragraph, for purposes of this title, health care
intervention (as defined in subparagraph (F)(i))

shall be considered to be ‘“‘medically necessary

M if the following criteria are

(i) TREATMENT OR DIAGNOSIS OF

MEDICAL CONDITION.—

(I) IN GENERAL.—The health

care intervention is for a medical con-

dition.
———————

(I MEDICAL CONDITION DE-
FINED.—The term ‘‘medial condition”
means a disease, illness, injury, ge-
netic defect, or biological or psycho-

logical condition or status for which
—

health care intervention is indicated to
improve, maintain, restore, or stabilize
a health outcome (as defined in sub-
paragraph (F')(ii)) or which, in the

absence of such intervention, could
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T T

lead to a@ in—& health Y
o vit
outcome. : ‘*d‘/ W

(IIT) ADVERSE CHANGE IN

HEALTH OUTCOME DEFINED.—In

——

subclause (II), W in a

health outcome occurs if there is a bi-

ological or psychological decremental

.change in a health status.
.

(i) SAFE AND EFFECTIVE.—An item
1s safe and effective if there is sufficient
evidence to demonstrate that such item can
reasonably be expected to produce the in-
tended health outcome or provide the in-
tended health information.

(iii) MEDICALLY APPROPRIATE FOR
THE SPECIFIC PATIENT.—An item or serv-
ice is medically appropriate for a specific
patient if, with respect to that pati_ent’s
medical condition, the item or service can

reasonably be expected to provide a clini-

e e

—————e

cally meaningful benefit and such item or
_____‘____/__‘:m._

service is furnished in a setting commensu-

rate with the patient’s medical needs.

(B) PRESUMPTIONS.—

0

a
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~ what
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(1) A drug or biologic which is ap-
proved for marketing by the Food and
Drug Administration is deemed to be safe

1

2

3

4 and effective if such drug or biologic is fur-
m—

5 nished for treatment of a medically accept-

6

ed indication (as defined in section

7 /‘7-—————) 1122(a)(1)).

8 (1) A medical device that has been
9 cleared for marketing by the Food and

10 Drug Administration is deemed safe and

11 effective when used for the conditions pre-

12 scribed, recommended, or suggested in the

13 | labeling of the device.

14 (1) An item or service furnished to a
| 15 patient consistent with a practice guideline
16 | c}eveloped by the Agency for Health Care

17 Policy and Research under section 912(a)

18 of the Public Health Service Act or cer-

19 tified under section 912(g) of the Public

20 Health Service Act is deemed to be safe

21 and effective, but the omission of an item

22 or procedure from a practice guideline does

23 not give rise to a presumption that an item

24 or procedure is not safe and effective.
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(C) COVERAGE OF INVESTIGATIONAL

TREATMENTS IN APPROVED  RESEARCH

TRIALS.—

(1} IN GENERAL.—Coverage of the pa-
tient care costs (as defined in clause (iii))
associated with the delivery of investiga-
tional treatments (as defined in clause (1))
are considered to be medically necessary

We only if the treatment for
the patient is part of an approved research
trial (as defined in clause (iv)).

(ii) INVESTIGATIONAL TREATMENT
DEFINED.—In clause (i), the term ‘‘inves-
tigational treatment” means health care
intervention for which there is not suffi-
cient evidence to establish that such inter-
vention is safe and effective as determined
under subparagraph (A)(ii).

(i) PATIENT CARE COSTS DE-
FINED.—In clause (1), the term “patient
care costs’” means the cost of health serv-
ices required to provide treatment accord-
ing to the design of the trial, except those
costs normally paid for by other funding

sources (as defined by the Secretary), such
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as the cost of an investigational drug, the

1
2 costs of any nonhealth services that might
3 be required for a person to receive the
4 treatment, or the costs of managing the re-
5 search. Items or services subject to this ex-
6 ception may be covered in addition to pa-
7 tient care at the discretion of the health
8 plan.
9 (iv) APPROVED RESEARCH TRIAL DE-
10 FINED.—In clause (i), the term ‘“‘approved
11 research trial” means a trial—
12 (I) conducted for the primary
13 purpose of determining whether or not
14 a health care intervention is safe, ef-
15 fective, or having any other character
16 of a health care intervention which
17 must be demonstrated in order for the
18 health care intervention to be medi-
19 cally necessary and appropriate, and
20 (IT) -approved by the Secretary.
21 A tnial is deemed to be approved under
22 subclause (II) if such trial 1s approved by
23 the National Institutes of Health, the Food
24 and Drug Administration (through an in-
25

vestigational new drug exemptiop), the De-
‘ evice exemption

ursuant to 21 U.S.C.§355 or an investigational
l:aursuant to 21 U.S.C. §360j(g))



06-16-94 02:39PM  FROM SEN. RIEGLE DC
- 0:\MAT\MAT94.199

O 00 N N b bW N

[ I S R Y T e e L i e e s
ﬁfﬁsp—oom\lauawu.—o

T0 94562878 P007/011
' S.L.C.

7
partment of Veterans Affairs, the Depart-
ment of Defense, or by a qualiﬁed non-gov-
ernmental research entity (as identified in
guidelines issued by one or more of the
National Institutes of Health).
(D) COVERAGE DECISIONS.—

(i) IN GENERAL.—Each plan shall
provide for coverage of all items and serv-
ices within the comprehensive benefit pack-
age. A plan at its discretion may, but is

not required to, exclude items or services
-

pursuant to this subparagraph.

(ii) DETERMINATION.—In determin-
ing whether an item or service is medically
necessary _a_n‘dg_ appropriate, as defined in
subsection (a), a health plan shall
consider—

(I) any presumptions established
pursuant to section 1141(a)(2)(B);

(II) any determinations by the
Food and Drug Administration with
respect to its safety_ and effectiveness;

(IIT) any practice guidelines that

have been developed or certified under
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section 912 of the Public Health Serv-

ice Act; ‘

(IV)  published peer-reviewed
medical literature;

(V) opinions 0f medical specialty
groups; and

(VI) evidence of general accept-
ance in the medical community.

(ili) TREATMENT GUIDELINES OR UTI-
LIZATION PROTOCOLS.—In the event a
health plan has established a treatment
guideline or utilization protocol, or has
made a determination of general applicabil-
ity that a particular item or service is not
available to the plan’s enrollees as part of
the comprehensive benefits package, the
health plan shall provide a copy of the
guideline, protocol, or determination and a
written statement of the basis thereof—

(I) at least 60 days prior to its
effective date to the certifying author-
ity and to each affected provider with
which the plan has a contraet; and

(II) upon request, within 30 days
to any interested party.
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(iv) REQUIREMENTS.—Any treatment

guideline, utilization protocdl,_ or deter-
mination of general applicability used by a

plan in implementing this section—

(I) shall be revised as soon as
practicable after new evidence of the
type described in subsection (a) be-
comes available, but in no event shall
a plan’s guideline, utilization protocol,
or determination remain in effect for
more than 1 year after the develop-
ment of new evidence without reevalu-
ation and republication pursuant to
subsection (b) of the determination,
guideline, or protocol and a written
statement of the basis thereof, and

(IT) copies of all treatment guide-
lines, utilization protocols, and deter-
minations of general applicability, and
a description of the process for pro-
viders to comment on such’ guidelines,
protocols and determinations and revi-
sions thereto, shall Be supplied to each
provider contracting with the plan to

be a participating provider.
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Prior to implementing any guideline, proto-
col, or determination pursuant to this sec-
tion, the health plan shall give due consid-
eration to comments the plan may receive
from providers and other interested per-
sons.

(E) HEALTH CARE INTERVENTION AND

HEALTH OUTCOME DEFINED.—As used 1n this

paragraph:

(1) Ix GENERAL.—The term ‘“health
care intervention’’ means any activity un-
dertaken, with respect to a specific indica-

tion, to diagnose, improve, maintain, re-

RSt e

store, or stabilize a health outcome or to

—

prevent or mitigate an adverse change in a

e T T

health outcome.

(1) HEALTH OUTCOME.—The term
“health outcome’’ means an outcome that

affects the length or quality of an enroll-

ee’s life. Improved quality of life includes
agi—l—i{y to perform activities of daily living,
ability to work, relief from discomfort or
pain, alleviation of fatigue, and improved
cognitive, social, or emotional functioning

and well-being.
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Strike sections 1151 and 1154 and insert the follow-

ng:
SEC. 1154. ESTABLISHMENT OF PRACTICE GUIDELINE.

(a) IN GENERAL.—The Board may recommend that
the Agency for Health Care Policy and Research under-
take the development of a practice guideline or a clinical
list if the Board determines that health plans need guid-
ance for determination of coverage decisions for an item
or service. |

(b) PETITION FOR GUIDELINE.—Health plans, pro-
viders, or citizens may petition the Agency for Health Care
Policy and Research to request the development of a
guideline. The Agency for Health Care Policy and Re-
search must consider all such requests in determining its

priorities.
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UNIVERSITY OF CALIFORNIA, LOS ANGELES

UCLA
BERKELEY » DAVIS . IRVINE + ULOSANCELES o RIVERSIDX o SANDIEGO -« $AN FRANCISCO SANTA BARBARA ¢ SANTA CRUZ
SCHOOL OF PUBLIC HEALTH
10833 LE CONTE AVENUE
LOS ANCELES, CALIFORNIA 90024-1772
June 7, 1994

Senator Edward M. Kennedy

United States Senate

Committee on Labor and Human Resources
Health Policy Office

527 Hart Office Building

Washington, DXC 20510

Sent Via Facsimile: 202-224-35335, Attn: Mary Beth Fiske, Robert St. Peter
Dear Senator Kennedy:

I am writing to you to express my concem that your committee may eliminate the
potential of offering the American people a defined benefit package, unwisely vest unjust
decision making authority in the hands health care plans to determine the real nature of the
services that will be provided, and remove additional federal safeguards while imposing
additional barriers for patients and consumers. I am a pediatrician, an Associate Professor
of Pediatrics and Public Health at UCLA, and a consultant to the Health Sciences program
at the RAND Corporation, where I am working on developing measures of quality and
appropriateness of health care services for children. I also serve as Co-chair of the
Ambulatory Pediatrics Committee on Serving the Underserved.

I was informed that Senator Durenberger has proposed amendments to your health care
reform bill that would attempt to define medical necessity, eliminate the role of the
National Health Board and potentially lead the way to the elimination of a guaranteed
benefit package. I have had the opportunity to review the language in these proposed
amendments and want 1o voice my strong opposition to them as they are proposed. As
you know, when [ testified before your committee in November of 1993, I suggested that
a definition of 1nedical necessity was advisable as part of a child standard of coverage. I
argued that the unique health needs of children warranted special consideration in the
provision of a comprehensive bénefit package with clear language that defined and
delineated medical necessity. Because restrictive definitions of medical necessity have
been used by health plans to inappropriately withhold treatments for children [ suggested
at that time, and still believe, that medical necessity for children must be judged using
different criteria than is routinely used for determining medical necessity for adults.

From my reading of the Durenberger amendments there are three components. First, the

amendments limit the comprehensive benefit package to those treatments or diagnostic
procedures that the health plan determines are medically necessary or appropriate.

!
|
!
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Second, thesc amendments attempt to provide criteria to judge medical necessity or
appropnatencss. Lastly, they would modify the authority of the National Health Board by
eliminating its role in issuing regulation that would define medical necessity and
appropriate care.

These provisions would basically place health care plans in the role making decisions
regarding which diagnostic procedures and treatment services to provide, eliminate the
important federal regulatory role in assuring that particularly vulnerable population are
fairly treated by the plans, and place needless and virtually insurmountable barriers in the
path of consumers who might choose to challenge the exclusion of a service. Asa
pediatrician I am especially concerned for two reasons. First, health care plang have
historically under-financed or ignored the types of care that are most important for
children. The problem is especially acute for children with chronic or disabling conditions,
or other vulnerable children such as those children who are in foster care or other
circumstances that place them at risk for severe yet avoidable health problems. As my
colleagues at RAND and UCLA and I have recently demonstrated, many managed care
plans are not even able to deliver the most basic preventive services -- immunizations -- to
infants and young children in inner city Los Angeles. Unless Congress unequivocally
establishes that all health plans are responsible for providing their members with a basic
level of coverage, I see no reason that these troubling practices will change,

Second, the current state of knowledge and the art (or artifice) of determining medical
necessity is very underdeveloped. This is particularly true for children, where there has
been much less work done on the development of practice guidelines and appropriateness
criteria than for adult males, and where the development of such standards of care face ,
unique methodological issues, that while surmountable, will take some time to solve.
Allowing health plans to make such determinations on their own, without clear scientific
evidence 1o rule a treatment in or out, and with economic pressures to eliminate services,
place these plans in a supremely powerful role vis a vis patients, with overwhebming
economic incentives that will clearly influence determinations. Moreover, since these
amendments shift the burden of proof in the administrative and judicial process to the
patient, the patient is put in the untenable role of having to prove that & procedure is
necessary without professional consensus or a standard to rely upon.

As [ stated earlier, I firmly believe that language defining medical necessary services is
important, but only in the context of a guaranteed benefit package, and regulatory body
such as the National Health Board that can objectively evaluate the application of such
criteria and their appropriateness. Medical necessity language without a guaranteed
benefit package and objective federal mechanism for modifying what services are included
is not only insufficient, but as proposed by Senator Durenberger is frankly dangerous,
especially to women and childrén. Vesting so much power, and authority in health plans
would not be in the best interest of many Americans and especially our children. Congress
has the responsibility of assuring that if coverage is to be denied that these decisions not
be made on bottom line concemns about the return on investments for the health plan, but

]
!
|
!
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with adequate consideration about the health and well being of each individual patient. In
this'regard fuderal guidance and oversight is essential.

Sincerely,

Yhie

TN '

Neal Halfon, , MPH
Associate Professor of Pedjatrics

and Public Health

NH/svg
1ken0607.doc
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LNVERSH'YOFNEWJERSEY

RUTGERS

Campus at Camden

School of Law-Comden :. Fifih aod Penn Streets « Camden « Now Jersey 08402
60012256375 - FAX: 602256515

Juna 6, 1994

Senator Edward M. Kennedy

Unitod States Semate

Committee on Labor and Human Resources
Health Palicy office

527 Hart Office Bullding

washington, DC 360510

BY FAX TO: (202) 224-3533 -
Attn: Mary Beth Fiske

Dear Senator Kennedy:

I am writing as Co-Chair of the Committee on Access to Justice
in Health cCare Reform of the Soclety of American Iaw Teachers
(SALT). With almBost 800 members at over 140 lav schools,, SALT is
the largest individual nembership organization of people wvho teach
in American law schools. Since its inception in 1§74, SALT has
adarecssed issues of access to justice anad d:.scrininatiou in many
areas of Rmerican life. In Octcber 1993 the SALT Board of
Covernors authorized the creation of a special cammittee to work on
acdess te justice issues within health care reform, and we are
pleased to have enlisted the participation of many of the leading
American law professors who analyse the organization and delivery
of health care services.

I was informed today of Senator Durenberger‘'s proposed
amandments €0 your health care reform bill regarding the definition
of medical necessity and the role of the National Health Board. I
undarstand that this amendment may be considered as early as
tomorrow, and I am writing mmed.lately to express nmy strong
opposition to this amendment. I will be glad to provide additional
comments when I have had an oppertunity to consult the full SaLT
Committee.

The Durenberger amendment has three major provisions. PFirst,
it limits the comprehensive benefit package to a treatment cor
diagnostic procesdure that “the healtbh plan determines is meaically

necessary or appropriate."™ Proposed 1141(a)(l). Sacond, it
attempts to provide critaria to resolve "“disputes conee.rning a
determination of wcdical necessity or appropriateness.” A

treatment or procedure “shall be considered to be nedically
necesgsary or appropriate' it the following criteria are mwet,”

including “sufficient evidence on which to.base coaclusions’ about
the existence and magnitude of the change in health outcome
resulting from the treatment [or procedure] compared with the best
avallable alternative,”™ and evidence that "demonstrate[s] that the
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treatwment . ., ., can reascrnably be expécted teo produce the intended
heglth result . . . and provides a clinically meaningful benefit
with respect to safety and effectiveness in comparison to other
available altarnativaes . . . -" Proposed 1141 (a) (2} (x), (ii), (iid).
rInvestigational® treatmenta generally excluded from coverage
(except in approved research trials) are defined as “3a treatment
for wvhich there iz not sufficient evidence to detexmine the health
outcone of the treatmant compared with the best available
zlternative treatment (or with no treatmwent if there 1is no
alternative treatment). Propased 1141(a)(2)(C). BEvidence ta be
nsed in making coverage decisions “under any arbitration process"™
appears to be limited to published peer~review literature, opinions
of madical wspecialty groupe "“and other medical expaxts," and
mevidende of genaral acceptance by <the Bpedical community.®
Proposed 1141(a) (2)(E). The Durenberger amendment would also
sliminate the authaority of the National Health Board ta issue ./
requlations defining what services are awxcluded from coverage on
the grounds of not being nedically necessary or appropriate.

The effect of these provisions is to grant health plans vast
disoretion to exclude treatments and diagnostic procedures from
coverage, and to place almost insurmountable obstacles to cangumers
attempting to challenge such exalusions. This is particularxly true
for treatmantg focused on women and children, for whom systematic
evidence is even less available than for adult men. Given the v
early and undeveloped state of knowledge about medical necessity
and appropriateness for all patients, the fluidity and lack of
congansys in the managed care industry, and new Tfinancial
incentives, granting health plang such exXpansive power ic-—
exceedingly unwise and even dangerous. To take this radical step
in American health law in the rush of a legislative mark-up,
without hearings and serious public congideration, is to run severe
risks in terms of patient welfare and political reactioun.

Even without health care reform, the increaszing efforts by
health plans to influence the care of individual patients are
diverse, changing, and the subject of vigorous dgbate. As the 1989
Institute of cine (IOM) atudy of ytilization management put it,
"we £ind a series of working hypotheses and partial solutions that
are continually revised, discarded, ami even reinvented as changes
occur in medical technology. social values, economic conditions,
and other circumstances.' The IOM utilization management atudy
aleso found that ~[slystewatic evidence about the impact of
utilization management methode on the quality of care and on

' Institute of Medicine, Co oll st i
Care? The le U a (Bradford H. Gray ¢&
Merilyn J. Fleld,'  eds., 1989) (hereinafter cited as
s1oM/Utilization”] at 1.
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patient and provider costs is virtually nonexistent.®® Given the
Wide variety of criteria, incentives, training, supervision, and
implementation nmethodologies found, the Institute of Medicine
recommended, inhter alla, that utiligation management criteria
{including those uged by hospitals and HMOs) should be available
for outsidae scrutiny by physicians, purchasers, and patients, and
that a syster for patients and physicians to appeal utiligation
management decision¢ “is an essentinl protection for patients.™

Nena of this is to say that guidelines, criteria of necaseity
and appropriateness, and other devicaes may not be useful in
different contexts and for different purposes. It is to say that
guidelines and criteria are currently being developed by a wide
range of entities (e.g. professional societies, hospitals, Hmos,
insurance rrompanies) for wany different purposes, including payment
policy and utilization management, and that there is little
conaensus on methodology or criterjia for guideline evaluatien. In
1990, an Institute of Medicine study committee on clirnical practice
guidelines found that "no explicit wmethod was available far
assessing existing or emerging practice guidelines . . . . nothing
existed to Jjudge the quality, reliability, and validity of the
conmtent of the guideline itself." Moreover, given this lack of
professional and Indugtry consensus, the impact of financial
motivation can be substantial. As Dr. Robert H, Brock, a leading
researcher on maedical necessity and appropriateness points out,
varying economic perspectives could influence the definition of
"appropriateness”™ of, for example, three major surgical procedures
in a range from 88 ta 36 percant of current utilization.?

Against this background of transition and uncertainty, two
legislative issues are of critical importance: (1) the allocation
of the burden of proof in the administrative and judicial process,
and (2) incorporation of patient interests and pexspectives into
the guidelines or criteria themselvee. Regarding the first, the
Kennedy bill properly places the burden of justification on those P
seeking to deny servicss, section 5204(d) (1). If the claimant has
the Dburden of proving that a clinical practice quideline or
necessity/appropriateness exclusion is "invaiid,¥ that may well be
impossible, because of the absence of professicnal consensus
concerning standards for validity, and the possibly large cests

* gToM/utilization, gupra note 1, at 4.

 roMjuUtilization, gubra note 1, at 6 (emphasis supplied).

* Institute of Medicine, Guidelines for Clipical Practice
(Maxrilyn J. rield and Kathlean N. Lohr, eds., 1982) [hereinafter
cited as vYIOM/Guidelinea®™] at 346.

i 7 Robert H. Brgok, "Practice Guidelines anda Practicing
Medicine: Are They Compatible?®, 262 J.A.M.A. 3027, 3029 (1988).
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invelved in trying to present such proof. Placing the burden on
the plan to prove the guideline or exclusion ®valid® aor at least
"not invalid® is defersible on several grounds. First, the health
plan has far greater rescurces to conduct research and mobilize
medical expertise. ‘Second, the plan will of course ble
knowledgeable about its own process of guideline or criteria
development. Third, placing the burden on the plan would have the
beneficial effect of providing plans with an 3incentive to be
careful and to use the best available methods in their developnment
of guidelines and coverage c¢riteria.

Regarding the sacond, the IOM 1992 Guidelines Report
recommends as “deeirable attributes® of medical review criteria
(gquidelines when used by management or third parties) the folleowing
{(among others): patient responsiveness (”review criteria should
specifically identify a role for patient preferences or ensure that
the procers for using them allove same consideration of patient
preferences®) ; readability (“review criteria gshould be presented in
language and formats that can be read and understood by
nonphysician reviewers, practitioners, and patient/consumers®); and
appeals criteria ("criteria should provide explicit guidance about
the considaerations to be takan into accocunt when adveree decisions
are appealed by professionals or patients“).® Tbe Raport also
calls for development of "general guldelines on patient information
and informed consent® through ™a more inclusive davelopment process
involving . . . more representation of health care purchasers and
third-party payere, consumers and patients, and the legal
profession."’ The Hational Health Board or other national body
should be required to develop policies en these matters within a
set period (e.g. two years), which would be binding on the
administrative review (and plan certification) precess, or report
to Congress on why such a mardate could not be achieved and wha
legislative changes should be enacted as a conseguence. '

The DNurenberger amendment undermines the Kennedy Dbill‘'s |
allocation of the burden of prvof, ignoree the need for consumer-
vespansive criteria of necessity/appropriateness or "medical
review,”™ and eliminates the national adamainistrative authority
needed to develop such consumer responsivenesgs and public
accountability. Although the Durenberger amendment does not amend
section 5204 (d) (1) in formal terms, it casts doubt on its wmeaning
by (i) granting health plans the power to %determine”™ what is
wadically necessary or appropriate, (ii) declaring that treatments
and procedures shall be considered mwedically necessary or
appropriate if certain criteria are met (thereby suggesting that
the burden of persyasion or juetification is on those secking
caverage), and (iii) specifying certain types and amounts of

¢ IOM/Guidelines, suprg note 4, at 9. °

T Xd. at 152; see also jd. at 204, 217-219.

——— e



06/17/94 15:38 B'202 690 3432 HHS OASH @oo9/012

31@8253868

©6-88-1994¢ 11:1@AM FROM DR._NERL_HALFON-UCLA TO

912025527254 P.@S

evidence needed to satisfy (ii). Moreover, the Durenberger
amendnent presumes that criteria of necessity and sppropriateness
and thelr application are matters of hard science, ignoring the
judgmental and policy issues that wost experts in the field
acknowledge ag pervasive, and unwicely eliminating the regulatery
povars of the National Hezlth Board.

Finally, the Durenberger amendment is technically problematic.
Termgs such asgs ®health outcome," "decremental change in a health
status,™ "magnitude of the change in health outcore,” and “other
medical exparts,® wvhile presumably intended to structure and
rationalize dispute resolution, are actually more likely to
increase uncertainty and litigation.

The development of a process to define and implement concepts
of madical necessity and appropriatenese ig one of the great
political, profeasional, scientific, and human challenges of ocur
tinme. It should not be done hurriedly, without bearings, in a
legislative mark-up. It sbould be given the respect that its
coumplexity and importance deserve.

Sincerely,
4‘.‘[ <. @.u.‘g’

Rand E. Rosenblatt
Professor orf lLaw

tel: (6€09) 225-637%
FAX: (609) 225-6516
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Potential Standards for Medical Necessity
for the National Health Board

1. Criteria similar to Cooper/Chafee

treatment of medical conditions
not investigational

effective and safe

consistent with practice guideline

1a: Limits of Cooper/Chaffee

. preventive services - risk assessment, tests for monitoring/surveillance of
disease conditions, health promotion;

. patient education, etc to reduce risk behaviors, training in self care and the
management of chronic diseases, etc...;

. adverse change in health outcome: need to include quality of life, functional
status, cognitive, and behavioral outcomes, not just biological or psychological
decrements;

. relationship to developmental needs, promotion of optimal outcomes, and link to

different appropriateness at different ages

2. Explicitly addressing the role of the physician in decisions about medical
necessity/appropriateness

. physician role in facilitating and promoting patient choice through:

- disclosure of therapeutic options (duty to inform) with information on
risks and benefits

- appropriate explanations which are understandable to patient

- working through the decisionmaking process

- seeking informed consent in ways that are effective and culturaily
competent, especially for populations that have been up to now
excluded from the system

. respect of patient rights including autonomy, patient privacy and confidentiality,
and right to refuse unwanted treatments

. physician non discrimination in clinical judgment as to decisions on medical
necessity '

. physician responsibility to not have own moral/religious views interfere with
decisions

. physician role as patient advocate
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3. Explicitly addressing the role of the patient in decisions about medical
necessity/appropriateness .

. — seeking and informing themselves about options

informed decisionmaking about health plans and providers

patient rights If disagreements occur as to medical necessity/appropriateness

speak to the role of family and other loved ones in decisions about treatment

s e o ¢

4, Decisions must result in equitable and appropriate access to services for all with
safeguards for previously underserved groups

5. Role of surrogates/advocates in decisions

6. - Role and hmits on health plans in such decisions

7. Relationship of rights and remedies and consumer protection provisions in HSA to

decisions of medical necessity/apprapriateness

8. Confidentiality

@o12/012 _
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AMENDMENT NO. Calendar No.

L} ~(4( - QUOLS’ 31, zm?’%

Purpose: To provide criteria for the determination of medical

necessity and appropriateness by health plans and not
by the National Health Board.

IN THE SENATE OF THE UNITED STATES=103d Cong., 2d Sess.

8.1779

To ensure individual and family security through health care

Referred to the Committee on

coverage for all Americans in & manner that contains
the rate of growth in health care costs and promotes
responsible health insurance practices, to promote choice
in health care, and to ensure and protect the health
care of all Americans.

and ordered to be printed
Ordered to lie on the table and to be printed

AMENDMENT intended to be proposed by—

Viz:

1
2
3
4
5
6
7

Strike subsection (a) of section 1141 and insert the
following:
(a) MEDICAL NECESSIT A

(1) IN GENERAL.—The comprehensiire benefit

package shall provide covera.ge. for health care inter-
vention that the health plan determines is medically

necessary and appropriate.
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1 (2) CRITERIA FOR DETERMINATION OF MEDI-
2 CAL NECESSITY X ,
3 (A) IN '.f}E.\'ERAL.—In making a determina-
4 tion of medical nécessity or appropriateness and
5 subject to the succeeding provisions of this
6 paragraph, for purposes of this title, health care
7 intervention (as defined in subparagraph (F)(i))
8 shall be considered to be “medically necessary
9 @m&{’ if the following criteria are
10 met:
11 (i) TREATMENT OR DIAGNOSIS OF
12 MEDICAL CONDITION.~—
13 (I) IN GENERAL.—The heslth
14 care intervention is for a medical con-
15 _ d}P_(ln__

(II') MEDICAL CONDITION DE-
FINED.—The term ‘“medial condition”
means & diseage, illness, injl;ry, ge-
netic defect, or .biLlogl‘gal or MO-
logical_condition or status for which
health care intervention is indicated to
improve, maintain, restore, or stabilize
a health outcome (ﬁs defined in sub-
patagraph (F)(ii)) or which, in the

abﬁence of such intervention, could

94562878:% 3
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lead to an adverse change in-& health

outecome,

(IIT) ADVERSE CHANGE 1IN

HEALTH OUTCOME DEFINED.—In

subelause (II), an adverse change in a

health outcome oceurs if there is a bi-

ological or psychological decremental

.change in a health status.

(li) SAFE AND EFFECTIVE.—An item
is safe and effective if there is sufficient
evidence to demonstrate that such item can
reasonably be expected to produce the in-
tended health outcome or provide the in-
tended health information.

(iii) MEDICALLY APPROPRIATE FOR
THE SPECIFIC PATIENT.—An item or serv-
ice is medically appropriate for a specific
patient if, with respect to that patignt"s
medical condition; the item or service can
reasonably be expected to provide & clini-
cally meaningful benefit and such item or
service is furnished in a setting commensu-
rate with the patient’s medical needs.

(B) PRESUMPTIONS.—

e Do’

945628788 4

A
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(i) A drug or biologic which is ap-

1

2 proved for marketing by the Food and
3 Drug Administration is deemed to be safe .
4 and effective if such drug or biologic is fur-
S nished for treatment of a medically accept-

6 ed indication (as defined in section

A ) 1122(8)(1).

8 - (ii) A medical device that has been
9 cleared for marketing by the Food and
10 Drug Administration is deemed safe and
11 effective when used for the conditions pre-
12 seribed, recommended, or suégested in the
13 labeling of the device.
14 (iii) An item or service furnished to a
15 patient consistent with a practice guideline
16 developed by the Agency for Health Care
17 Policy and Research under section 912(a)
18 of the Public Health Service Act or cer-
19 tified under section 912(g) of the Public
20 Health Service Act i3 deemed to be safe
21 and effective, but the omission of an item
22 or procedure from a practice guideline does
23 not give rise to a presumﬁtion 'that an item

24 or procedure is not safe and effective.
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1 (C) CovERaGE OF I.WESTIGATIO.\'AL
2 TREATMENTS IN  APPROVED  RESEARCH
3 TRIALS.—
4 (i) IN GENERAL.—Coverage of the pa-
s tient care costs (as defined in clause (iii))
6 associated with the delivery of investiga-
7 tional treatments (as defined in clause (ii))
8 are considered to be medically necessary
9 | w only if the treatment for
10 the patient is part of an approved research
11 trial (as defined in clause (iv)).
12 (1) INVESTIGATIONAL TREATMENT
13 DEFINED.—In cleuse (i), the term “inves-
14 tigational treatment’' means health care
15 intervention for which there is not suffi-
16 cient evidence to establish that such inter-
17 vention is safe and effective as determined
18 under subparagraph (A)(ii).
19 (iii) PATIENT CARE COSTS DE-
20 FINED.—In clause (i), the term ‘“patient
21 care costs’’ means the cost of health serv-
22 ices required to provide treatment accord-
23 ing to the design of the trial, except those
24 costs normally paid for by othér funding
25

sources (as defined by the Secretary), such

94562878:# 6



SENT BY:Xerox Telecopier 7021

nmh b W N -

O 00 ~Jd O

10
11
12
13
14
15
16
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18
19
20
21
22
23
24
25

pursuant to 21 U

pursuant to 21

§365 or an Investlgatlonal
U.S.C. §360}(9))
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as the cost of an investigational drug, the
costs of any nonhealth services that might
be required for a person to veceive the
treatment, or the costs of managing the re-
search. Items or services subject to this ex-
ception may be covered in addition to pa-
tient care at the discretion of the health
plan.

(iv) APPROVED RESEARCH TRIAL DE-
FINED.—In clause (i), the term ‘‘approved
research trial" means a trial—

(I) conducted for the primary
purpose of determining whether or not

& health care intervention is safe, ef-

fecﬁive, or having any other character

of a health care intervention which
must be demonstrated in order for the
heelth care intervention to be medi-
cally necessary and appropriate, and
(II) 'approved by the Secretary.
A trial is deemed to be approved under
subclause (II) if such trial is approved by
the National Inatitutes of Health, the Food
and Drug Administration (through an in-
vestigational new drug exem? the De-

94562878:% 7

evice exemptlon
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7 .
partment of Veterans Affairs, the Depart-

ment of Defense, or by a qualified non-gov-

ernmental research entity (as identified in
guidelines issued by one or more of the
National Institutes of Health).

(D) COVERAGE DECISIONS.— _

(i) IN @ENERAL.—Each plan shall
provide for coverage of all items and serv-
ices within the comprehensive benefit pack-
age. A plan at its diseretion may, but is

not required to, exclude items or services

pursuant to this subparagraph.

(it) DETERMINATION.—In determin-
ing whether an item or service is medically
necessary and_eppropriate, as defined in
subsection (a), a health plan shall
consider—

(I) any presumptions established
pursuant to section 1141(a)(2)(B);

(II) any determinations by the
Food and Drug Administration with
respect to its safety and effectiveness;

(ITT) any practice guidelines that
have been devaloped or certified under

84562878:% 8
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1 section 912 of the Public Health Serv-

2 ice Act; -

3 (IV) published peer-reviewed

4 nied.ical literature;

S (V) opinions of medical specialty

6 groups; and

7 (VI) evidence of general accept-

8 ance in the medical community.

9 (ili) TREATMENT GUIDELINES OR UTI-
10 LIZATION PROTOCOLS.—In the event a
11 health plan has estublished a treatment
12 guideline or utilization protocol, or has
13 made a determination of general applicabil-
14 ity that a particular item or service is not
15 available to tl;e plan’s enrollees as part of
16 the comprehensive benefits package, the
17 health plan shall provide a copy of the
18 guideline, protocol, or determination and &
19 written statement of the basia thereof—

20 (I). at least 60 days prior to its
21 effective date to the certifying author-
22 ity and to each affected provider with
23 which the plan haa a contract; and

24 (IT) upon request, within 80 days
25

to any interested party.

84562878:% 8
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(iv) REQUIREMENTS.—Any treatment

guideline, utilization protocol, or deter-
mination of general applicability used by a

plan in implementing this section—

(I) shall be revised as soon as
practicable after new evidence of the
type described in subsection (a) be-
comes available, but in no event shall
a plan’s guideline, utilization protocol,
or determination remain in effect for
more than 1 year after the develop-
ment of new evidence without reevalu-
ation and republication pursuant to
subsection (b) of the determination,
guideline, or protocol and a written
statement of the basis thereof, and

(IT) copies of all treatment guide-
lines, utilization protocols, and deter-
minations of general appl.icability,. and
8 description of the process for pro-
viders to comment on such’ guidelines,
protocols and determinations and revi-
sions thereto, shall Be supplied to each
provider contracting with the plan to
be a participating provider.

845628781410
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10
Prior to implementing any guideline, proto-
col, or determination pursuant to this sec-
tion, the health plan shall give due consid-
eration to comments the plan may receive
from providers end other interested per-
sons. |

(E) HEALTH CARE INTERVENTION AND

HEALTH OUTCOME DEFINED.—As used in this

paragraph:

(1) IN GENERAL.—The term ‘‘health
care intervention” means any aetivity un-
dertaken, with respect to a specific indica-
tion, to diagnose, improve, maintain, re-
store, or stabilize a health outcome or to
prevent or mitigate an adverse change in a
health outcome.

(i) HEALTH OUTCOME.—The term
‘“health outcome’ reans an outcome that
affects the length or quality of an enroll-
ee’s life. Improved quality of life ineludes
ability to perform activities of daily living,
ability to work, relief from discomfort or
pain, alleviation of fatigue, and improved
cognitive, sociel, or emotional functioning

and well-being.

94562878:#11
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12
13
14
15

11 : .

Strike sections 1151 and 1154 and insert the follow-
ing: |
SEC. 1184, ESTABLISHMENT OF PRACTICE GUIDELINE.

(a) IN GENERAL.—The Board may recommend that
the Agency for Health Care Policy and Research under-
take the development of a practice guideline or a clinical
list if the Board determines that health plans need guid-
ance for determination of coverage decisions for an item
or service.

| (b) PETITION FOR GUIDELINE.—Health plans, pro-
viders, or citizens may petition the Agency for Health Care
Policy and Research to requestl the development of a
g'uiaeline. The Agency for Health ICare Policy and Re-
search must consider all such requests in determining its

priorities.

84562878:#12
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Potential Standards for Medical Necessity
for the National Health Board

Criteria similar to Cooper/Chafee

. treatment of medical conditions

. not investigational

. effective and safe

. consistent with practice guideline

Limits of Cooper/Chaffee

. preventive services - risk assessment, tests for monitoring/surveillance of
disease conditions, health promotion;

. patient education, etc to reduce risk behaviors, training in self care and the
management of chronic diseases, etc...;

. adverse change in health outcome: need to include quality of life, functional
status, cognitive, and behavicral outcomes, not just biological or psychological
decrements;

. relationship to developmental needs, promotion of optimal outcomes, and link to

different appropriateness at different ages

Explicitly addressing the role of the physician in decisions about medical
necessity/appropriateness

. physician role in facilitating and promoting patient choice through:

- disclosure of therapeutic options (duty to inform) with information on
risks and benefits

- appropriate explanations which are understandable to patient

- working through the decisionmaking process

- seeking informed consent in ways that are effective and culturally
competent, especially for populations that have been up to now
excluded from the system

. respect of patient rights including autonomy, patient privacy and confidentiality,
and right to refuse unwanted treatments

. physician non discrimination in clinical judgment as to decisions on medical
necessity

. physician responsibility to not have own moral/religious views interfere with
decisions

. physician role as patient advocate



Explicitly addressing the role of the patient in decisions about medical
necessity/appropriateness

. seeking and informing themselves about optiuns

. informed decisionmaking about health plans and providers

. patient rights if disagreements occur as to medical necessity/appropriateness
. speak to the role of family and other loved ones in decisions about treatment

Decisions must result in equitable and appropriate access to services for all with
safeguards for previously underserved groups

Role of surrogates/advocates in decisions
Role and limits on health plans in such decisions

Relationship of rights and remedies and consumer protection provisions in HSA to
decisions of medical necessity/appropriateness

Confidentiality
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Mr. Chairman and Members of the Subcommittee:

It is a pleasure to be here to share with you the results of
our ongoing work on the Medicare Part B claims processing system.
As you requested, in our testimony today, we will present
information on claims processed by six carriers that were denied
for lack of medical necessity. To develop this information, we

analyzed data provided to us by the Health Care Financing
Administration (HCFA).

Before turning to the results of our work, let me briefly
discuss the program and the process by which carriers determine
medical necessity.

The Medicare program, authorized under title XVIII of the
Social Security Act, is a nationwide entitlement program to
provide health care benefits to persons 65 years of age or older,
certain disabled beneficiaries, and most persons with end-stage
renal disease. Once eligible, beneficiaries should not receive
different benefits solely because their place of residence
differs.

Since its inception, the program has grown considerably:
The number of people with coverage increased from 19 million in
1967 to over 35 million. Currently, about 96 percent of those
eligible for Medicare are enrolled. HCFA, within the Department
of Health and Human Services, administers the Medicare program
and establishes the regulations and policies under which the
program operates.

The Medicare program consists of two distinct insurance
programs. Part A (Hospital Insurance Benefits for the Aged and
Disabled) covers services furnished by hospitals, home health
agencies, hospices, and skilled nursing facilities. Part B
(Supplementary Medical Insurance for the Aged and Disabled)
covers a wide range of medical services and supplies--including
physician services, outpatient hospital services, and home health
services not covered under Part A, as well as diagnostic

laboratory tests, x rays, and the purchase or rental of durable
medical equipment.

In accordance with title XVIII of the Social Security Act,
as amended, HCFA contracts with 34 private insurance carriers to
process and issue benefit payments on claims submitted under Part
B coverage. Carriers are required to process claims in a timely,
efficient, effective, and accurate manner. During fiscal year
1993, carriers processed about 576 million Part B claims
submitted by about 780,000 physicians and 136,000 suppliers.

The Social Security Act mandates that carriers pay only for
services that are covered, and reject the claim if they determine
that the services were not medically necessary. In fiscal year
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1993, carriers denied 112 million Part B claims in whole or part
(19 percent of all claims processed) for a total of $17 billion
(which represented 18 percent of all billed charges, a figure
unchanged from the previous year). The percentage distribution
by reason of the dollar amount denied was as follows: duplicate
claim (30 percent), service not covered (14 percent), claimant
ineligible (8 percent), missing information (10 percent),
rebundled (6 percent), filing limit exceeded (1 percent),
Medicare secondary payer (6 percent), and other (16 percent).
Services deemed not medically necessary constituted about 9
percent of the dollar amount denied by carriers.

With the exception of determination of medical necessity,
the above reasons for denial are generally the result of routine
administrative checks made during claims processing. Determining
the medical necessity of a service, on the other hand, requires
that carriers develop a medical policy that reflects local
standards of medical practice and apply that policy in making
determinations as to whether the billed service was performed in
accordance with those standards. Carriers have been given broad
latitude in this respect--that is, they have been given primary
responsibility for defining the criteria that are used to assess
the medical necessity of the services on a claim.

Concerning medical necessity, you asked us to assess whether
there are differences among carriers with regard to the rates of
claims denied for this reason, and to describe the
characteristics of the types of claims denied. 1In response to
your request, we analyzed data on claims processed by six
carriers to ascertain rates of claims denied specifically for
medical necessity. This testimony presents our results. Our
analytical methodology is given in Appendix I. A forthcoming
report will examine these issues as they relate to the question
of claims appeals.

FINDINGS

Our study addressed the issue of consistency in denial rates
for the 71 most utilized and costly services across the six
carriers we examined. We have three findings to report.

First, we found sizable differences among the carriers with
respect to denial rates for the services screened for medical
necessity.! The denial rates for the top 71 services are

For the purpose of our analysis, we assumed that, if a
carrier denied at least one service for reason of medical
necessity, that carrier must have had a screen in place for that
procedure code. It should be noted that, while a medical necessity
denial constitutes evidence of the presence of a screen, the
absence of denials for a particular procedure code, though strongly
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presented in table 1, and show notable variability across
carriers. For instance, the first line shows the denial rates
for code 99213, billed for an office or outpatient visit (see
Appendix II for a glossary of service codes), among the six
carriers. For example, the Northern California carrier denied
0.4 services for every 1000 they allowed, while the Southern

California carrier denied 3.7 services for every 1000 they
allowed.

suggestive, does not preclude the possibility that the carrier may
have had a screen in place. However, given that the top 71
services generally have high utilization rates, such screens, if
they existed, must have been fairly inefficient.
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Table 1:

Rates of Denial for Medical Necessity Per 1000 Services by

Service Code and Carrier for 1992
(Top 71 Part B Service Codes, Ranked by Allowed Charges)

Code N. CA S. CA NC SC IL WI Sig.
99213 0.4 3.7 0.3 0.0 3.7 9.7 .01
66984 0.2 10.8 5.5 0.0 1.1 .0 .01
99232 0.9 13.7 0.4 1.7 11.9 17.1 .01
99214 0.2 4.4 0.3 0.3 3.8 8.2 .01
99231 0.3 12.4 0.3 2.2 13.4 21.5 .01
99212 0.6 7.9 0.5 0.0 5.5 18.4 .01
99233 0.8 22.9 0.3 2.1 9.1 20.4 .01
A0010 0.3 20.4 1.2 48.6 0.0 42.4 .01
93307 4.1 140.0 1.2 0.0 0.0 1.5 .01
88305 0.1 19.9 1.5 0.5 0.0 0.7 .01
99223 0.3 9.5 2.6 1.2 7.8 6.6 .01
99215 0.1 6.3 1.0 0.0 5.6 6.2 .01
99254 0.2 2.3 0.4 0.8 0.0 0.5 .01
66821 0.0 1.0 1.1 0.0 0.0 0.0 N.S.
A0220 0.4 10.8 0.0 47.2 6.0 .01
71020 0.4 12.4 0.9 0.2 103.2 0.9 .01
90844 0.2 9.9 1.0 0.0 0.0 0.7 .01
99222 0.6 11.3 1.5 3.1 .8 2.5 .01
92014 0.1 2.8 1.0 0.0 .5 83.5 .01
27447 0.0 2.9 0.0 0.0 0.0 .0 N.S.
E1400 21.9 63.4 51.6 0.0 10.2 6.9 .01
99238 0.5 12.2 0.4 0.3 10.3 13.7 .01
93547 0.0 3.0 1.5 0.0 0.0 0.0 N.S.
80019 1.1 3.5 0.2 2.8 93.8 0.0 .01
99244 0.0 3.0 0.0 0.0 0.0 .6 .01
A2000 77.1 72.2 173.9 116.5 142.8 18.3 .01
B4150 66.5 0.0 0.0 .01
77430 0.0 1.2 0.0 0.0 0.0 1.6 N.S.
B4035 66.8 0.0 .01
99255 0.4 2.6 0.0 0.0 0.0 0.0 .01
J9217 0.0 1.0 17.1 0.0 0.0 2.7 .01
90995 0.6 1.8 9.7 0.0 2.1 0.0 .01
93005 1.0 8.5 0.6 0.0 0.1 0.8 .01
92982 0.0 182.4 29.2 0.0 0.0 33.3 .01



Code N. CA S. CA NC SC IL WI Sig.
99284 0.2 8.5 1.7 0.0 0.0 4.8 .01
99285 0.0 30.7 2.9 0.9 0.0 8.3 .01
45385 0.0 3.7 0.0 0.0 0.0 0.0 N.S.
92012 0.0 1.8 0.5 0.0 1.6 51.5 .01
45378 0.0 0.9 0.0 0.0 0.8 0.0 N.S.
99311 0.0 2.6 0.8 0.0 4.1 5.0 .01
71010 0.5 16.0 4.4 1.0 80.6 1.0 .01
00142 0.0 1.3 5.7 0.0 0.0 17.8 .01
E1401 22.4 35.5 17.7 0.0 19.6 14.0 .01
E1403 18.1 37.3 18.9 0.0 19.3 18.9 .01
33512 14.6 0.0 0.0 0.0 0.0 0.0 N.S.
99291 0.3 6.9 1.8 4.2 13.8 27.7 .01
Q0043 9.5 32.7 0.0 0.0 10.8 19.2 .01
93320 0.4 88.8 8.1 0.0 0.0 4.8 .01
99253 0.5 2.6 2.2 0.0 0.0 1.1 .01
52601 9.0 3.2 0.0 0.0 0.0 0.0 N.S.
99312 0.2 4.3 0.3 0.0 3.6 3.1 .01
99204 0.0 8.6 0.0 0.0 4.1 0.0 .01
93549 0.0 0.0 198.6 0.0 0.0 0.0 .01
99203 0.7 10.4 0.2 0.0 3.6 1.3 .01
43235 0.0 0.9 1.1 0.0 1.8 0.0 N.S.
43239 0.0 1.6 3.7 0.0 2.2 0.0 N.S.
A0020 6.2 74.3 1.4 18.4 0.1 49.5 .01
33513 3.9 0.0 0.0 0.0 0.0 0.0 N.S.
99283 0.1 12.5 1.0 0.8 0.0 14.7 .01
90843 0.2 14.7 1.6 0.0 0.0 1.0 .01
27130 0.0 4.7 0.0 0.0 0.0 0.0 N.S.
85025 0.9 5.2 0.2 0.0 0.0 0.3 .01
A0150 302.5 83.2 1.9 13.0 .01
84443 0.6 3.4 0.3 4.4 0.0 .01
93880 0.0 124.9 13.6 0.0 0.0 .01
36415 0.2 3.2 0.9 0.2 0.1 .01
99205 0.3 6.9 0.7 0.0 0.0 .01
00562 0.0 0.0 0.0 0.0 0.0 N.S.
76091 0.3. 54.0 0.3 0.0 0.4 .01
83720 1.8 11.2 0.1 2.1 0.0 .01
99245 0.0 2.4 0.0 0.0 0.0 12.8 .01



We found that for 58 of the 71 services shown in table 1,
significant variations existed among carriers in the denial rates
for medical necessity.

The following figures graphically illustrate this overall
pattern by showing, across carriers, denial rates for three
services: chiropractic (service code A2000); percutaneous
transluminal coronary angioplasty, also known as PTCA (service
code 92982); and critical care (service code 99291).

Looking at chiropractic services, we see that the rates of
denial for medical necessity (per 1,000 services allowed) ranged
from 18 to 174 among these six carriers. (See figure 1.) For
PTCA, one carrier had a denial rate of 182, two had denial rates
of about 30, while three carriers did not deny any services for
medical necessity. (See fiqure 2.) Lastly, for critical care,
while the overall range was smaller (0.3 to 27.7), there again
was significant variation among carriers. (See figure 3.)
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Figure 1: Variation in Denial Rates for
Medical Necessity—Chiropractic Visits.
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Figure 2: Variation in Denial Rates for
Medical Necessity—Percutaneous
Transiuminal Coronary Angioplasty.
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Figure 3: Variation in Denial Rates for
Medical Necessity—Critical Care.
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Second, we found that the number of services that carriers
screened for medical necessity varied markedly. As shown in
figure 4, some carriers had screens in place for almost all of
the top 71 services, while others screened for little more than
one third of these codes.?

Finally, our third finding is that the overall denial rate
for medical necessity also differed among these six carriers. As
shown in figure 5, at one extreme, one carrier denied as few as 1
service per 1,000 allowed, while at the other extreme, another
carrier denied 23 services per 1,000 allowed.

‘Service codes are also referred to as procedure codes.
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Figure 4: Number of Top 71 Services 1
Screened for Medical Necessity by
Carrier. Number of Services Screened for Medical Necessity
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Note. Percentages based on a 5 percent sample of Medicare Part B claims processed in 1992. Top
71 services based on allowed charges.
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Figure 5: Variation in Denial Rates
Among Carriers.
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CONCLUSIONS

Significant variations exist among six Medicare Part B
carriers in the ratio of medical necessity denials for 58 of the
top 71 services. What do such differences in denial rates among
carriers mean? The answer to this question depends on how these
variations arise. Two plausible explanations have been
advanced--with each having a different policy implication. One
explanation focuses on differences in the medical policies used

by carriers, while the other focuses on the billing practices of
providers.

Variation Due to Differences in Medical Policy

The Social Security Act mandates that carriers pay only
those Medicare Part B claims that are reasonable and medically
necessary. Medicare law recognizes regional and local
differences in medical practice and thus gives carriers broad
latitude in defining the criteria for determining medical
necessity. However, this latitude, in and of itself, produces
some degree of variability in how similar claims are treated
across carriers representing different geographic areas. That
is, a policy cannot, at the same time, both allow for local
variation in what is or is not viewed as medically necessary and
also produce uniform results.

As our results show, carriers have in fact exercised this
latitude. We found significant differences in both the number
and types of services that are screened for medical necessity.
Moreover, even when screening the same type of service, carriers
used different working definitions of what is medically
necessary.

For example, the first 12 visits to a chiropractor for
spinal manipulation to correct a subluxation (code: A2000) must
meet certain basic HCFA coverage criteria such as the following:
An x ray must be available, if requested; signs and symptoms must
be stated; and the precise level of subluxation must be reported.
The carriers we spoke to had all incorporated these criteria into
their medical policy for chiropractic spinal manipulation. HCFA
requires that carriers assess the necessity of visits in excess
of 12 per year, but carriers diverged in how they assessed such
treatments. One carrier stated that, after 12 visits, additional
documentation on medical necessity would be required. Another
carrier set the number of additional visits allowed based on the
injured area of the spine. When that number of additional visits
was reached, this carrier required additional documentation from
the provider. Still another carrier stated that, while they
reviewed additional visits beyond the 12th, they usually did not
require additional documentation until the 30th visit.

Given the broad variations found in denial rates across the
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six carriers we examined, it would seem reasonable to conclude
that some portion of that variance is due to differences in
medical policies. Thus, one unintended consequence of setting
medical policy locally is that, while it attempts to promote
congruence between local medical policy and practice, viewed from
a national perspective, it has also produced inconsistent
treatment of Medicare providers and beneficiaries from one region
to another, and one carrier to another.

Variations in Billing Practices

In our discussions with HCFA officials and representatives
of the six carriers, it was asserted that difference in medical
policy is but one possible explanation for variation in denial
rates. Both the carriers and HCFA pointed to a second potential
source for the observed variation in denial rates, one that
focuses on differences in the billing practices of providers.
Their explanation has several variants, which we summarize below:

° the various regions of the country have different

levels of fraud and abuse, which in turn produce
different denial rates;

° differences in denial rates could be due to aberrant
billing practices by as few as two or three providers;

. in certain regions of the country, providers disregard
the feedback they receive from denied claims--that is,
they continue to bill for services they know are not
medically necessary in the hope that some will be
approved; and

° certain carriers do a better job of educating providers
in how to submit Medicare claims correctly.

In sum, although at least two hypotheses can thus be
advanced to explain the wide variation we found in the denial
rates of our six carriers, it is important to note that (1) these
findings are new: the size of this variation had not been
previously examined by HCFA; and (2) HCFA is only now beginning
to conduct evaluations to determine which, if either, of the
above major explanations (that is, medical policy or billing
practice) best accounts for the inconsistency we observed in
denial rates. Given this lack of information, it has been
difficult for HCFA to take a position on the question of whether
a high or a low denial rate represents better public policy.
HCFA officials told us that, although low denial rates are
desirable from the standpoint that they imply less trouble for
providers and beneficiaries, they are only desirable insofar as
providers appropriately bill only for what is medically
necessary. If providers are inappropriately billing Medicare,
high denial rates are desirable.
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The issue here, however, is not the size of denial rates,
but rather their consistency. Medicare is not a local
initiative. It is a national program under which beneficiaries
should not receive different benefits solely because their place
of residence differs. Yet we found that beneficiaries and
providers have in fact been treated with considerable
inconsistency by six carriers making individual determinations
concerning what is and is not medically necessary. While it may
be essential for Medicare to allow for local determination of
medical policy, we found that this allowance, left to itself,
leads to inconsistent treatment of beneficiaries and providers.

Carrier representatives told us they believe that inter-
carrier variation would be reduced if HCFA established more
national medical policies that define specific parameters for
what is medically necessary. What is clear from our work to
date, however, is that denial rates provide useful insight into
how effectively Medicare contractors are managing program dollars
and serving beneficiaries and providers. We believe that HCFA
needs to play a greater role in using such data to oversee
carriers’ claims review activities to better assure that
beneficiaries and providers are equitably treated.

Mr. Chairman, this concludes my remarks. I would be happy

to answer any gquestions that you or members of the Committee may
have.
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APPENDIX I APPENDIX I

METHODOLOGY

To develop the information in this testimony, we visited six
carriers and analyzed claims processed by each of them. In
selecting carriers, we considered two factors: geographic
location and the number of claims processed.® Table I.1 lists
the carriers we visited and the number of claims they processed
in fiscal year 1992.

Table I.1: Selected Medicare Part B Carriers (Data for 1992)

Carrier Geographic Number of claims
location processed
(in millions)

California B/S West 24
California-Occidental West 25
Illinois B/S Midwest 22
Wisconsin-Physician Srv. Midwest 10
North Carolina-Conn. Gen. Southeast 18
South Carolina B/S Southeast 8

Taken together, these six carriers processed about 19
percent of all Part B claims in fiscal year 1992; however,

because of our judgmental selection process, we cannot generalize
our findings to the universe of carriers.

*0ur sample included two carriers from each of the following
three regions: the Southeast, the Midwest, and the West. In making
this selection, we sought to maximize the geographic distance
between regions, while at the same time retaining the potential for
examining intraregional variation in medical policies. In terms of
the number of claims processed, the frequency distribution of
carriers is essentially bimodal--that is, there are two large
clusters of carriers, those that annually process between 2 and 13
million claims and those that process between 18 and 29 million
claims (2 carriers processed over 46 million claims each). Our

sample included two carriers from the former cluster and four from
the latter.
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APPENDIX I APPENDIX I

Source of Data

To compare medical necessity denial rates among carriers, we
obtained from HCFA a 5 percent sample of 1992 Medicare Part B
claims for the above six carriers. This information was
abstracted from the physician/supplier portion of the Common

Working File, which serves as a repository for all Medicare
claims.

The Common Working File contains information on many claims-
related variables, including the type of billed service and the
action that was taken as a result of the claim review process.
Medicare claims can contain submitted charges for more than one
service; a claim for a simple medical checkup, for example, may
include both the doctor’s fee as well as the charge for lab tests
performed during the visit. On the Medicare claim form, each
billed service, or line item, appears as a separate charge with a
corresponding five-digit service code that describes the type of
service provided (for example, office visit, chiropractic
treatment, and so on). Each of these services listed as a
separate line item is subject to approval or denial by the
carrier. During claims processing, carriers assign an action
code to each line item that indicates that it was paid or, if
denied, the reason for denial.?

In our analysis, we focused on two line item variables--the
service and the action code. 1In calculating denial rates
presented in our statement, we contrasted the number of services
denied for lack of medical necessity with the total number of
services allowed for a given service. Services denied for other
reasons were excluded from the analysis.

Because there are more than 10,000 different service codes,
we ranked service codes in terms of the total of allowed charges
(in 1992), and then restricted our analysis to the top 71
codes.® Services that rank high in allowed charges are those
that have high utilization rates and/or high cost per service.
The top 71 service codes constitute approximately 50 percent of
all Medicare Part B allowed charges.

‘Reasons for line item denial included in the Common Working
File are: benefits exhausted, non-covered care, invalid care,

duplicate line item, medically unnecessary, reprocessed adjustment,
secondary payer, and other.

The "allowed charge" is set by HCFA. The amount actually

paid by HCFA is 80 percent of the allowed charge less deductible
and/or co-payment.
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APPENDIX I APPENDIX I

Sampling Considerations

The 5-percent sample used in our analysis was extracted from
the Common Working File by keying on the last two digits of the
beneficiary identification number. This method is commonly used
by HCFA, and while we have no reason to believe that it is
biased, it is not, strictly speaking, a random sample, but rather
an approximation of a random sample. Consequently, the tests of
statistical significance presented in this testimony are included
mainly for heuristic purposes: that is, to identify those codes
where carriers had especially large differences in denial rates.

To avoid unstable estimates of denial activity for certain
service codes with low frequencies, we focused on the top 71
services (based on allowed charges). This group of services
generally has high utilization rates and thus sufficiently large
frequencies for making inter-carrier comparisons of denial rates.
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APPENDIX II APPENDIX II

‘LIST OF TOP 71 PROCEDURE CODES RANKED BY ALLOWED CHARGES FOR 1692

Procedure Code/ Narrative Description

99213 Office or other outpatient visit

66984 Extracapsular cataract removal

99232 Subsequent hospital care, per day

99214 Office or other outpatient visit

99231 Subsequent hospital care, per day

99212 Office or other outpatient visit

99233 Subsequent hospital care, per day,

A0010 Ambulance service, basic life support

93307 Echocardiography, real-time with image documentation (2D)

88305 Level IV - surgical pathology, gross and microscopic examination
99223 Initial hospital care, per day

99215 Office or other outpatient visit

99254 Initial inpatient consultation for a new or established patient
66821 Discussion of secondary membranous cataract

A0220 Ambulance service, advanced life support

71020 Radiologic examination, chest, two views, frontal and lateral
90844 Individual medical psychotherapy by a physician

99222 Initial hospital care, per day

92014 Ophthalmological services: medical examination and evaluation
27447 Arthroplasty, knee, condyle and plateau

E1400 Oxygen concentrator

99238 Hospital discharge day management

93547 Combined left heart catheterization, selective coronary angiography
80019 Automated multichannel test

99244 Office consultation for a new or established patient

A2000 Manipulation of spine by chiropractor

B4150 Enteral formulae; category I

77430 Weekly radiation therapy management

B4035 Enteral feeding supply kit; pump fed, per day

99255 Initial inpatient consultation for a new or established patient,
J9217 Leuprolide acetate, for depot suspension, 7.5MG

90995 End stage renal disease (ESRD) related services, per full month
93005 Electrocardiogram, routine ECG with a least 12 leads

92982 Percutaneous transluminal coronary angioplasty

99284 Emergency department visit

99285 Emergency department visit

45385 Colonoscopy, fiberoptic, beyond splenic flexure

92012 Ophthalmological services: medical examination and evaluation
45378 Colonoscopy, fiberoptic, beyond splenic flexure

99311 Subsequent nursing facility care, per day

71010 Radiologic examination, chest

00142 Anesthesia for procedures on eye
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APPENDIX II APPENDIX II

E1401 Oxygen concentrator, manufacturer specified maximum rate greater than 2
E1403 Oxygen concentrator, manufacturer specified maximum rate greater than 4
33512 Coronary artery bypass, autogenous graft

99291 Critical care, including the diagnostic and therapeutic services
Q0043 Stationary liquid oxygen system rental, includes contents (per unit)
93320 Doppler echocardiography, pulsed wave and/or continuous wave

99253 Initial inpatient consultation for a new or established patient,
52601 Transurethral resection of prostate

99312 Subsequent nursing facility care, per day

99204 Office or other outpatient visit

93549 Combined right and left heart catheterization

99203 Office or other outpatient visit

43235 Upper gastrointestinal endoscopy including esophagus

43239 Upper gastrointestinal endoscopy including esophagus

A0020 Ambulance service, (BLS) per mile, transport, one way

33513 Coronary artery bypass, autogenous graft

99283 Emergency department visit

90843 Individual medical psychotherapy by a physician

27130 Arthroplasty, acetabular and proximal femoral

85025 Blood count

A0150 Non-emergency transportation, ambulance, base rate one way

84443 Thyroid stimulating hormone (TSH), RIA or EIA

93880 Duplex scan of extracranial arteries

36415 Routine venipuncture for collection of specimen(s)

99205 Office or other outpatient visit

00562 Anesthesia for procedures on heart, pericardium

76091 Mammography;

83720 Lipoprotein cholesterol fractionation calculation by formula

99245 Office consultation for a new or established patient
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