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Introduction

Evaluation of Proposed Mandated Health Insurance
Services

Insurance Atrticle, 8 15-1501, Annotated Code of Waard, requires that the Maryland
Health Care Commission (the Commission) annuabgssthe medical, social and
financial impacts of proposed mandated health arste services that fail passage during
the preceding legislative session or that are stibdhio the MHCC by a Legislator by
July T of each year. The assessment reports are due @etheral Assembly annually

by December 31

Mercer and its sibling company, Oliver Wyman Actab€onsulting, Inc., have been
contracted as the Commission’s consulting actuargt,have prepared the following
evaluation of the proposed changes to existing si@sdr proposed newly mandated
benefits: expanded coverage of autism spectruarabs, modification to the existing in
vitro fertilization mandate, modification to theigting mandate involving mastectomies,
coverage of prosthetic devices and coverage foigs vaccine.
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Coverage of Autism Spectrum Disorder

The draft Act entitled “Health Insurance - Coveragdutism Spectrum Disorder” (the
Act) dated October 1, 2008, outlines proposed @geof autism spectrum disorders.
Key provisions of the Act are as follows:

Insurers, health plans, and health maintenancena#ons “... Shall provide
coverage for the diagnosis of autism spectrum dessrand the evidence-based,
medically necessary treatment for autism spectrisorders in individuals under the
age of 21 years.” Coverage is subject to an amaaimum of $50,000 for 2010. The
annual maximum increases each year by the Medeia Component of the
Consumer Price Index for all urban consumers (CPI-U

“Treatment of autism spectrum disorders” encompa4sabilitative or rehabilitative
care” as well as pharmacy psychiatric, or psychobdgare prescribed by a physician
or psychologist.

“Habilitative or rehabilitative care” includes “alpgd behavior analysis” and other
services, including the development and maintenahea individual’s functioning —
the main goal being to restore it to the maximunerixpossible.

The following is a description of autism provideglthe Centers for Disease Control
(CDC).

Autism is one of a group of disorders known assmtspectrum disorders (ASDSs).
ASDs are developmental disabilities that causetanbal impairments in social
interaction and communication and the presenceo$wal behaviors and interests.
Many people with ASDs also have unusual ways ahieg, paying attention, and
reacting to different sensations. The thinking braining abilities of people with

! Centers for Disease Control and Prevention. hitpav.cdc.gov/ncbddd/autism/overview.htm
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ASDs can vary — from gifted to severely challeng®u ASD begins before the age of
3 and lasts throughout a person'’s life.

ASDs include autistic disorder, pervasive developtaledisorder — not otherwise
specified (PDD — NOS, including atypical autisnmdasperger syndrome. These
conditions all have some of the same symptomstheyt differ in terms of when the
symptoms start, how severe they are, and the esdigte of the symptoms. The three
conditions, along with Rett syndrome and childhdintegrative disorder, make up
the broad diagnosis category of pervasive developahdisorders.

ASDs occur in all racial, ethnic, and socioeconogrmups and are four times more
likely to occur in boys than in girls. CDC’s Autisamd Developmental Disabilities
Monitoring (ADDM) Network released data in 2007 ttf@und about 1 in 150 eight-
year-old children in multiple areas of the Unitddt8&s had an ASD.

All health plans appear to have exclusions or Izoiterage for autism treatments outside
of those for habilitative services for children lvASDs mandated by Section 15-835,
Insurance Article, Annotated Code of Maryland. Titent of the Act is to remove the
coverage limitations for certain autism services.

One of the most significant aspects of the Ach& tt specifically mandates coverage for
services for applied behavior analysis (ABA), defiras “the design, implementation,
and evaluation of environmental modifications udsedpavioral stimuli and
consequences, to produce socially significant img@meent in human behavior, or to
prevent the loss of attained skill or function.”

A discussion of the medical, financial, and sooigbacts of this proposed mandate
follows.

Medical Impact

In this section, we answer questions regarding ramesof additional services for autism
spectrum disorders.

» Does the medical community recognize services angatments, including ABA,
as being effective in treating patients with ASDs?

> Are the additional services that are provided to paents with ASDs under this
mandate generally recognized by the medical commuyi as demonstrated by a
scientific and peer review of literature?

» Are the additional services that are provided to paents with ASDs under this
mandate available and utilized by treating physicias?

According to the Autism Society of America, thetgrently are many different
approaches in the treatment of autism, includirdjtaty training, discrete trial training,
vitamin therapy, anti-yeast therapy, facilitatedncounication, music therapy,
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occupational therapy, physical therapy, and senstegration. These approaches can
generally be broken down into three categories:

= Behavioral and communication approaches
= Biomedical and dietary approaches
= Complementary approaches

Children with autism may receive eight to 11 haurseek of OT, PT, and ST as part of
an intensive treatment plan based on an illusegilan?

Some of these treatment approaches have reseadibssthat support their efficacy;
others do not. The Autism Society of America assirat long-term, scientific studies
regarding the different treatment methods aredliffito complete since there is such a
wide range of symptoms and skill sets associatéfdl avitism

However, the most accepted approach appears tophiecbehavioral analysis (ABA).
Applied Behavioral Analysis (ABA)

ABA includes intensive one-on-one sessions with ABérapists. It is not unusual for
these sessions to be as frequent as six days afereek many as 30 to 40 hours a wéek.
ABA is almost universally excluded from health ccage, generally because insurers do
not consider it a medical treatment, or do notdweiit meets the standard of “medically
necessary” or “medical necessity” as defined byress.

We would expect that most of the additional costoaiated with this mandate would be
due to the addition of coverage for ABA, as wellrageased utilization of occupational,
physical, and speech therapies.

The American Academy of Pediatrics (AAP) statesftilewing in its report
Management of Children with Autism Spectrum Distmde

The effectiveness of ABA-based intervention in ASfas been well documented
through 5 decades of research by using single-suirjethodology and in
controlled studies of comprehensive early intenb®eavioral intervention
programs in university and community settings. @ieih who receive early
intensive behavioral treatment have been shownalkersubstantial, sustained
gains in 1Q, language, academic performance, aaptag behavior as well as

2 Virginia General Assembly, Joint Legislative Audiid Review Commission. “Evaluation of Proposed taied
Health Insurance Benefits. Evaluation of House &l Mandated Coverage of Autism Spectrum Disatler
September 2008. http://jlarc.state.va.us/Report8/Rppdf

3 Autism Society of America. General Standards akChttp://www.autism-
society.org/site/PageServer?pagename=life_treatatds

4 See note 2.
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some measures of social behavior, and their outsdraee been significantly
better than those of children in control grodps.

5 Myers, Scott M., MD and Chris Plauché Johnson, WMBd. The Council on Children with Disabilities,
“Management of Children with Autism Spectrum Disensl” Pediatrics November 2007.
http://pediatrics.aappublications.org/cgi/repri@dis/1162
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In the reporMental Health: A Report of the Surgeon Gengitad Surgeon General
states, “Thirty years of research demonstrateefiieacy of applied behavioral
methods in reducing inappropriate behavior and@ngasing communication, learning,
and appropriate social behavior. A well-designedgof a psychosocial intervention
was carried out by Lovaas and colleagues (Love@&7;IMcEachin et al., 19935.”

In the article, “Applied Behavior Analysis, Treatmi@f Autism: The State of the Art,”
Richard M. Foxx asserts that ABA is a “scientifigalalidated and highly effective
treatment” for autism.He cites many peer reviewed articles regardingtieess of

ABA as well as the fact that ABA is the only educaal or treatment approach currently
approved by the New York State Health DepartmenafaD.

Foxx emphasizes that ABA incorporates “all thedestidentified by the US National
Research Council as characteristic of effectiverirgntions in educational programs for
children who have autism.” The classification of ABs treatment for a medical
condition or as an educational tool is probablyiiseie prompting the greatest
differences of opinion among policymakers.

The American Academy of Pediatrics (AAP) recogniteg ASDs are not “curable” but
require chronic management. They assert, “Althaugficomes are variable and specific
behavioral characteristics change over time, matdren with ASDs remain within the
spectrum as adults and regardless of their intelié¢unctioning, continue to experience
problems with independent living, employment, sb@éationships and mental health.
The primary goals of treatment are to minimize deedures and associated deficits,
maximize functional independence and quality &,ldnd alleviate family distress.
Facilitating development and learning, promotingialization, reducing maladaptive
behaviors and educating and supporting familieshedm accomplish these goalfs.”

The paper goes on to discuss what it considers rfeucational” intervention
programs/methodologies — one of which is ABA. Mafsthe educational interventions
have focused on very young children because itagpearly intervention programs have
the best outcomes. The AAP describes several addlttypes of educational
intervention programs including:

* behavioral models,

» structured teaching models --the most recognizatyldbe Treatment and
Education of Autistic and Related Communication-&iaapped Children, or
TEACCH, and

» developmental models--including the Denver modeletbpment individual-
difference relationship-based (DIR) models andeasjve teaching (RT)
curriculum.

8 US Surgeon Generd¥jental Health: A Report of the Surgeon Gene@Hapter 3: Autism. Accessed November 15,
2008. http://www.surgeongeneral.gov/library/mengallth/chapter3/sec6.html#autism

" Foxx, Richard M., PhDApplied Behavior Analysis Treatment of Autism: Bkete of the ArtChild and Adolescent
Psychiatric Clinics of North America. October 2008.

8 See note 5 above.
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The AAP recognizes that, while there are seveualiss documenting improvement
in children using the other educational intervemtidescribed, controlled studies for
these alternative interventions are generally matiable®

Carriers generally have differing opinions, asftiilowing shows.

Magellan Health Services (Magellan) — a managetttheare company that specializes

in providing services for behavioral health corati8, and a subcontractor for at least one
of the major carriers in Maryland — considers ARk an “investigational treatment.” It
has based this determination on the “evaluatich®fesearch findings where the
evidence did not support ABA’s effect on healthommes, its safety and efficacy against
existinl%] alternative treatments, and its abilitgleanonstrate that benefits outweigh the
risks.”

The team at Magellan that arrived at this conclusneluded eight MDs, one DO, a
registered nurse with a master’s degree in pulgaith, and one PhD. Its clinical practice
guidelines (CPGs) include two additional guidelideseloped by the American
Academy of Pediatrics: Practice Guideline for thendgement of Children with Autism
Spectrum Disorders (the paper previously cited)@lical Report — Identification and
Evaluation of Children with Autism Spectrum Disorsle

The development of Magellan’s CPGs was based emiaw of the prevailing literature
through 2006, with an additional review of the wal literature on assessment and
treatment of autism spectrum disorders through RGGB.

One of the basic reasons for Magellan’s deternonas the lack of randomized
controlled studies of ABA. Magellan believes thamy of the results of studies
published to date “have several methodological lerob, including lack of a clear
definition of the ABA treatment and its protocdigk of control groups using established
treatment alternatives, poorly chosen or poorlycd@e samples, outcomes measured
only in limited areas (e.g., 1Q), and outcomes rmessgiving little information regarding
the totality of the treatment impact’Magellan notes that most of the research for ABA
programs has focused on the very youngest (pretanisdorhere is very little research
regarding outcomes for older children or adultwaititism.

% See note 5 above.

10 Magellan Health Services. “Introduction to MagelsAdopted Clinical Practice Guidelines for the@iment of
Children with Autism Spectrum Disorders.” 2008. §diocument can be found by: entering:
http://www.magellanhealth.com/, then selecting Rder,” “Clinical Guidelines,” “Clinical Practice @delines,”
“Autism,” “Magellan Introduction.”

" bid
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Magellan cites the following other limitations @aldition to the limited research on
medical efficacy) to the use of ABA treatmentsdbildren with autisnt?

= ABA is very intense and intrusive in its format aselivery, which can result in
stressful reactions by the child.

= Positive results may appear to occur in one enwemt when an autistic
individual is responding to specific stimuli, bailfto occur in a broader or
different environment. The goal of any therapy dtidne to promote skills that
will be used in real world settings.

= The use of any single treatment may not be adwasgibken the broad range of
symptoms associated with autism, age of the carthtional resources of the
families, etc.

CareFirst, the Maryland-based carrier with thedatgrremium, has deemed that medical
and mental health services for the treatment of &Dizluding autism, are considered
not medically necessary because “no medical or ahéealth treatments have been
proven effective” for these diagnoses. ABA is cdesed experimental/investigational.
CareFirst defines “experimental/investigational falfows:

Experimental/Investigational*®

The term "experimental/investigational” describesviges or supplies that are in
the developmental stage and are in the processnofih or animal testing.
Services or supplies that do not meet all 5 ofctiteria listed below adopted by
the BlueCross BlueShield Association Technologyliai@on Center (TEC) are
deemed to be experimental/investigational:

1. The technologymust have final approval from the appropriate goneent
regulatory bodies; and

2. The scientific evidence must permit conclusionsceoning the effect of the

technology on health outcomes; and

The technology must improve the net health outcand,;

The technology must be as beneficial as any estaddialternatives; and

The improvement must be attainable outside thestiyational settings.

ok w

" Technology includes drugs, devices, processe®rsgsor techniques.

12 bid

13 CareFirst BlueCross BlueShieffareFirst Medical Policy Reference ManuAkcessed November 2008
.http://notesnet.carefirst.com/ecommerce/medicalpaisf/ivwwebtablex?OpenView&Start=1&Count=200& Exylar1
#1

9
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CareFirst indicates that ABA does not meet critatienbers two through five of its
definition. In arriving at this conclusion, Careftiprovides the following?

Rationale

The National Institute of Neurological Disordersia8troke (NINDS) conducts
research in its laboratories at the National lnstg of Health (NIH) and also supports
additional research through grants to major medinsditutions across the country for
pervasive developmental disorders including auti&spart of the Children's Health
Act of 2000, the NINDS and three sister institutase formed the NIH Autism
Coordinating Committee to expand, intensify, andrdmate NIH's autism research.
Eight dedicated research centers across the cooane been established as "Centers
of Excellence in Autism Research" to bring togetfesiearchers and the resources
they need. The Centers are conducting basic anidalliresearch, including
investigations into causes, diagnosis, early detecprevention, and treatment of
autism.

Currently there is a lack of clinically based evide on the cause or treatment of
Pervasive Developmental Disorders including autism.

" Information from NINDS Autism Information Page aiiNDS Pervasive
Developmental Disorders Information Page (2005)

Update 2007:
A search of the peer-reviewed literature was peréaf for the period of May 2005

through June 2007. Findings in the recent litemtlo not change the conclusions
regarding the cause or treatment of pervasive dpuatntal disorders, including
autism.

Aetna has the following language on their clinijgalicy bulletin (CPB) for pervasive
developmental disorders (PDD), under which autisald fall:

“There is insufficient evidence for the superiomtfyany particular intensive
educational intervention strategy (such as apfledthvioral analysis, structured
teaching, or developmental models) over other siteneducational intervention
strategies

14 CareFirst BlueCross BlueShield. Medical Policyl30D6 Pervasive Developmental Disorders (e.g.,stjti
Accessed November 2008.
http://notesnet.carefirst.com/ecommerce/medicatyaisf/vwwebtablex?searchview&query=autism*&Sta&€bunt
=100&SearchOrder=4

15 Aetna. Clinical Policy Bulletin. “Pervasive Develmental Disorders.” Accessed November 2008.
http://www.aetna.com/cpb/medical/data/600_699/06ha.

10
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In this general document, Aetna provides the retetiat they reviewed to arrive at this
conclusion, which includes 110 studies and articddsong the specific studies cited was
the finding by the National Academy of Sciences @J4n 2001 that there is no known
cure for autism, and that “[e]ducation, both dikgadf children, and of parents and
teachers, is currently the primary form of treattrfen autistic spectrum disorders.” The
National Academy of Sciences recommends that eduedtservices begin as soon as a
child is suspected of having autistic spectrumrdieg and that those services include a
minimum of 25 hours a week, 12 months a year, irtkvthe child is engaged in
systematically planned and developmentally appat@reducational activity toward
identified objectives. Aetna references anothedystwy Brasic (2003), which stated that
“while parents may choose to utilize a variety perimental treatments including
medication, they should concurrently utilize inteesndividual special education by an
educator familiar with instructing children withtatic disorder and related conditiot$.

Autism Speaks, an autism advocacy organizatomments, “Private health insurance
coverage of autism services will allow childrentwatutism to access Applied Behavior
Analysis (ABA), a proven treatment for their comalit Several studies have shown that
as many as 47 percent of the children that undeagy intensive behavioral therapies
achieve higher education placement and increaséelvi]s. A significant portion of
children who receive ABA are placed into mainstreaducational settings. Children who
begin their treatment with minimal 1Q levels enelattment with substantially higher
levels of intellectual functioning. These resulés/é been shown to last well beyond the
end of treatment. As such, the effectiveness of AB#&apy has allowed many children
to forego costly intensive special education infthiare.™’

Another area of significant differences in opinfegarding ABA appears to be whether
this is a medical treatment or whether this isduncational intervention. As shown, some
medical experts assert that ABA is a recognizedicaétteatment. Others believe it is
investigative/experimental because of the lackaofibmized, controlled studies. Due to
the small number of individuals who have ASD, ityne difficult to develop sufficient
randomized, controlled studies that meet sciemmgdlical standards. Current literature
however, demonstrates that ABA is the treatmentt witesd as helpful for individuals
with ASD.

Occupational, Physical, and Speech and Language Therapies

Autistic patients often need occupational, physiaatl speech and language therapies. In
a report on ASDs, the AAP states that “Traditiomatupational therapy often is provided
to promote development of self-care skills (e.gesding, manipulating fasteners, using
utensils, personal hygiene) and academic skilts,(eutting with scissors, writing).
Occupational therapists also may assist in prorgatevelopment of play skills,

modifying classroom materials and routines to imvprattention and organization, and

1% 1bid

17 autism Speaks. “Arguments in Support of Privateurance Coverage of Autism-Related Services.” Gatab07.
http://www.autismspeaks.org/docs/arguments_for gbeivinsurance_coverage.pdf

11
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providing prevocational training. However, reseamparding the efficacy of
occupational therapy in ASDs is lacking. Sensotggmation (Sl) therapy often is used
alone or as part of a broader program of occupatiterapy for children with ASDs#

The report further states, “A variety of approachage been reported to be effective in
producing gains in communication skills in childmeith ASDs. People with ASDs have
deficits in social communication, and treatmentlgpeech-language pathologist usually
is appropriate*

Occupational, speech and language, and physicapheservices are generally widely
available and utilized to treat autistic childretowever, there is likely a need to better
understand the best way to use these types ofpileerm treating autistic children. Some
of these therapies are eligible for payment unideeiisting habilitative services
mandate, Section 15-835 of the Maryland Insurantiel&. Occupational, speech and
language, and physical therapy services are algmeby provided to autistic children to
treat comorbid conditions.

Social Impact
In this section, we address the following questions

» To what extent will the proposed change generallyeoutilized by a significant
portion of the population?

» To what extent is the insurance coverage already gerally available?

» To what extent does lack of coverage result in indiduals avoiding necessary
health care treatments?

» To what extent does lack of coverage result in unasonable financial hardship?
» What is the level of public demand for the servicés

» How interested are collective bargaining agents inegotiating privately for
including this coverage in group contracts?

» To what extent is the mandated health insurance seice covered by self-funded
employers in the state with at least 500 employees?

A 2005 study estimated the prevalence of speci8®A. This study, based on preschool
children living in England, found that of thoseldnén that had some type of ASD, about
one-third had autistic disorder, one-sixth had Agees syndrome, and one-half had
Pervasive Developmental Disorder - Not Otherwisec8ied (PDD — NOS¥° This

18 See note 5 above.
9 See note 5 above.
% see note 2 above.
12
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would translate into prevalence rates of approxahyatvo per 1,000 for autistic disorder,
one per 1,000 for Asperger’s syndrome, and thred 080 for Pervasive Developmental
Disorder - Not Otherwise Specified (PDD — NOS).rRrhis, we can estimate an ASD
prevalence of one in 150, or six to seven per 1,08 is confirmed, as noted by the
CDC, which reports that approximately one in 15(dcén has an ASD.

The CDC estimated that, nationwide, the prevalefi@&SDs among eight-year-old
children ranged from 3.3 to 11.9 per 1,000 childfesr Maryland, the CDC estimated
the prevalence of ASDs among eight-year old childeebe 6.7 per 1,000 children, which
was within the nationwide rangéThis indicates that it is reasonable to use th€CD
nationwide estimates for prevalence of ASD for Mang.

This mandate covers services only for individualder age 21 — which, based on Census
statistics, would account for about 32% of Marylantbn-Medicare (under age 65)
population® So, a reasonable estimate would be that approgiynane in 460 people
covered by insurance in Maryland, or about 0.2%hefinsured population, could
potentially receive additional benefits under thigndate. However, the actual number
would likely be lower, as the very young and maighbr-functioning autistic children
would not actually be diagnosed or receive treatraerach age under 21. Conversely,
there is a potential that the estimated numberdcimgrease if the prevalence rate for
autism continues to increaSe.

Because services in general for the treatment @ A&d specifically ABA are not
typically covered by insurance, Mercer believes #tilitional services provided under
this mandate would vary from insurer to insuret, drenerally could be put into one of
three categories:

= Services not currently covered due to broad auegoiusionsCertain plans have
blanket-stated coverage exclusions for autism sesvother than the habilitative
services already mandated.

= Certain services not currently covered because #reyspecifically excluded by a
plan. For example, ABA is typically considered an edioc®l program by insurers
and is specifically stated as excluded in covepaggition statements.

= Services not currently covered because they doneet defined “medically
necessary” criteriaBelow is a sample definition of “medically necass4This is
CIGNA’s protocol; note that other insurer definitoare very similar’

21 cDC Morbidity and Mortality Weekly Report. Prevate of Autism Spectrum Disorders — Autism and
Developmental Disabilities Monitoring Network, 1#4€3, United States 2002, February 8, 2007,
http://www.cdc.gov/immwr/pdf/ss/ss5601.pdf

22J.S. Census Bureau. http://www.census.gov/hhes/iiuliins/data_access.html

3 By “prevalence rate” we mean the rate at whiclividdals are diagnosed with autism. Governmentssies show
autism is increasing at a rate of 10%to 17% anyu@e rate of increase could be due to higherahateidence,
better diagnosis, or both. (Autism Speaks—FAQs:titvw.autismspeaks.org/whatisit/faq.php)

24CIGNA website. Accessed November 15, 2008.
http://www.cigna.com/health/provider/medical/progesl/medical_necessity.html#hc_prov_def.

13
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Except where state law or regulation requires fediht definition, “Medically
Necessary” or “Medical Necessity” shall mean heatite services that a
Healthcare Provider, exercising prudent clinicalgment, would provide to a
patient for the purpose of evaluating, diagnosingeating an illness, injury,
disease or its symptoms, and that are:

a) in accordance with the generally accepted stdsd# medical practice;
b) clinically appropriate, in terms of type, frequg, extent, site and
duration, and considered effective for the patseilitiess, injury or
disease; and

c¢) not primarily for the convenience of the patienHealthcare Provider,
a Physician or any other Healthcare Provider, aitdnore costly than an
alternative service @equence of services at least as likely to produce
equivalent therapeutic or diagnostic results abealiagnosis or treatment
of that patient's iliness, injury or disease.

For these purposes, "generally accepted standardsedical practice” means:

- standards that are based on credible scientifaleenie published in peer-
reviewed medical literature generally recognizedhgyrelevant medical
community,

- Physician and Healthcare Provider Specialty Socetgmmendations,

- the views of Physicians and Healthcare Provideastfming in relevant
clinical areas and

« any other relevant factors.

Autism treatments are frequently denied under theeational exclusion, with insurers
citing that the American Academy of Pediatrics ¢dess applied behavior analysis an
educational interventioff. However, the Virginia Joint Legislative Audit aRéview
Commission has noted, “Medical experts indicate¢ ¢hran though there is often an
attempt to classify ASD treatments as either edoicak or medical, many treatments can
be considered both educational and medical, soauii$tinction is not warranted®

Additional examples of reasons for denying ASD &#AAservices can be found in the
following comments from insurers and their medubia¢ctors:

= In general, coverage is subject to medical negeard the carrier does not cover
treatments that will not result in improvement. @as may make short-term
exceptions to cover acute exacerbations if theaesignificant change in behavior.

= At this point, ABA is not covered because it is nohsidered evidence-based. No
self-insured companies in Maryland using Carefarstnited as Third Party
Administrators (TPAS) cover ABA.

2 See note 5 above.
26 See note 2 above.

14
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= “Currently, services such as Applied Behavioral ksis could be excluded under the
Educational Services exclusion of our Maryland plan

= “If [ABA is] request is recognized as being relatedASD, no coverage would be
authorized (excluded as educational). ASD is atswsiclered a chronic condition and
therefore excluded from coverage.”

= “Applied Behavioral Analysis treatments are gerigraénied for being experimental
and investigational or not medically necessary.théfapy is covered due to an
alternate diagnosis, then the 60-day limit will lgp

= “...does not cover the following procedures/serviceghe assessment and/or
treatment of ASD because they are considered erpatal, investigational or
unproven for this indication (these lists may netdli-inclusive)...intensive
intervention programs for autism (e.g., Lovaasdpgr applied behavior analysis)”

= “This service is not covered ... under Excluded ®exw—49. Treatment for
disorders relating to learning, motor skills, commzation, and pervasive
developmental conditions such as autism.”

= “... plans provide inpatient, outpatient (includin@,FOT and speech therapy),
emergency care, medical-surgical care, specialy @ad pharmacy for members with
autism and autism spectrum disorders (ASD) ... Saasans for denial of services
could include: services rendered by non-coveresligen; services not preauthorized
by health plan; education services not covereddajth plan; services rendered are
not effective.”

Only two carriers provided statistics on the doflarount of claims they had denied
during the most recent 12-month period for whictad@as available. One carrier

reported about $900 in denied claims and the atheier reported $1.2 million in denied
claims. Only one carrier provided statistics onidértlaims that were appealed and that
carrier indicated there were 11 ASD denials appkdiging the most recent 12-month
period for which statistics were available. Mostrigas indicated that they were unable to
analyze their denied claims to determine thosewviloald now be payable because they
would need to define the services that would beece by the proposed mandate by CPT
codes or diagnostic codes. This would require Sgnit time and resources.

Certain services are provided through state arallijoadministered education programs,
as required by thimdividuals with Disabilities Education Act (IDEA)DEA parts B and

C also require early intervention program servioesoddlers and pre-school-aged
children. Some of the services provided by thesgnams are similar to those covered by
the mandate; however, the level and intensity efsérvices may be more limited than
those recommended by treating physicians and cd\sréhe mandate and vary in
amount, duration and scope between localities.
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In FY 2007, the Maryland Medicaid Waiver for Chidrwith Autism Spectrum Disorder
(AW) offered eight types of waiver services relatedhe treatment of autism spectrum
disorders. Services covered under the waiver afellasvs: >’

= |ntensive individual support services

= Therapeutic integration services

=  Supported employment

» Respite care

=  Family training

= Environmental accessibility adaptations
= Regular residential habilitation

= Intensive residential habilitation

While there may be some overlap with the servicegemmplated in the mandate, the
waiver program is targeted to severely affectedviddals who likely could be
institutionalized without supports. Enrollment untlee AW is capped at 800, and in
August 2008, a total of 2,535 children were on\Weiver Services Registry (which is
essentially a waiting list). Therefore there i®tl of 3,335 individuals either enrolled or
on a waiting list for AW services. This represeait®ut 60% of the total number of
individuals that Mercer estimates could be coveneder any mandafé.The average
cost per child for only the waiver services in Mand was slightly more than $25,000
for fiscal year 2007. The average cost per chitdifaiver services and Medicaid State
Plan services was slightly more than $38,800.

The fees to non-institutional providers under thedMaid program are significantly less
than the corresponding fees observed in the comahenarket. We could safely assume
that, if these services were provided in the concrabémarket, the costs could be at least
double. Maryland Medicaid indicated that they hagerecovered any funds from
carriers because it is their experience that coraiadnealth plans do not cover the types
of services that are provided under the waiver nog.

Based on the costs of ABA and other therapies,safe to assume that many families
cannot afford the costs associated with the tatalpendium of non-covered therapies
and, therefore, certain children would not recehaim unless provided through a
government program such as IDEA. In its analysi¥igfinia’s House Bill 83 — which
would mandate autism coverage, including ABA thgraphe Joint Legislative Audit
and Review Commission notes, “The costs of intenbehavior therapies could be ...
from 38 percent to well over median household inedst

27 Medicaid response to MHCC data request, Octob@8 20

2 Maryland Medicaid indicates that the statistiqgareling the waiting list the following limitationtdividuals on the
waiting list have not been “pre-screened” to deteenif they are eligible for coverage and it is natvn how many
families are unaware of AW or the waiting list.

2 See note 27 above.
%0 See note 2 above.
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Some families who pay out of pocket for autismtireant face major financial hardships.
Such hardships have been well documented in dteiebave had hearings on similar
mandates, as well as in major media stories. Theaty group Autism Speaks
summarized the financial hardships some families fa accessing care for autistic
children:

Families that refuse to allow their children tofeuthrough the inadequate Medicaid
system and are denied coverage by their privatéhhieaurance carriers often end up
paying for therapies out of their own pockets. tfase families, the financial burden
is immense. Without the negotiating powers of aurance company behind them,
out-of-pocket prices are extremely high. Parentsaften spend upwards of $50,000
per year on autism-related therapies, often beangefl to wager their own futures
and the futures of their non-autisticildren to pay for necessary autism-related
therapies. Children whose parents cannot affohtofor behavioral and other
therapies and who cannot access adequate thethmagh the Medicaid system
simply go without these interventiofis.

In 2007, Michael Ganz Ph.D., Associate Directo©Ootcomes Research at Abt Bio-
Pharma Solutions, Inc. completed a study thatmedlithe various costs associated with
autism services. The costs were broken down betdieect costs (based on the value of
goods and services used) and indirect costs (las#tke value of lost productivity). This
often-cited study noted the following types of sost

= Direct medical costs included physician and othefgssional services and supplies.

= Direct non-medical costs included special educatbild care, respite care, out-of
home placements, and other costs associated wittlgdar someone with autism.

= |ndirect costs involved lost productivity assocthteith those affected by autism
during their lifetime as well as family members atker caregivers who may be
forced to limit their work and productivity due tioe need to commit time to care for
someone with an ASD.

This study also provides an estimate of the sdatetsts of autism. Ganz comments, “The
total annual societal per capita cost of caringafad treating a person with autism in the
United States was estimated to be $3.2 millionabmlt $35 billion for an entire birth
cohort of people with autism?’

Studies have also estimated the benefits assoamatie@arly intervention. The report to
the Pennsylvania Health Care Cost Containment Golopébt Associates Inc. (Abt
report) noted, “Jacobson, Mulick and Green furtleported a study using Pennsylvania
data to study early intensive behavioral inten@m{EIBI) in which they found EIBI-
related cost savings of approximately $187 thousar§203 thousand for children served
between the ages of 3 and 22; and, savings of $&&k&and to $1,082 million between
the ages of 3 and 55. Initial cost differencedlioee (3) years of EIBI were estimated at

31 See note 17 above.

32 Ganz, Michael L., MS, PhD. “The Lifetime Distritiom of the Incremental Societal Costs of Autism.”
www.archpediatrics.com. Accessed on November 138 2PBrior to joining Abt Associates, Dr. Ganz wassistant
Professor at the Harvard School of Public Health.
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$33 thousand and $50 thousand per child per yeauthors suggest that these figures
represent a modest impact on cost/benefit rafios.

For families that would likely utilize autism secess, there is obviously significant
demand for the additional coverage outlined intfamdate. Autism also received
significant press during the 2008 presidential caignp, with both major party candidates
recognizing the hardships faced by families affédtg autism, and the need to determine
better ways to support them. On his website, Peesidlect Barack Obama says that he
“will mandate insurance coverage of autism treatraed will also continue to work with
parents, physicians, providers, researchers, dmubkcto create opportunities and
effective solutions for people with ASB#

Coverage mandates in other states have receivesprieed support, and have generally
passed by wide margins. A recent (summer 2008) &dsn Checkpoint poll shows that
about 55% of likely voters surveyed “strongly” soepprequiring insurance companies to
cover treatment for children with autism, and tadther 30% “somewhat” support an
autism mandate. It does not appear that the quesiituded any reference to impact on
premium — which might have affected the respdise.

Currently, collective bargaining units have cover&y autism that is similar to that of
large groups. If the collective bargaining agreemea fully insured plan, some of the
services are currently provided for children unither habilitative services mandate. If the
agreement is self-funded, then services are gépdinalted to diagnosis of ASD and
therapy services, such as speech, up to the conteeaémums. None of the collective
bargaining units surveyed for this analysis haveelits as extensive as those required
under the proposed mandate. The interest for ifwiusnged from mild to moderate,
depending on the cost. If the cost was betweem#@il$a PMPM, there was moderate
interest. If the cost exceeded that range, theastavas mild.

ABA benefits — and many other benefits for servieseat autism — are typically limited
or excluded for self-insured plans. CareFirst anitddl HealthCare noted that they did
not administer any self-insured plans that coveAAB/hile most large employers do not
provide significant coverage for ABA, the US mitga Tricare health insurance
programs and some very large self-insured compdimelsiding Microsoft and Home
Depot) pay for autism behavior therafly.

33 Abt Associates Inc. “Autism Spectrum Disorders Mared Benefits Review Panel Report: Evidence Stiehi
Concerning Pennsylvania HB 1150.” June 18, 2008p&hed for the Pennsylvania Health Care Cost Qumtzit
Council. http://www.phc4.org/reports/mandates/HBA/BaitismPanelReport061808.pdf

34 http://Iwww.barackobama.com/pdf/AutismSpectrumDitgos. pdf
35 http://www.autisminsurancenow.org/public-opinioalp

36 Spake, Amanda. “Families Change Microsoft's VidwAatism.” Smart Money Magazin&lay 8, 2007.
http://www.smartmoney.com/personal-finance/heattheffamilies-changed-microsofts-view-of-autism-28.22
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The Federal Mental Health Parity and Addiction Egéct of 2008 (Mental Health
Parity) was recently passed by Congress as p#éneadmergency bill for the financial
markets. Mental Health Parity precludes any hgahh (fully insured or self-funded)
that provides mental health benefits to employetis 81 or more employees from
treating mental health benefits differently fronyanher medical benefits. If ASDs are
defined as mental health conditions, then the peganandate would appear to conflict
with federal legislation because of the $50,000uahbenefit limit for ASD services. To
retain the $50,000 annual limit contained in theent language, Maryland would need
to clearly state that ASDs are not considered nhéei@th conditions. Based on the
current knowledge and medical practice, the Geresaémbly could reasonably classify
ASDs as neurological disorders rather than meltalsises and impose an inside limit.

Financial Impact

Due to the general lack of coverage for ABA andliitmiation or exclusion of other
services that would now be covered under the mandast data for these benefits based
on insurance data does not exist. This lack oflesgdita hinders the direct development
of cost estimates based on standard actuarial cheltbgies.

The following is a simplified explanation of howstastimates are typically developed.

1. Develop utilization estimates for the additionaivsees under consideration. In this

case, utilization for the various treatments uridermandate would be based on

treated prevalence of ASDs and the distributiohay frequently different types of

services are utilized. These estimates would beldped by age, as they would be

expected to vary significantly for the services emconsideration.

Develop unit cost estimates by type of service.

Apply impact of cost-sharing provisions (copaymentsnsurance, deductibles,

inside maximums (e.g., $50,000 annual maximum asidered in this mandate).

4. Develop expected annual costs based on utilizatiom cost estimates, and cost-
sharing provisions.

5. Add an amount for administrative costs.

6. Adjust for coordination with other benefits, and &mti-selection or anything else that
would impact costs.

wn

Some specific considerations and assumptions negedézl/elop costs and premium
impacts under the mandate are as follows:

Treatment Prevalence

The prevalence of treatment for additional servim®gered by insurers under the mandate
would be impacted by several factors, including (it limited to):

= The actual prevalence of ASDs in Maryland’s popafat

= The existence of an ASD diagnosis. (While an ASBypécally diagnosed around age
two or three, some individuals may be diagnosedwoeinger — or when older, in
the case of those with high-functioning autism).
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= The extent to which those diagnosed will seek tneat under their insurance
policies. (Some individuals will not seek treatm&nin their insurers after being
diagnosed).

» The perceived quality and sufficiency of any thezagprovided through the
educational system. (This would affect the usesofises covered by insurance).

Hard data are not available on the impact of tii@srs. In addition, there is some
controversy and uncertainty of the prevalence sd#&SDs and the expected treated
prevalence of ASDs. Our research showed the foligwi

= |ndependence Blue Cross expected a treated preeatdrl in 400 when they
provided comments to the Commission studying thgaich of the Pennsylvania
autism mandat&’

= BlueCross of Northeastern Pennsylvania expectegbted prevalence of 1 in 150 for
the Pennsylvania mandate.

= In assessing the cost impact of the Louisiana marfdaautism services, James
Bouder noted, “... it is reasonable to forecast thaly beneficiaries of HB 958 based
on a treated prevalence of 1 in 530.”

= A summary of IDEA® and Censuf$ data indicated the following rates for children
receiving educational services in Maryland:

Table 1

Rates of Children with Autism Accessing the
Educational System

Accessing MD Rate per| Rate-1in
Age System Population | 1,000
3to5 606 222,929 2.7 368
6to 11 2,719 420,648 6.5 155
12t0 17 2,086 511,273 4.1 245

Based on the rate of six- to 11-year-olds with &DAaccessing the system, it is
reasonable to assume the 1 in 150 prevalenceamaitedividuals who would seek
treatment for benefits covered by the mandats. diso reasonable to assume that this
number could be lower for children younger than(beccause they have not been
diagnosed), and lower for older children becauseesmay no longer receive treatment
or support outside of a school setting.

%7 See note 33 above.
% |bid
% Ibid
40 http://Iwww.autism-society.org/site/DocServer/AntisMaryland_v3.pdf?docID=10883
41 Census Data web link. http://www.census.gov/hhestitlthins/data_access.html
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Intensity of Services by Age

The intensity of services would be expected to wagypificantly by age and would
generally be expected to be highest during thechoes years (ages three to five). During
this period, many children would be expected tallagnosed, and many would be able to
tolerate and participate in intensive servicest€amuld be expected to decrease for
older children as they spend more time in schooéifltherapies would be covered
through educational programs and, after some peexquensive intensive behavioral
therapies would be less prevalent since they weitlietr be successful (and therefore
wouldn’t be needed as much) or not successful [jgaly be eliminated from a therapy
program).

The often-cited Ganz stutfyshowed direct and indirect costs associated witism for
five-year age bands starting at age three — thevess age at diagnosis. It showed that
direct medical costs (in 2003 dollars) were expktbebe highest from ages three to
seven, averaging around $35,000, and then decsaasicantly as children aged — to
about $6,000 for ages eight to 12, $5,000 for d4§e® 17, and $3,000 for ages 18 to 22.
The report states, “The large direct medical ceaty in life are driven primarily by
behavioral therapies that cost around $32,000 duha first five-year age group and
decline from about $4,000 in the 8- to 12-year gmgeip to around $1,250 for the 18- to
22-year age group.”

The Virginia JLARC report on House Bill 83 noted, 2003 study estimated the annual
cost of intensive behavioral therapies to be $4.f28 preschool-aged children and to
range from $4,140 to $5,914 for older children.@02 study estimated the cost of early
intensive behavioral interventions to be approxatye$22,500 annually*® Note “early
intervention” is for children two years and under.

As noted previously, there are no insured data acthal utilization and unit costs for the
services considered under the mandate; therefosés by age cannot be directly
calculated. The Ganz study and the Virginia JLAR@ort provide useful information on
how costs would be expected to vary by age. THanmation should be considered when
assessing the likely cost differences by age frices covered under the mandate.

Cost Estimates for Other State Mandates

Table 2 in the Virginia JLARC report summarizessmtmandates in other states. We
have included this table for your referefte.

2 See note 32 above.
3 See note 2 above.
4 bid
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Table 2: States with Autism Spectrum Disorder Mandates Including Coverage for Applied

Behavior Analysis-Based Treatment

Year Provider
State Enacted Eligibility Requirements Coverage Limits
Arizona 2008  Bithto 16 years.  Behavioral therapy services  Annual: 350,000 upto age 9
shall be provided or super- $25,000 if between
vised by a licensed or certi- ages 9 & 16.
fied provider Lifetime: None
Flonda 2008 Linder 18 years, ABA services shall be pro- Annual: 536,000
or 18 years & vided by an individual certi-  Lifetima: $200,000
older if in high fied or licensed pursuant to
school & have a Florida statute.
developmental
disability diagno-
sisatage 8 or
younger.
Indiana 2001 Mot specified. Mo licensing requirement. Mot specified.
Louisiana 2008  Under 17 years. ABA providers must be cer-  Annual: 536,000
tified by the Behavior Ana-  Lifetime: $144.000
lyst Certification Board or
provide comparable creden-
tiafs.
Pennsylvania 2008  Under 21 years. Behavior specialists must Annual: 536,000
be licensed or certified by Lifetime: None
the State Board of Medicine
according to statutory
guidelines or be enrolled in
Pennsylvania’'s medical as-
sistance program.
South 2007  Under 16 years & MNot specified. Annual: 550,000
Carolina diagnosed with an Lifetime: None
ASD atage Bor
younger.
Texas 2007 Older than 2 Practitioners must hold a Mot specified

years & younger
than 6 years.

state or national license,
certification, or regisiration
or be certified under the
TRICARE military health
system.

Source: Information on Arizona, Flarida, Indiana, South Carolina, and Texas provided by Autism Speaks, PA HB 1150,

Due to coverage limitations (most important, thios®lving ages covered and lifetime
maximumes), cost estimates in most of these stabedwmnot be directly comparable to
those expected for Maryland. From the table ab8weeth Carolina’s and Pennsylvania’s

costs would likely be most comparable to Marylan@est analyses done for recent

mandates in Wisconsin and Virginia are also insivac
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In the previously mentioned report concerning Pglvasia HB 1150, Abt Associates
noted the following regarding cost estimates inr@gtvania and other stat&s:

With regard to premium increases:

The preponderance of evidence submitted indicastghe premium cost impact of
Pennsylvania’s mandated ASD benefit will be in#ege of one (1) to one and one-
half (1 ¥2) percent.

A study by the opponents of South Carolina’s autisandate, which has a higher cap
than Pennsylvania of $50K per child per year, fitidsincrease to be $48 per
member per year, or $4 per member per month (pmémah)just under 1% of current
premiums.

In Wisconsin, which has no cap, analyses of thedat@a benefit review premium
increases of $3.45 to $4.10 PMPM

A study by the New Jersey Mandated Benefits Adyistommission, reported in
2006, evaluated the impact of the ASD mandatedfiematained in Assembly Bill
A-999, finding that the cost impact on a family hleansurance policy was
approximately $10.17 per month, or approximatelydfyremium.

These estimates would indicate that the cost oMag/land mandate could be
approximately 1% of premium if the estimates fonitr benefits in other states are
reasonable.

The Abt report stated the following with regardrioreases in the cost of benefits from
“opponents” of Pennsylvania HB 1150:

Highmark estimates $81.5M in increased premiumscosta customer base of 4.1M
(This equates to about $20 per member per year).

IBC estimates $57M in increased premium costs baseltreated prevalence
assumption of 1 in 400.

Blue Cross of Northeast Pennsylvania (BCNEPA) estian $12M ($11.5M medical
and $500K administrative) in increased premiumsosta customer base of 600K,
with a treated prevalence assumption of 1 in 186h@f whom will use the
maximum of $36K per annuiThis equates to about $20 per member per year).
The Chamber of Business and Industry cites 4%"asreservative estimate” of
premium increases on 16,000 contracts servicetslBGl subsidiary, where the
average monthly premiums equal $550, and the prarimiarease is estimated at
$264 per year or $22 per month per contract employe

The Insurance Federation of Pennsylvania citemagtis of actuaries at between 2%
and 6%.

The insurer and interest groups opposing HB 1160iged widely varying estimates.
The Highmark estimate would indicate a cost of appnately $20 per member per year,
which is approximately 0.50% of premium, while theurance Federation of
Pennsylvania noted a cost as high as 6%.

45See note 33 above.
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In Virginia, a survey of insurers was conductegntovide cost estimates of the state’s
proposed mandate. Twenty companies provided esfat group coverage. The
median estimate among those 20 carriers when trexage was going to be required for
all employers (and not optional) was $4.88 PMPMhwie range varying from a low of
$0.04 PMPM to $6.16 PMPM. The median increase doriers operating in the
individuégl market was also $4.88 PMPM, with thegameing $0.14 PMPM to $6.67
PMPM.

The estimated costs of the Virginia mandate arbdrithan observed in some other
states, however, the Virginia analysis indicateat thany other states cover autism
through their mental health parity mandates, whigmot include the types of services
provided in ASD-type mandates. There were conddaisthe mandate could increase the
use of investigational or untested treatments 8DA4; result in a lack of coordination of
services for individuals with ASDs and that onlpuable providers should be covered
by the mandafé.

The wide variability of cost estimates provided\tixgginia and Pennsylvania insurers and
insurer interest groups illustrates the difficultydeveloping cost estimates for autism
coverage where there are essentially no data fopkams that provide benefits similar to
those mandated.

Cost Estimates from Maryland Insurers

Large Maryland insurers provided very little infaxtion when asked, “What would be
the premium increase if you were obligated to ptewenefits for the diagnosis and
treatment of autism spectrum disorders?”

= Two carriers provided cost estimates. One carggémated the cost at approximately
$45 million, or $5.00 PMPM, or $60 per member pearyffor Maryland-based fully
insured businesses only. The other carrier, whashdxpended more resources
estimating the costs of autism mandates in otlaestestimated the cost at $1.43 to
$3.22 PMPM, or $17.16 to $38.64 per member per. yidas last estimate is based on
the assumption that ASDs are not considered a ménéss and that the annual
$50,000 maximum would not be affected by the fdddental Health Parity Act.

= Four insurers provided no quantitative estimate said the cost would cause no
significant increase; the other three indicated #maestimate was unknown or not
available.

46 See note 2 above.
4T bid
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One carrier did provide some perspective on theomsafor not being able to quantify
a premium impact, commenting, “This is difficultéstimate without more specific
information, such as:

= the evidence based information related to the qp@t® number of hours of
treatment per day/week/month;

= types and numbers of appropriate treatments péwedai/month; appropriate
ages for specific types of treatments;

= isthere a limit/level where ABA is no longer effee;

= professional license/certification of providersABA care so a cost per service
can be estimated. (For example, we have read thaB& certified educator
would charge about $100 — $130/hour, while an ABéned staff would charge
$20 — $30/houir).

= While the proposed bill specifically identifies addfines ABA as part of the
mandate, there are other approaches to the caagitism and ASD that perhaps
could be included in some of the very broad deting. However, we are not
aware of any evidence-based information that emplaow or if ABA can be
combined with other approaches or how other appescould coordinate,
replace or supplement ABA.

We are not able to factor in those possibilities.”

Insurers also expressed some of the concerns aedtaimties associated with providing
the mandated benefits, as well as some of theylkeininistrative difficulties:

Increased credentialing costs for determining diiadtions of ABA providers Fhere
may not be enough qualified providers to supplyises if this proposal passes.
Carriers have no experience contracting with ncalthecare providers but would
have to develop a network of such caregivers iinla@date was enacted. Carriers
would have to develop a fee schedule/payment fevelon-health care providers,
develop and/or work with public agencies to develoteria for determining who is
gualified to provide these services, and develdzation management and medical
policy standards and guidelines for ABA.

The costs of obtaining treatment plangn updated treatment plan can be requested
every six months, but carriers would have to bearcbsts of obtaining this plan.
Currently, carriers generally do not pay providerstreatment plans.

Limitations on carriers’ ability to contain costsCurrent language appears to limit
the carriers’ ability to implement cost containmargasures, including the ability to
perform utilization management and determine médieeessity. The treatment plan
should be developed on the basis of an evaluatioe-evaluation of individuals in
accordance with the recommendations of the Ameraademy of Pediatrics and
should be a comprehensive plan across disciplinelsiding medical, behavioral, and
mental (if appropriate).
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= What is the educational system’s role in helpingréat autism -Case management
services appear to be critical in coordinatingdaee between the potential number of
providers and the educational system. Who is gtwritave “ownership” for the case
management plan of treatment---the educationaésystr the medical providers?
How and who will measure progress under a speitédatment plan? It appears that
some services that are currently provided by thealcsystem would be transferred
to the medical system. The educational system dhmiencouraged to improve the
services provided to these children. We understiaaidexisting federal law requires
state and local school systems to provide apprigpservices for children with autism
and ASD. Why should employers — especially smajplegers — be required to
subsidize the educational system through healtmipiras when health premiums are
already perceived as being too high, and why shetddce health care dollars pay for
educational services?

» Reliance on ABA as sole treatment methdthe proposed mandate appears to rely on
ABA as the only method of treatment; it does ntivalfor other methods. What
happens if a study definitively demonstrates thBAAs of no value?

= Uncertainty regarding the kind of qualificationsdcharedentials to require of
providers— The proposed mandate states that ABA can bedadwnly by someone
who is an MD or a PhD, or someone who is undestipervision of either of these
two. This does not specify that they have any ingiin ABA. The other provision
states that a provider could treat using ABA aglas they are credentialed by the
Behavior Analyst Certification Board. Proposal®ther states have recommended
that treatment be provided by a certified licengexvider.

= Potential increase in “diagnostic substitutior” There may be increased use of
nonspecific pervasive developmental disorder cédescess treatment of what
previously may have been considered developmeatal/dattention deficit disorders,
and mental retardation. These are also diagnosegioh many proposed treatments
are considered not medically necessary.

One carrier thought the current habilitative casndate would need to be reworded to
prevent duplicative care requirements. This sameecabserved that the current
habilitative mandate covers children to age 18 attie proposed autism mandate
provides coverage to age 21.

Another carrier suggested that the legislationudellanguage to ensure that the benefits
would not be considered mental health benefitsthaticarriers would be allowed to
apply exclusions and limitations similar to thosedther medical services, such as
prohibition of providers from treating relativesctsion of experimental medical care
and unproven treatments for ASDs, and exclusiastioér experimental treatments. Two
such examples are art therapy and chelation théeapsactice of removing all heavy
metals from the child — this has resulted in sexiside effects and even death).
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Independent Cost Estimates

The challenges of developing costs for the mandsgedces are highlighted by the
variability in insurers’ cost estimates for mandbaeitism benefits as well as some of the
insurers’ comments regarding projecting costs arefamming anticipated administrative
difficulties. Due to these challenges, it was egalyimpossible to do any “bottom-up
pricing” by estimating the expected utilization amdt costs associated with specific
services by age to estimate costs.

To develop cost estimates, we had to use some jugigragarding treated prevalence, the
typical costs of a treatment program, and the efitage and the integration of
educational supports on treatment costs. In ligth® uncertainty associated with many
of the assumptions needed to develop cost estirf@tédse services, we developed a
range of estimates that provides some reasonatéigey to results.

Treated Prevalence We used the IDEA datasets and population daéadertain how
many diagnosed autistic children were accessingdiieation system in Maryland. As
shown previously, these numbers tend to spikearsik- to 11-year age band and are
lower at younger and older ages. Also, the IDEAadhies not include any specific data
for children under three, so we assumed that gdetdd prevalence would be some
portion of the three- to five-year-olds’ estimats. some younger children might not
access the educational system but could receivefilennder a mandate, we used IDEA
educational access data as a lower limit for tceptevalence.

Table 3
Estimated Treated Prevalence

5 8.0
o 60 - //"\ ---------------------
40} . e I
e § 4.0 /'/ \ .
S .
2 = .0 /
o - ‘

Oto 2 3to5 6to 11 12to 17 18to 20

Age Band
\ —+—Low —=— Mid High - - - - - - CDC (1 in 150)

Intensity of Services by AgeAs noted previously, the Ganz study and theiNiag

JLARC analysis both indicated that ABA-associatests peaked at preschool ages and
then decreased for older children. We would aldwigate relatively intensive usage
from children two years or younger receiving treai) but not as intensive as the usage
for ages three to five, which we would expect tdlgest. In fact, our model assumes
that annual costs will be 60%, 80%, and 90% off#@ 000 maximum for ages three to
five. (These percentages represent the low, mu hegh estimates; for example, the low
estimate would be 60% of the $50,000 mandated maxinor $30,000; 80% represent
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an average annual cost of $40,000 and 90% repseapratverage annual cost of
$45,000).

In our review of data and information, simplifiediucost estimates could be $100 per
hour for OT, PT, or ST services, which would resulapproximately $5,000 annual cost
per weekly hour of therapy. For ABA, costs couldap@roximately $40 per hour (this
includes a mix of higher and lower-cost therapjgisapproximately $2,000 annual cost
per weekly hour of therapy. With intensive progrgrosgentially requiring five to 10

hours weekly for OT, PT, and ST, and 15 to 40 haweskly for ABA, costs for intensive
therapies for preschool-aged children could easieed the $50,000 annual maximum
under the mandate, so the average costs woulddngeapercentage of the maximum.
For older children, we would expect costs to dessesagnificantly, with a slope generally
consistent with the costs by age shown by Ganpugih we estimate that the decrease in
costs for older children would reflect a more gradiecreasing slope to account for the
likelihood that, at least initially, there could e expectation of higher ABA utilization
for older children who have not received ABA praisty. Costs would be expected to
decrease for older children for three main reasons:

= Successful early interventions will result in amased need for therapies.

= Unsuccessful therapies will result in coverageckmtain therapies being reduced or
terminated.

= Older children spend a larger percentage of tivee in school, where support
services are paid by schools rather than by insufidre time commitment associated
with intensive programs is not practical if insussdvices are received at times other
than during the school day.

Our estimates for the costs by age band are shelewbNote that the Ganz costs are
trended to 2007, and the costs by the Ganz ageslzadveighted to adjust for our use of
different bands. We use 2007 as the base year $®das the year for which we have
base premium data.

Table 4

Estimated Additional
Cost per ASD Child (2007 Dollars)

$60,000
= $50,000 * * * = ¢
(@]
o $40,000 -
T $30000 ?Z\\%_\
c

$20,000 - %
< -

$10,000 —

$- ‘ e
Oto2 3to5 6t011 12to 17 18to0 20
Age Band

—— Low —=— Mid High Ganz Trended to '07 —«— $50K Max Ben

28



Annual Mandated Health Insurance Services Evaluation Maryland Health Care Commission

Based on our estimates of the treated prevalenegical costs for the noted age bands,
and Maryland demographic data, we developed a rahgstimates of the total annual
costs that might be expected under our range ohgstsons. We translated these benefit
costs to a PMPM basis in 2007 dollars by dividingnh by the under-65 Maryland
population, and then adding administrative costeges based on typical insurer
administrative costs. These amounts were also ledéclias a percentage of per-member
premium based on small group premium data. Our toid, and high estimates as a
percentage of premium were 0.52%, 0.85%, and 1 @2¥e CSHBP per-member
premium. Summaries of these calculated amountsheren in Table 5.

29



Annual Mandated Health Insurance Services Evaluation Maryland Health Care Commission

Table 5
Low Estimate
ASD Treated
Age Band %  Prevalence for Cost per Mandate Cost
Age Band  of Population Age Band Treated Child per Insured MM
Oto2 4.6% 0.09% $15,000 $0.63
3tob 4.5% 0.27% $30,000 $3.66
6to11 8.5% 0.65% $19,659 $10.77
12t0 17 10.3% 0.41% $6,758 $2.84
18to 20 4.6% 0.41% $2,625 $0.49
32.4% $18.39
Admin Estimate $1.49
Admin % of Premium 7.50%
Premium Increase Per Member $19.89
MD 2007 Small Group Premium per Member $3,801
Premium Increase % of Premium 0.52%
Mid Estimate
ASD Treated
Age Band %  Prevalence for Cost per Mandate Cost
Age Band  of Population Age Band Treated Child per Insured MM
Oto2 4.6% 0.14% $20,000 $1.25
3tob 4.5% 0.41% $40,000 $7.33
6to11 8.5% 0.67% $26,212 $14.81
12t0 17 10.3% 0.53% $9,011 $4.95
18to 20 4.6% 0.53% $3,499 $0.85
32.4% $29.20
Admin Estimate $3.24
Admin % of Premium 10.00%
Premium Increase Per Member $32.44
MD 2007 Small Group Premium per Member $3,801
Premium Increase % of Premium 0.85%
High Estimate
ASD Treated
Age Band %  Prevalence for Cost per Mandate Cost
Age Band of Population Age Band Treated Child per Insured MM
Oto2 4.6% 0.27% $22,500 $2.82
3to5 4.5% 0.54% $45,000 $10.99
6to1l 8.5% 0.67% $30,455 $17.21
12to 17 10.3% 0.67% $12,153 $8.35
18to 20 4.6% 0.67% $3,499 $1.06
32.4% $40.44
Admin Estimate $5.78
Admin % of Premium 12.50%
Premium Increase Per Member $46.22
MD 2007 Small Group Premium per Member $3,801
Premium Increase % of Premium 1.22%

These independent estimates are within the randeawe observed in other studies.
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We have made no attempt to differentiate betwekrdsts and marginal costs, as some
autism services are covered under the habilitatreices mandate. We did not have any
hard data to estimate their costs, which we woxftket to be relatively low compared
with the costs of the additional services undes thandate, especially ABA services.

Table 6: Summary of Cost Estimates for Autism Bendfs

Cost

Estimated cost of mandated benefits as a

. 0.52% to 1.22%
percentage of average cost per group policy

Estimated cost as a percentage of average wage 0.07% to 0.17%

Estimated annual per employee cost of mandated

benefits for group policies $36 to $83
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2

Coverage of In Vitro Fertilization

Insurance Article15-810, Annotated Code of Marylgmhibits a health insurer, non-
profit health service plan, or HMO (carrier) froefusing to issue a policy providing in
vitro fertilization (IVF) benefits after: (1) an plicant is tested for infertility; or (2) a test
performed on an applicant results in a diagnosishekplained infertility or a similar
diagnosis. In addition, Section 15-810(b)(3) of thendate states that benefits must be
provided for outpatient expenses arising from I\Yégedures if the patient and/or the
patient’s spouse have a history of infertility ofeast two years, or the infertility is
associated witkndometriosis, exposure to diethylstilbestrol (DES)ckage or removal
of fallopian tubes, or abnormal male factors.

The proposed change to the mandate addressesrSEstR10(b)(3)(i) and specifies that
the duration of infertility will be counted withouégard to any pregnancy terminating as
a result of a miscarriage. Since Section 15-81€adly requires insurers to cover IVF for
beneficiaries who meet the current mandate’s requents, the additional cost of the
proposed change would result from a subset of wontenare not considered infertile
based on the definition of infertility under ther@nt mandate, or potentially women who
could meet the definition earlier due to a miseay®i not counting towards the “duration
of infertility.”

We anticipate that the mandate would largely affé€tcoverage for three groups of
women:

(1) Women (or couples) who have an underlying @mrdor conditions not
specified in the mandate, that could be expectedmoeive, but not carry a pregnancy to
term. These women have some underlying conditiahrésults in pregnancies being
terminated by miscarriage for which IVF has beeomghto be more effective than other
fertility treatments.
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(2) Women who have experienced at least one nniagarand are seeking
aggressive reproductive treatments and desire D&Hal its perceived higher likelihood
of producing a pregnancy relative to other treatisieat do not necessarily have an
underlying condition that would make IVF more effee.

(3) Women who have experienced a miscarriage ioriged number of
miscarriages who could potentially meet the tworyetertility requirement under the
current mandate, but who would meet it sooner utifdeproposed mandate.

A discussion of the medical, financial, and sosigbacts of this proposed mandate
follows.

Medical Impact

In this section, we answer questions regardingdv¥erage for women who have had at
least one miscarriage and a history of fertilitgldems.

» Does the medical community recognize IVF as beindfective in treating
patients with a history of miscarriages?

> Is IVF generally recognized by the medical communyt, as demonstrated by a
scientific and peer review of literature?

» Is IVF available and utilized by treating physiciars?

With the implementation of Section 15-810 of theurance Article, Maryland
recognized that IVF meets the medical efficacy negpents to become a mandated
benefit. A discussion of IVF’s merits has been rmysly reviewed by the Maryland
Legislature and therefore not replicated in thgore However, the proposed change to
the legislation does prompt the question of howdaive IVF is in treating infertility in
women who have had one or more miscarriages relatiother reproductive treatments.

A miscarriage is commonly defined as the loss fetas within the first 20 weeks of
pregnancy and may result from a variety of cauSsasomosomal problems, uterine
abnormalities, hormonal issues, immune system pro| and infections are among the
main causes. These factors also top the list fasesattributed to repeat miscarriages.

Additionally, women with the following characteiist are at a greater risk of
miscarriage”’

= Previous miscarriage

= Qverage 35

= Maternal illness

= Alcohol consumption — more than two drinks per day

= Cigarette smoking — over half a pack per day irsesahances significantly
= Excessive consumption of caffeine

48 Marchofdimes.com: Medical References, Miscarridug://www.marchofdimes.com/professionals/1433D2Lasp

4% www.umn.edu: University of Maryland Medical Centlstiscarriage.
http://www.umm.edu/altmed/articles/miscarriage-00®.htm
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According to the American College of Obstetriciamsl Gynecologists (ACOG):
Miscarriage is the most common type of pregnansy.|8tudies reveal that anywhere
from 10-25% of all clinically recognized pregnargigill end in miscarriage. Chemical
pregnancies may account for 50-75% of all miscayeis. This occurs when a pregnancy
is lost shortly after implantation, resulting ing@ding that occurs around the time of her
expected period. The woman may not realize thatsheeived when she experiences a
chemical pregnancy. Due to the nature of chemical pregnancies, we evoat

anticipate that they would have a significant intpgac IVF eligibility under the current or
proposed criteria, since they most likely would have been documented by medical
professionals or carriers.

The proposed changes in the mandated IVF covefragédstarget women who have an
underlying condition that allows them to conceivewever, does not allow them to carry
a pregnancy to term, and IVF would increase thaillood of a successful pregnancy
versus another means of treatment.

According to Alan Zwerner, MD, Mercer's Ob-Gyn coltant with extensive infertility
practice experience, elimination of counting misieges in determining the two-year
waiting period prior to initiating infertility trdenent is reasonable and fair. The primary
goal of infertility treatment is a live birth an@&thy baby. Miscarriages, by definition,
do not result in this outcome; i.e., a live birfierefore, it is reasonable to not count the
occurrence of a miscarriage when determining ifoaman is infertile. However, that said,
elimination of counting miscarriages should not iyipat IVF is the appropriate
intervention. The couple first needs to undergogachl, comprehensive work-up to
ascertain the underlying cause of the infertiktjrich will determine the recommended
clinical approach. IVF may by one of several pdssiteatments. For instance, if the
underlying cause of the miscarriage(s) is a geradormality of sperm, donor sperm
may be a more practical and less invasive apprtbachIVF. If the underlying cause of
the miscarriage(s) is a structural uterine abnatgndhen IVF in and of itself will not
help the woman carry a fetus to a live birth.

One statistic that suggests that IVF should gelyemak be automatically covered is that
even without treatment, women who have had multipilcarriages have a 60 to 70
percent chance of a successful pregn@h@ye decision to undergo IVF treatment or
cover it should be taken very seriously based erptitential risks associated with
multiple births which include greater risk of premv@ birth, low birth weight and birth
defects, as well as increased risks to the wonmeiyding high blood pressure and
postpartum depressioH.

%0 American Pregnancy Associatidvijscarriage—guoting statistics from American College of Obsoéns and
Gynecologists, last updated 2007. http://www.angmzegnancy.org/pregnancycomplications/miscartige.

51 Mayo Clinic Staff. “Pregnancy: Understanding Mistgage.” January 23, 2008.
http://www.mayoclinic.com/health/miscarriage/PR0D09

52 Medical News Today. “Wall Street Journal ExamiRessistent Multiple Births After IVF As Doctors Igre
Guidelines.” October 10, 2005. http://www.medicalstoday.com/articles/31784.php
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Additionally, studies indicate that 30% to 40% oégnancies with three or more births in
the U.S. occur due to the implantation of more tenrecommended number of embryos
during IVF>3 In the opinion of Mercer’'s medical staff, "Fronabing" and use of

multiple embryo implants raises medical and ethgslies. For example, if four embryos
survive, would the patient and physician contengpthe possibility of selective
harvesting? Although the likelihood of successeases with multiple implants, indeed
there is a significant price to pay from the addesits and compromised outcomes that
accompany multiple gestations.

In theory women who have had recurrent miscarriagmdd be most likely to seek IVF
treatment under the proposed mandate, although toerd also be another category or
women whose age makes conceiving more difficult wiay want to go directly to IVF
after a single miscarriage. An underlying conditieducing the likelihood that a
pregnancy would result in a live birth could masifeéself through recurrent miscarriages
which are a serious problem for a small percentdgeomen. In many cases there is
likely a persistent underlying cause for pregnadoesg in a portion of the women who
have experienced recurring miscarriatféd/omen who have had multiple miscarriages
are encouraged to have testing done to determéneritierlying cause. Discovering the
underlying cause allows for treatment to prevetirimiscarriages.

The overwhelming majority of procedures used tattrecurrent miscarriages do not
include IVF. Due to the invasive nature and emdalatress of IVF, most doctors would
recommend other treatments, and the mandate reghgaise of other treatments if they
are covered under the insurance contract. Howeweler certain circumstances, IVF
appears effective in treating recurrent miscarsagie 3% — 5% of all recurrent
miscarriages, a form of IVF treatment known asiprplantation genetic diagnosis can
be used to treat couples with chromosomal abnotiesfrom either the male or the
female — where the woman may be able to conceitehle chromosomal abnormality
causes the pregnancy to termim&t&/F allows doctors to examine an embryo for
chromosomal abnormalities before it is placed hatkthe womar®

According to the Centers for Disease Contr@D®5 ART Repor70,068 advanced
reproductive treatment (ART) cycles were perfornmethe US in 2005 on women who
had not previously given birth. (Note that ART dN@& are generally synonymous). Of
those cycles, 27% were reported by women who hacdbomore previous miscarriages.
An analysis of the success rates showed that wawviterone or more previous
miscarriages were as likely to have a live birtlwasnen without a history of
miscarriages. Thus, ART procedures are currenilygogerformed on women with a
history of one or more miscarriages, and the siscobthose procedures does not appear
to be hindered by a history of miscarriade.

%3 |bid

54 Investigation of Treatment of Couples with Recntidiscarriage, Royal College of Obstetricians and
Gynaecologists. Guideline No. 17. http://www.rcag.ak/resources/Public/pdf/Recurrent_Miscarriagel Npdf

*Ipid

%8 Brody, E. Jane. “Trying Again After Recurrent Mastiages.' The New York TimeMarch 25, 2008.
http://www.nytimes.com/2008/03/25/health/25brod |htm

57 Centers for Disease Control. “2005 ART Report.” @6tober 2007. http://www.cdc.gov/art/art2005/dtvaa. htm
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According to the Centers for Disease Control arev&mntion (CDC), a woman’s age is
the most important factor in the success of IVFe dlder the woman, the less likely IVF
will result in a live birth. This is especially gifor women over age 40. A study by the
CDC shows that 37% of ART cycles among women uader35 resulted in live births,
while only about 16% of cycles among women agee$@ited in live births. This
percentage decreases about 3% - 4% each yeaagét&0. Women who have had
fertility problems and at least one miscarriage Mide eligible to receive IVF treatment
earlier than the current mandate provides. Thisdcbe expected to increase the
prostgability of a successful IVF cycle for older wem particularly for women over age
40.

Mercer surveyed several major insurers that prog@erage in Maryland. The carriers
expressed concern over the increased cost anaiatikical rationale for the proposed
change. Their concern was that women would reddizdreatment despite a low chance
of a successful pregnancy. Additionally, carrigesmed the clinical definition of
infertility as the inability to get pregnant; a wésriage would not meet that definition.

Several insurers noted these concerns in survepmess, as follows:

» “The statistics on spontaneous abortions (SABgourrent pregnancy loss (RPL) is
[are] varied since many pregnancies result in dady that is not reported and in fact
the woman may not even know that she is pregnaiihe.benefit of IVF as a
treatment for SAB/RPL is unclear and unproven.... potential for identifying a
large population as having a history of SAB coupiéith varied and unproven
treatment methodologies creates an environmentuoovel to over- and mis-
utilization....”

= “...proponents of the legislation should be askeprtivide the clinical research/study
results documenting that women with a history ofcarriages can safely and
successfully carry to term a baby conceived thraifgh”

Similar concerns were expressed during a confereamit@among some of the medical
directors from major insurers in Maryland, the MHG@Dd Mercer: During the
conference call, it was noted that there are mamges for multiple miscarriages, and
identifying the underlying cause(s) is more impott@ a successful delivery. By
definition, if a woman has had multiple miscarriagehe has been able to conceive.

The medical directors on the conference call inéddhat infertility is now generally
defined clinically as greater than one year of f@gunprotected intercourse without
conceptionMost IVF protocols allow eligibility for IVF afteonly one year of infertility,
as opposed to the existing law’s two-year requirgme

Ignoring pregnancy and miscarriage occurring dutiregtwo-year period required in
Maryland law effectively accelerates the eligilyilior IVF by months or years. Some
natural pregnancies that might have normally oezbafter 13, 14 or 15 months of
"infertility" as it is customarily defined will bpre-empted.

*8 |bid
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Shortening the time interval during which women bagin IVF will increase the
likelihood of a successful pregnancy in large plat to the patient being younger by
roughly one year. Furthermore, the mandate limithgtreatment to three cycles does
encourage fertility specialists to "front load" amgke multiple embryo implants. This
raises medical and ethical issues. For exampleurfembryos survive, would the patient
and physician contemplate the possibility of s@kedharvesting? Although the likelihood
of success increases with multiple implants, indbede is a significant price to pay from
the added costs and compromised outcomes that aacgymmultiple gestations.

Social Impact
In this section, we address the following:

» To what extent will the proposed change generallyebutilized by a significant
portion of the population?

» To what extent is the insurance coverage already gerally available?

» To what extent does lack of coverage result in indiduals’ avoiding necessary
health care treatments?

» To what extent does lack of coverage result in unasonable financial
hardship?

» What is the level of public demand for the servicés

» How interested are collective bargaining agents inegotiating privately for
inclusion of this coverage in group contracts?

» To what extent is the mandated health insurance seice covered by self-
funded employers in the state with at least 500 erfgyees?

The CDC is required to oversee all advanced remtodutreatments (ART). In 2008, it
released the results for cycles that began in Z0B& report shows that, from a reported
422 clinics, there were 92,405 cycB<omparing this with the 6.1 million women with
infertility problems, the number and percentagentdrtile women who choose some
form of ART is relatively small. Likewise, utiliziain for the entire population is even
smaller®

In Maryland, of an estimated 740,000 women of chiédring ag¥ with employer-based
coverage, the number of CDC-reported cycles wag4ij 20052 This would indicate

an incidence of approximately 6 per 1,000 womechdlfl-bearing age, or 1 per 1,000 for
all members. In either case, the benefit would setlby a small portion of the

%% bid, 85
50 National Center for Health Statistics. Infertilityttp://www.cdc.gov/inchs/FASTATS/fertile.htm
51 US Census Bureau. Health Insurance Table Crdattpr//www.census.gov/hhes/wwwi/cpstc/cps_table tordaml
82 Centers for Disease Control, 280-286
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population. The relatively low incidence of IVF @&tenent does limit the number of
settings in which it is performed, and availabilgyless widespread in geographic areas
with limited populations. As the 2005 CDC data gaded, IVF was performed at only
seven sites in Maryland that year.

Maryland currently mandates IVF coverage after ayear infertility period and for
infertility associated with certain factors. Carsienust provide three in vitro fertilization
attempts per live birth, at a maximum benefit o0@,000. The change in the mandate
language would cover additional women, or cover eonrmooner who have experienced
miscarriages.

In general, carriers do not recognize infertilitgattment as medically necessary.
Although there may be health effects associatel mfertility, and the lack of access to
infertility treatment may contribute to mental tbaksues involving stress or depression,
most carriers would consider infertility treatmanthoice, rather than a necessity, as
there are no direct medical consequences for pedpdedo not seek IVF treatment.
Regardless of necessity, we would also questioappeopriateness of mandating
coverage of IVF for individuals when there is nodical evidence to suggest that IVF
would result in a better outcome than other medams potentially have IVF treatments
covered by the mandate. Some have asserted thatgéecy for curing infertility is

rather low compared with other medical prioritiés.

The financial impact for the individuals affecteglthe mandate is significant. In the
Financial Impactsection of this report, we note a per cycle c6§tl®,000 to $20,000.
The changes in the proposed mandate would allove seomen to become eligible for
IVF coverage who previously were not, and othersgcome eligible for covered
benefits sooner. The financial hardship for womea their families who pay for IVF
treatments out-of-pocket could be significant, hegreas noted in many cases there are
alternative, frequently utilized lower-cost altetimas to costly IVF treatments available.
While the actual number affected would be smadirehwould likely be a great deal of
demand in receiving this benefit by those affected.

All collective bargaining agents who respondedh® durvey indicated that this benefit
was already covered. However, it is quite posdiidé the bargaining agents are not
totally conversant with all of the details of theurrent benefits. This is a rather “subtle”
change in the verbiage. Mercer also surveyed spsr@sml administrators of self-funded
plans and determined that coverage of IVF benaitdefined in the current Maryland
mandate varied. Generally, coverage varied fromezao carrier, and specific coverage
was also plan specific and based on the plan spsrseference. One carrier noted that
the IVF coverage consistent with the current mameats not part of any self-insured
plan, while another indicated that all self-insuptahs had benefits consistent with the
current mandate.

Financial Impact

5 Mandated Benefits Review by the Pennsylvania He2ére Cost Containment Council. March 2006.
http://www.phc4.org/reports/mandates/HR400/docstateHR400report.pdf
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The commonly accepted definition of infertilityi2 months or more of unprotected
intercourse without pregnanéyand the current provision in Section 15-810(by3he
Insurance Atrticle states that the duration of itiligr must be at least two years (or the
infertility must be associated with certain facydim benefits to be provided. Since
Section 15-810 already requires insurers to covErfor beneficiaries who meet the
conditions in the current mandate, the additional of the proposed change would be
for those groups of women identified in the firage of this report.

Data from the 2005 CDC ART study for Maryland irated that 4,078 IVF cycles were
undertaken at Maryland facilities in 208BWe could make the assumption that the vast
majority of these IVF treatments would be providedsured individuals though the
treatments may not be covered. We are also assuhahthe cost per cycle ranges from
$15,000 to $20,000 — which is consistent with tlep&tment of Legislative Services’
HB 701:Fiscal and Policy Note and that a woman undergoing IVF treatment would
have 1.5 cycles per year, which is consistent mithprior MHCC in vitro analysis,
conducted in 2002. We note that our analysis of ibmgact is not nearly as sensitive to
the per-cycle cost assumptions as it is to thert@miogy and necessary ranges around
other assumptions related to the estimates ofuh&oer of treatments affected by the
proposed mandate and the expected increase intiNZation.

Determining exactly how many additional cycles vebbk undertaken or undertaken
sooner, and how many cycles that would have bedartaken, anyway, in the absence
of the revised mandate and paid for out-of-poclketlse they did not qualify for
coverage under the existing mandate is challen@pgcific information and data on the
nature of the reason for the IVF treatment, thégrce and timing of miscarriages for
those who have received IVF, and the incrementditiadal women eligible for covered
IVF treatments based on the revised eligibilityesta who would now utilize IVF do not
appear to exist.

As noted previously, 27% of the national IVF cyadle2005 for women who had never
given birth were reported for women who had had@n@ore previous miscarriages.
Based on this statistic, 27% is a reasonable stppiint for an estimate of the total
percentage of IVF cycles that could be impactethieychange in the mandate eligibility
requirements. As this 27% is only a reasonableis¢apoint for the percentage of IVF
treatments under the current mandate that could theair coverage impacted by the
proposed mandate, a range could be 20% - 35%. Wiklweapect that coverage could be
impacted for this group in the following manner:

(1) No effect (e.g., women who have one of thedigel conditions -
endometriosis, exposure to diethylstilbestrol (DHE)ckage or removal of fallopian
tubes, or abnormal male factors and would alre&dgdvered)

(2) Covered sooner (e.g., women who could meettinent two year
requirement, but will meet it sooner by not consitlg miscarriage(s) in the two year
period)

54 Definition of Infertility. http://www.medterms.cofscript/main/art.asp?articlekey=3977
% Centers for Disease Control, 280-286
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(3) Covered when previously not covered (e.g., ldoot be expected to meet
the two year period for infertility under the curtenandate due to miscarriage(s))

As part of the financial impact analysis, we haseéneated the additional costs associated
with the IVF cycles that would be performed under turrent mandate for women who
have had miscarriage(s), but could be coveredrdiftty under the proposed mandate as
noted in (1) — (3) above. In order to do this, vael ko develop estimates as to the
percentage of the IVF cycles undertaken by women lndve had miscarriages that under
the proposed mandate would be covered in the saaneen be covered sooner, and
would now be covered but were not previously.

In estimating the cost of accelerated service$\br we have assumed that services
would be provided one year earlier and that the isdsased on the time value of money,
assuming a 5% interest rate.

In addition, we need to consider additional cds#t thay be incurred for IVF treatments
undertaken by women who would seek IVF due to dleethat it would be covered under
the proposed mandate. We have based the estinfdtesaditional IVF cycles
undertaken by developing a range of estimatedoiricreased IVF utilization based on
a New England Journal of Medicine study of theat#hce in utilization when IVF is
covered by insurance mandates versus when it i& not

% Tarun Jain, M.D., Bernard L. Harlow, Ph.D., andriB. Hornstein, M.D. “Insurance Coverage and Ontes of in
Vitro Fertilization.” The New England Journal of Medicin@ctober 29, 2002.
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Our resulting estimate of the incremental coshefd¢overed benefits is approximately
0.03% — 0.22% of premium, as outlined in Table [bwe

Table 7: Estimated Cost of Mandated In Vitro Benets

Scenario

Low Mid High
Total Number of Cycles in Maryland per CDC Data 4,078 4,078 4,078
Estimated Cost per In Vitro Cycle $ 15,000 $ 17,500 $ 20,000
Estimated Maryland In Vitro Cost with Current Mandate $ 61,170,000 $ 71,365,000 $ 81,560,000
% of IVF Cycles for Women who have had a Previous Miscarriage 20% 27% 35%
Total Cycles Currently Undertaken by Women having Prior Miscarriage 816 1,101 1,427
Impact of Mandate for Currently Performed IVF
(1) % of Cycles Unaffected by Mandate 60% 40% 20%
(2) % of Accelerated Cycles 20% 30% 40%
(3) % of Cycles Covered by Proposed Mandate Previously Uncovered 20% 30% 40%
Cost per Cycle of Proposed Mandate for Currently Performed IVF
(1) Cycles Unaffected by Mandate $0 $0 $0
(2) Accelerated Cycles $750 $875 $1,000
(3) Cycles Covered by Proposed Mandate Previously Uncovered $15,000 $17,500 $20,000
Cost of Proposed Mandate for Currently Performed IVF
(1) Cycles Unaffected by Mandate $ - $ - $ -
(2) Accelerated Cycles $ 122,340 $ 289,028 $ 570,920
(3) Cycles Covered by Proposed Mandate Previously Uncovered $ 2,446,800 $ 5,780,565 $ 11,418,400
Cost of Proposed Mandate for Currently Performed IVF $ 2,569,140 $ 6,069,593 $ 11,989,320
Cost of Additional IVF Cycles
Multiple of Cycles Covered by Proposed Mandate Previously Uncovered 100% 139% 177%
Cost of Additional IVF Cycles due to Proposed Mandate $ 2,446,800 $ 8,006,083 $ 20,210,568
|Total Additional Cost $ 5015940 $ 14,075,676 $ 32,199,888
Approximate Employer Based Coverage Cost $14,376,246,170 $14,376,246,170  $14,376,246,170
Current Mandate Base Cost/Year (Per member) 15.50 17.27 18.40
Marginal Additional Cost/Year (Per member) 1.33 3.72 8.51
Proposed Mandate Full Cost/Year (Per member) 16.82 20.99 26.91
2007 CSHBP Premiums $1,587,121,749  $1,587,121,749 $1,587,121,749
2007 CSHBP Member Months 5,010,080 5,010,080 5,010,080
2007 CSHBP PMPM Premiums $317 $317 $317
Base Cost/Year as % of SG Per Member Premium 0.41% 0.45% 0.48%
Incremental Cost/Year as % of SG Per Member Premium 0.03% 0.10% 0.22%

We have not included any additional costs assatiatith the increase in complicated
pregnancies, live births, and multiple births ttat be expected from the increased
accessibility to and utilization of IVF. This isfficult to quantify and the mandate will
likely impact costs in multiple ways that are offseg to some extent. If we assume
additional IVF cycles are undertaken, then therald/be an expected increase in costs
for high risk pregnancies and multiple births. Hoes it is also likely that the
corresponding costs for IVF cycles that were presip paid for out-of-pocket could be
lower as these women potentially would implant @aken number of embryos if the costs
of the IVF cycles are covered. Also, the costgi@-natal care, live births, including
multiple births, resulting from self-pay IVF ardleeted in the current premiums, since
the insured health plans would be responsible fematal care, etc. regardless of how the
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woman conceived. Additionally, our range of cogineates does not include the impact
of cost-sharing provisions.

Table 8 summarizes the detailed cost estimatedaj@mabin Table 7. Note that most of

the costs of the mandated in vitro benefit as coptated in the proposed mandate are
covered under the current in vitro benefit. We wiloekpect that the incremental impact
of newly covered in vitro benefits would be to iease costs by about 10% — 40%.

Table 8: Summary of Full and Marginal Cost Estimates for In Vitro Benefits

Full Cost Marginal Cost

Estimated cost of mandated
benefits as a percentage off 0.44% to 0.71% 0.03% to 0.22%
average cost per group policy|
Estimated cost as a percentage of
average wage

Estimated annual per employee
cost of mandated benefits for $30 to $48 $2 to $15
group policies

0.06% to 0.1% 0% to 0.03%

In a survey of some of the larger insurers in Mamg, only three respondents provided
any estimate as to the cost impact. These estimatged from a premium increase of
0.1% of premium to “maybe 1 - 2%” of premium. Inist clear how much rigor went into
the cost analyses done to develop these estintédegever, the low-end estimate falls
within our range of estimates, and any estimatecease of 1% or more would
essentially require the assumption that the coBfefwould roughly triple assuming that
current IVF costs are about 0.5% of premium. #Is0 possible that the carrier estimates
assume other significant costs (e.g., multiplenkirthat we did quantify in our estimates.

Two insurers also provided estimated costs peroytc$12,000 and $21,000, and it was
unclear what was included in those amounts (ini\f& treatment only, or initial

treatment plus other services, costs associatédmaittiple births, etc.). This would
indicate that our per-cycle cost estimates of $1% 10 $20,000 are reasonably consistent
with carrier estimates.
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3

48-Hour Hospital Inpatient Stay Following Mastectomy

This proposed mandate would require insurers, mofitfhealth service plans, and
HMOs (“carriers”) to provide coverage for a 48-hdwaspital inpatient stay following a
mastectomy. The state of Maryland currently dogsmamndate a minimum of 48 hours of
inpatient coverage for this service. Instead, $acii5-832 of the Insurance Article,
Annotated Code of Maryland, requires carriers twvjate one home visit within 24 hours
after discharge and an additional home visit ispribed by the patient’s attending
physician for a patient who receives less thanal8$of inpatient hospitalization. The
current law allows the carrier to decide whetherdwer the inpatient stay or the home
visits. The proposed mandate would allow the pafed the physician to make the
decision as to whether to stay in the hospitalcoept the home visit.

A discussion of the medical, social, and finangigbact of this proposal follows.

Medical Impact

In this section, we answer the following questicglated to mandatory coverage of 48-
hour hospital inpatient stays following mastectomy:

> Is it recognized by the medical community as beingffective in treating
patients?

> Is a 48-hour inpatient stay medically necessary foall mastectomy patients?

» How do complication rates, readmission rates, andgtient satisfaction differ
for outpatient and inpatient mastectomy surgeries?

> Is it recognized by the medical community, as dematrated by scientific and
peer review literature?

» Is it available and utilized by treating physician®
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“A mastectomy is a common surgical treatment mefoodreast cancer. A mastectomy
involves partial or entire surgical removal of tireast or both breasts. A mastectomy can
also be done for preventive measures for thoseamhat extreme high risk for

developing breast canceY.'Surgeons often perform reconstructive surgerp@time of
mastectomy, which would extend the length of steyyethding on the degree of cancer.

Mastectomies are performed in both inpatient angaiient settings. Several studies
have been conducted to explore the outcomes o&beiy, or short-stay, and inpatient
mastectomy procedures. Following are descriptiolsatcomes of the studies.
Researchers at the National Cancer Institute améidalth Care Financing
Administration conducted an analysis to exploredifierence in medical outcomes for
inpatient and outpatient mastectomy proceduresomen ages 65 and older who were
enrolled in Medicare Parts A and®BThe analysis was based on a retrospective look at
inpatient and outpatient simple and modified mdeteg data from 1986 to 1995. Joan
Warren, PhD, a member of the research team, summedkite findings:

“These results show that for the women in this gtwdo underwent outpatient
mastectomy, the risks of surgery-related complicestiwvere modest in terms of
both the degree of relative risk and the typeseailtin complications reported.
However, the slightly higher rates of hospital ma&ksion suggest that ongoing
monitoring of the use and outcomes of outpatierdtec@omy is needed,
particularly if there is broader utilization of shprocedure. ... Furthermore, it is
important to note that this study did not addressortant aspect of assessing
outpatient mastectomy, namely women's satisfaetitimundergoing an
outpatient procedure?

In a 1997 study, L. R. Tan and J. M.Guenther exgada@omplication and readmission
rates in outpatient mastectomy patiefit§he study was based on 100 consecutive
patients from August 1994 to July 1996 who had edoces for lymph node dissection
and partial, simple, and modified radical mastegtoRifty patients were discharged on
the day of their surgery, 44 patients were hogpad| and six patients remained
hospitalized for two or more days after surgeryn &ad Guenther found no
complications in the 50 outpatient procedures. & lvgas one complication of a wound
infection in the 50 inpatient procedures.

William Dooley, MD, a surgical oncologist at Johispkins Breast Center, released the
results of a study in 2002 that explored complaratind readmission rates for 87 patients
who had outpatient lumpectomy or mastectomy surffery March 2001 to October

57 About.com: Cancer. “Mastectomy Overview.” httpaticer.about.com/od/mastectomy/a/mastectomy.htm

% Warren, Joan L., et al. “Trends and Outcomes dp@tient Mastectomy in Elderly Womenldurnal of the National
Cancer InstituteVol. 90, No. 11. June 3, 1998.

% National Institutes of Health. “Modest Risks FotindFirst Population-Based Study of Outpatient Masimies.”
(1998), http://www.nih.gov/news/pr/jun98/nci-02.htm

Tan, L. R. and J. M. Guenther. “Outpatient DefiritBreast Cancer SurgeryThe American Surgeoiol. 63, Issue
10: 865-867. October 1997.
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20017 Of the 87 patients, 86 were discharged withint6rs of the surgery. Dooley
compared the outpatient results to the resultarapectomy and mastectomy patients at
the same hospital during 2000. The average lerfgitag for these patients was 1.6 days.
The distribution of age and insurance coveragetivasame between the two groups, but
the patients in 2000 had a slightly lower rate refdst conservation (59%, versus 74% in
the outpatient group). Dooley’s study found th&the 87 outpatient cases, four patients
experienced nausea, two had seromas following deanoval, and one had a wound
infection. In comparison, the 2000 study, whichgisted of inpatient mastectomies,
included a 6% complication rate for wound infecioBooley’s study indicated that
complication rates were lower for outpatient praged, but that may be partly due to
less complicated outpatient procedures.

Dooley also completed a study that focused moneatient satisfactio’ The study
consisted of 204 mastectomy patients who wereetdelabm 1995 to 1997. The patients
chose whether to have the mastectomy procedureletedpn an inpatient or outpatient
basis. The physiological impacts and patient sattgin results will be discussed later.

Richard G. Margolese, MD, and Jean-Claude M. LaBnD, completed a study
comparing the outcomes for total mastectomy, lurtgrey, and auxiliary breast surgeries
between inpatient and outpatient grolp$he study included patients from April 1994
through September 1996. Before April 1995, all metstmy procedures were performed
on an inpatient basis. From April 1995 onward nadistectomies were completed on an
outpatient basis. The outpatient group was comghiaé&5 consecutive patients from
April 1995 to September 1996. The inpatient groopsisted of 35 patients who had a
mastectomy between April 1994 and March 1995. Algejographics, and complexity of
the procedure were similar between the inpatiedtaripatient groups.

Readmission Rates

The analysis completed by the National Cancertlriistand the Health Care Financing
Administration showed that the total rate of reaghiun within 30 days of surgery for
simplemastectomy procedures was 43% higher for the tatgayroup; the total rate of
readmission within 30 days of surgery foodified radicalmastectomy was 28% higher
for the outpatient group. However, these outcomexeweavily influenced by factors not
directly related to the surgery and, with theseel factors removed, the readmission
rates for complications that were definitively telhto the surgery were about the same
for the inpatient and outpatient groups, suggestiagreadmission rates are not worse for
outpatient mastectomies. The outpatient group hae meadmissions for conditions such
as dehydration, pneumonia, and urinary tract imdast— conditions that were not
definitively related to the mastectomy surgery.

"L Walling, Anne D., MD. “Early Hospital Discharge Ikiwing Mastectomy.”American Family Physiciampril 1,
2003.

2 Davis, Jeanie Lerche. “Outpatient Mastectomy ali@ption for Many Women ¥WebMD Health Newg2000).
http://www.webmd.com/news/20000324/outpatient-n@etay-option-women

" Margolese, Richard, MD and Jean-Claude Lasry, PABbulatory Surgery for Breast Cancer Patienfsihals of
Surgical Oncology(2000) 7(3): 181-187. http://www.annalssurgicalidngy.org/cgi/reprint/7/3/181
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Dooley found that none of the outpatients in hi@26tudy required readmission to the
hospital after being discharged. This is comparih the 2000 inpatient results, in which
2% of the patients were readmitted after theifahdischarge. Dooley’s study indicated
that readmission rates were lower for outpatieatedures, but that may be partly due to
less complicated outpatient procedures.

Physiological Impacts and Patient Satisfaction

The results of the Margolese and Lasry study shatrecovery times were shorter for
the outpatient group by about 10 days and thabtigatient group adjusted better
emotionally after the surgery. Pain levels wereudltioe same between the two groups. In
the outpatient group, 41% of patients reported ttimay would have rather had inpatient
surgery because it might have provided a greag&dinfgof security.

Dooley’s patient satisfaction study showed that 3%e mastectomy patients who
were allowed to choose whether to undergo the pioeeas an inpatient or an outpatient
had “very good” or “excellent” satisfaction scoréEhe most commonly cited reason for
high satisfaction was the empowerment felt by thigept and family to participate in the
decision-making process and treatment proc&ss.”

In addition to the studies described above, memiuettsee medical community have
commented on the effectiveness of outpatient mistees versus inpatient
mastectomies. Michael Torosian, MD, clinical dicgadf breast surgery research at Fox
Chase Cancer Center in Philadelphia, has statéd‘thautpatient mastectomy is a

viable option for ‘selected patients’.” He charaizes those ‘selected patients’ as,
“...young patients with no other medical problems wb handle anesthesia wefP”

Concerns have been expressed about additionalroesaiinat should be considered if
patients elect to have outpatient mastectomiesldydwas said that “Outpatient
mastectomy is both medically safe and can be dip@sieatment experience if patients
and families are well prepared®He also expressed his concern that more education,
support from local home care agencies, and prawssior hotels for overnight stays for
out-of-town patients are needed.

Lawrence Gratkins, MD, an obstetrician-gynecologtsChristie Clinic in Champaign,
lllinois, states his concern that insurance comgemare trying to reduce their hospital
costs and shift the costs to physicians’ offices jpatients. He also shares Dooley’s
concern that “... before we can make a national stahfibr outpatient mastectomy, we
must provide adequate education to nurses anchpated families and community-
based resources, like home health providéfs.”

" Davis, Jeanie Lerche. “Outpatient Mastectomy a\&@ption for Many Women ¥WebMD Health Newg2000).
http://www.webmd.com/news/20000324/outpatient-nestay-option-women

S Imaginis. “Many Breast Cancer Patients Candidfmte®utpatient Mastectomy,” (2000).
http://www.imaginis.com/breasthealth/news/news3@-asp

® See note 74 above.
" See note 74 above.
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Therefore, the medical community recognizes thpatient mastectomies may be
appropriate for some — but not all — patients, 48whour inpatient hospital stays are not
necessary for every patient. This is consistertt witrrent Maryland policy. However, the
medical community has also acknowledged that iftet@smies are to be performed on
an outpatient basis, additional resources and liemeferage may be required to obtain
optimal results.

Approximately 45% of patients undergoing a mastagtoemain in the hospital for more
than 1 day’® Based on this statistic, Mercer estimates thattlesn 45% of mastectomy
patients are currently utilizing services at thegmsed mandate level and remaining in
the hospital for at least 48 hours following magiety. On the other hand, this
demonstrates that 55% of mastectomy patients diang services below the proposed
mandate level (i.e., hospital stays less than 484)and may elect to be discharged from
the hospital less than 48 hours following mastegtawen if the proposed mandate was
in place.

Social Impact

In this section, we address the following questiaiated to 48-hour hospital inpatient
stays following a mastectomy:

» To what extent is the service generally utilized by significant portion of the
population?

» To what extent is insurance coverage already gendhaavailable?

» To what extent does lack of coverage result in indiduals avoiding necessary
health care treatments?

» To what extent does lack of coverage result in unasonable financial
hardship?

» What is the level of public demand for this coverag?

» Do self-funded employers in the State who employ &ast 500 employees
generally provide this level of coverage?

» What is the level of interest of collective bargaiimg agents in negotiating
privately for inclusion of this coverage in group ontracts?

» To what extent is 48-hour hospital stay coverage fanastectomies mandated
in other states?

8 Chustecka, Zosia. “Mastectomy Rates Have RiseeiRlg as Has Breast MRIMedscape Medical New&008).
http://www.medscape.com/viewarticle/574832
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To estimate the percentage of the population tleatdvbe impacted by the proposed
mandate, Mercer combined several statistics. TheHe Kaiser Family Foundation
reports that about 51% of employer-covered insusedsemalé?’ The incidence of

breast cancer in females under age 65 is about’dand about 43% of females having
breast cancer surgery have mastectoffliBaised on these three statistics, the estimated
incidence of mastectomies for the under-age-65 latipa is 0.018%, or about 18 per
hundred thousand members.

Nationwide, 65% of patients having a mastectomysarg home within 24 hours of the
proceduré? This figure, combined with the incidence of masigtes, indicates that
about 0.01% of the population under age 65 hasstati@my and is sent home within 24
hours of the procedure. This is the subset of tplation that would be impacted by the
proposed mandate.

Mercer surveyed six major carriers doing busineddaryland and found that two
carriers already provide coverage for at leastitbe48 hours following a mastectomy.
The other four carriers provide coverage that thetgrmine to be medically necessary. In
addition, Mercer discussed the current coveragbeoproposed mandate with medical
directors of several large insurers operating iméad. The medical directors indicated
that they routinely approve 48-hour inpatient st@ysnastectomies when requested by
either the physician or the patient.

Mercer was unable to find any evidence that indigid are avoiding mastectomy
procedures because coverage for a 48-hour hosgasafollowing mastectomy is not
mandated.

Since all of the surveyed insurers cover hospitalssas medically necessary, we do not
expect financial hardship to occur without the egd mandate. However, it is possible
that a patient could decide to stay in the hospata&i8 hours or more and the insurer
could deem the stay unnecessary; however, thei@ évidence this is occurring.
Presumably, the insurer would cover the costsherfitst day but would not cover costs
for the second day of the hospital stay. In thisecavithout the proposed mandate, the
patient would be responsible for the cost of treored day of the hospital stay, which we
estimate to be the average cost of all hospitas daiich is around $5,422 (the average
hospital charge per day in Maryland in 2006). Sews$t would be no different than for
any patient choosing to stay in the hospital beytedoeriod of medical necessity.

Several self-funded employer groups in Marylandehla@en surveyed regarding the
proposed mandate. One-third of the groups providedatory coverage for the first 48

® The Henry J. Kaiser Family Foundation. “Healthursice Coverage of the Total Population, state@§ZD07),
U.S. (2007).” http://lwww.statehealthfacts.org/congear.jsp?ind=125&cat=3

8 Surveillance Epidemiology and End Results. “Car@tatistics Fast Stats by Age at Diagnosis/De&B05 Female
Breast Cancer Incidence. http://seer.cancer.gdstéds/selections.php?series=age

81 See note 78 above.
82 See note 78 above.

83 Agency for Healthcare Research and Quality, Heal#h Cost and Utilization Project (HCUP). Maryland
Mastectomy Average Length of Stay and Charges fatdd 65. (2006). http://hcupnet.ahrg.gov/HCUPnet.js
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hours following a mastectomy. The remainder prowioeerage for the first 48 hours
following mastectomy, subject to medical necesdityerefore, it appears that mandatory
coverage for a 48-hour hospital stay following reagimy is not a service in high
demand at the self-funded employer group level.

Of the self-funded employer groups surveyed, only responded with regard to the level
of interest in having the proposed mandate includedeir benefits. This group
responded that they had a moderate level of intépased on a scale of no interest, mild,
moderate, and high interest).

Mercer surveyed collective bargaining agents inyNéard and obtained mixed reactions.
Generally, the benefit plans do not cover a minind8¥hour hospital stay, but do cover
the length of stay determined by the carrier/tipiadty administrator. About half of the
respondents indicated they had a high level oféstan including the proposed mandate
in their benefits.

In 2008, 20 states mandate coverage for mastecoifire mandated coverage ranges
from 48-hour minimum coverage to unlimited inpatieaverage as determined by the
physician and/or patiefif.Seven states mandate 48-hour coverage. Ten stateate
coverage for inpatient hospital stays where thgtlenf time is determined by the
physician and/or patient.

Financial Impact

In this section, we estimate the cost of enactiregaroposed mandate and compare the
results of our analysis to other publicly availabdeirces.

As previously developed in the “Social Impact” $&ct the estimated incidence of
mastectomies for the under-age 65 population i$83€ Mercer assumes that the extra
cost of this proposed mandate would be the cosdrfgradditional hospital days that were
previously considered by the insurer to be medjaafinecessary, up to a total hospital
stay of 48 hours. In other words, the maximum &msthis proposed benefit would be the
cost for patients who currently have one day ofcage and would have two days of
coverage under the proposed mandate.

Currently, 65% of patients having a mastectomysarg home within one day of the
proceduré® In Maryland, the average length of stay for a metsimy is about 2.0 da$8s.
Therefore, patients who are in the hospital forertban one day have an average length
of stay of 3.9 days. We assume that, under theggexpmandate, each one-day stay
would now be two days. We recalculated the avelaggth of stay to be 2.6 days (an
increase of 0.6 days).

84 Kaiser State Health Facts. “State Mandated Benefitpatient Mastectomy Stay, 2008.”
http://www.statehealthfacts.org/comparemaptabl@ifgp=489&cat=10

8 See note 78 above.
8 See note 83 above.
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The 2006 average hospital charge per day in Matylana mastectomy was $5,4%2.

The cost of the additional 0.6 day would incredmetotal mastectomy cost by $3,416.
Since it is estimated that only 0.018% of the papah under age 65 has a mastectomy in
a given year, the additional cost of the proposaddate spread over the entire insured
under-65 population is estimated to be $0.61 amyuktis is the maximum estimated
annual cost, as it assumes that every mastectotignpwill stay in the hospital for at

least two days, and does not assume any membesta@rsng will be applied to the
additional stay. Based on an average annual prerofu$8,930% the estimated

additional cost of the proposed mandate is 0.02%nabial premium.

Mercer recognizes that the cost per hospital diéiged in the development of the
premium estimate is based on the average of gllitabslays for mastectomies in
Maryland and not the average of hospital days sjesd to the initial surgery day.
Mercer realizes that the costs for the first daji@dgpitalization are generally higher than
the costs for subsequent days. If we assume tlanitial day costs 25% more than
subsequent days, the impact to premium would oal$®b10 per member per year, which
is, in Mercer’s opinion, immaterial. Since there ao Maryland mastectomy-specific
statistics for the variation in costs by day ava#gaand the absolute change in the
estimated cost per member per year is so low, ectezl to use the actual Maryland
average hospital charges. As a result, our estimmateghtly conservative.

The following table summarizes our cost estimaftab® proposed mandated benefit. The
full cost is the cost for the additional hospital dagsumed under the proposed mandate.
Themarginal cost adjusts the full cost to reflect that someiees already provide
coverage at the proposed mandated benefit levekdan our carrier survey, 33% (or
two out of six carriers) already provide coveragtha proposed mandated benefit level.
This is inconsistent with the previously referendestussion between Mercer and
medical directors of several of the largest cagragerating in Maryland. This
inconsistency may be due to a technical pointstexg benefits may not be specifically
provided for a 48-hour inpatient stay, but they rbayprovided in practice. However, to
be conservative, we assume that only 33% of caraerrently provide a 48-hour
inpatient stay.

87 See note 83 above.

8 The Henry J. Kaiser Family Foundation. “Marylanilverage Single Premium per Enrolled Employee fmpyer-
Based Health Insurance, 2006.” http://www.statehéadts.org/profileind.jsp?ind=270&cat=5&rgn=22
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Full Cost | Marginal Cost

Estimated cost of mandated
benefits as a percentage of 0.02% 0.01%
average cost per group policy
Estimated cost as a percentageo_om% 0.001%
of average annual waje
Estimated annual per

employee cost of mandated $1.09 $0.73
benefits for group policié$

A similar study was completed by a consulting acaidirm in 2000 for the state of
Texas, which estimated the cost of mandating actB-minimum hospital stay following
a mastectomy to be 0.0% of premithThis is consistent with the estimate that Mercer
has developed for the proposed mandate in Maryland.

To verify Mercer’s cost estimate, Mercer surveyedcarriers doing business in
Maryland on the additional cost of the proposed dassm Two of the six carriers already
guarantee coverage for at least the first 48 himlieving mastectomy. No additional
premium charges would be needed for the proposedata for these two carriers. The
other four carriers cover hospital inpatient stmyf®wing mastectomy according to
medical necessity. Two of these four carriers iatid that the premiums would need to
increase slightly, by 0.1% or 0.2%, to provide ddelitional coverage as specified by the
proposed mandate.

8 Assumed average annual wage of $48,239.
% Assumed 1.79 average covered lives per employee.

%1 Albee, Susan, Esther Blout, Mulloy Hansen, Tim,Mdark Litow, and Mike Sturm. “Cost Impact Study of
Mandated Benefits in TexadMilliman & Robertson, Ing.(2000).
http://www.tdi.state.tx.us/reports/documents/bas&fi00.pdf
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4

Coverage of Prosthetic Devices

As presented, SB 98 (2008), the Prosthetic Parmty vould revise the requirements that
a health insurer, a non-profit health service ptaran HMO (further referred to as
“carriers”) would need to meet in providing covesdgr prosthetic devices and
orthopedic braces. The proposed changes are aw$oll

= Section 15-820, Insurance Article, Annotated Cdddaryland, would be
revised to mandate non-profit health service pthasprovide hospital benefits to
provide benefits for orthopedic braces only. (Cutlse Section 15-820 mandates
non-profit health service plans to provide bendbtsboth prosthetic devices and
orthopedic braces).

= Section 15-843, Insurance Atrticle, Annotated Cdddaryland, would be added
as a new mandate. This would require carriersdgige the following:

— For prosthetic devices, coverage and payment st éspial to that provided under
federal laws and regulations for the aged and tkdab

— Coverage for the prosthetic device determined tthbenost appropriate model
that adequately meets the insured’s medical needs

— Coverage for repair or replacement of a prosttdsigce because of a change in
the insured’s physical condition.

While SB 98 does address benefits for orthopedicds, the mandated benefit that needs
to be offered by non-profit health service plansas changing. This report will focus on
the impact of mandating prosthetic devices by eesri

Following is a discussion of the medical, social] éinancial impacts of this proposal.
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Medical Impact

In this section, we address questions regardingnébgical impact of requiring coverage
and payment at least equal to Medicare’s for peistiuevices.

» Does the medical community recognize prosthetic dees as being effective in
treating patients?

» Are prosthetic devices generally recognized by thmedical community, as
demonstrated by a scientific and peer review of lgrature?

» Are prosthetic devices available and utilized by &ating physicians?

Amputation of a limb can be caused by congenitabldeficiency, vascular disease,
cancer, or trauma. The ability to return to noraxivities (or, in the case of individuals
with congenital physical disabilities, the abilitylearn normal activities) is critical to
maximizing the physical and psychological functranof this population. Properly fitted
prosthetic devices facilitate this development bglding individuals to continue to
exercise, perform the activities of daily life tmbst of us take for granted, return to
work, and contribute to societ§y

According to the Amputee Coalition of America, frevalence rate for individuals with
one or more missing limbs was roughly 2.8 per 1f@@@he non-elderly populatiofi.
Maryland’s non-elderly population in 2007 was rolygh million people. Assuming a
prevalence rate of 2.8 per 1,000, there are routhh/§00 non-elderly people living with
limb loss in Maryland. The location of the ampugativaries significantly among the
causes listed below.

Lower-Limb  Upper-Limb
Amputation Amputation

Congenital-Related Incidences 41.5% 58.5%
Dysvascular-Related Amputations 97.0% 3.0%
Cancer-Related Amputations 76.1% 23.9%
Trauma-Related Amputations 31.4% 68.6%

From 1988 to 1996, on average, 82% of amputati@rs waused by vascular disedse.

%2Bender, Karen, et al. “Review and Evaluation of 1Z5: An Act to Promote Fairness and Opportunity
for Working Amputees.” Maine Bureau of Insuranc@032.
http://www.maine.gov/pfr/legislative/documents/Idfinal. pdf

% Amputee Coalition of America. Frequently Asked Qitess, 1996 statistic (the most recent available)
http://www.amputee-coalition.org/nllic_faq.html

% Dillingham, Timothy R., MD, et al. “Limb Amputatioand Limb Deficiency: Epidemiology and Recent
Trends in the United StatesSbuthern Medical Journa®5 (2002): 875-83. http://www.amputee-
coalition.org/fact_sheets/amp_stats_cause.html
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It is extremely important for individuals with lowextremity (LE) amputations to
exercise. Studies have shown that non-vasculamhjLitees have higher rates of
cardiovascular disease, hypertension and adulttainsgetes when compared to the non-
disabled populatioft Ken Pitetti, PhD, a professor at Wichita Statevgrsity, says that

it is important for an LE amputee to have a conalole prosthetic limb (or limbs) suited
for exercise. Having prosthetics that fit shoulduee medical costs for the treatment of
cardiovascular disease, hypertension, and adu#tahabetes for LE amputees.

It has been shown that 70% to 90% of amputeesréduwvork sometime after their
injury, and that those who have access to prosthetrices show a reduction in
secondary conditions caused by their disabifity the report, “Analysis of Assembly
Bill 2012 — Amended: Orthotic and Prosthetic Degi¢ the California Health Benefits
Review Program (CHBRP) states: “Conventional prestihdevices have been
established as the standard of care for improvingigal and psychological functioning
of persons with amputations and congenital limhodetfties.”

Medicare Standards

Medicare is the largest financial resource for firetic care’’ Coverage is provided

under Medicare’s durable medical equipment, pragthand orthotics (DMEPOS)
benefit. To qualify for any type of DMEPOS, an wmidual’'s equipment must be
necessary and reasonable to treat an illnesswwyjrgr to improve the function of a
malformed body member. In addition, to be covenedeu the Medicare Part B program,
the equipment must be rented or purchased by dibiang for home use. A physician’s
prescription is required for all DMEPOS and, foogthetics, a physician must complete a
Certificate of Medical Necessity.

Accessories for prosthetics are also covered whesetappliances aid in or are essential
to the effective use of the artificial limb.

Congress passed a provision, Section 427 of BIR&t{& 1834 (h)(1)(F) of the Social
Security Act), stating that no payment shall be enfaal prosthetics or certain custom
fabricated orthotics unless such items are furnidiea “qualified practitioner.” The
provision defines a “qualified practitioner” asdaalified physical therapist or qualified
occupational therapist,” an ABC-certified orthofisbsthetist, or a BOC-certified
orthotist/prosthetist. The Centers for Medicare Batlicaid Services (CMS) is
developing a rule that will further define whickns will be covered under this provision

% Pitetti, Ken, PhD. Professor, College of HealtbfEgsions, Wichita State University. “Epidemioloayyd
Pathophysiology of Amputation.” http://www.ncpadyftisability/fact_sheet.php?sheet=58&view=all

% Cost Savings Analysis of the Prosthetic Parity Bdim Five States, Division of Health Care Finaacd
Policy, Commonwealth of Massachusetts, “Review Bwaluation of Proposed Legislation to Mandate
Coverage for Certain Prosthetic Devices: H. 837%tilR2005.

9 Amputee Coalition of America. Fact Sheet: “Finah@ssistance for Prosthetic Services, Durable
Medical Equipment and Other Assistive Devices.” Red 2008. http://www.amputee-
coalition.org/fact_sheets/assist_orgs.html.
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and V\ggat the terms “qualified physical therapisttl dqualified occupational therapist”
mean:

Medicare has established Level Il modifiers, orMédifiers,” that classify the patient's
rehabilitation potential as determined by the gresst and ordering physician. Criteria
considered for assessing the functional level thelthe patient's history, current
condition (including the status of the residualdiand the nature of other medical
problems), and desire to ambulate. Classificatmels are’.

= KO (Level 0) — Does not have the ability or potahto ambulate or transfer safely
with or without assistance, and a prosthesis doesmhance the quality of life or
mobility.

= K1 (Level 1) — Has the ability or potential to wserosthesis for transfers or
ambulation on level surfaces at fixed cadence ie@ypf the limited and unlimited
household walker.

= K2 (Level 2) — Has the ability or potential for aatétion with the ability to traverse
low-level environmental barriers such as curbstsstar uneven surfaces — typical of
the limited community walker.

= K3 (Level 3) — Has the ability or potential for wadg with variable cadence — typical
of the community walker who is able to traverse nessironmental barriers and may
have vocational, therapeutic or exercise actiigt lemands prosthetic use beyond
simple walking.

= K4 (Level 4) — Has the ability or potential for gthetic use that exceeds basic
walking skills, exhibiting high impact, stress oreegy levels — typical of the
prosthetic demands of the child, active adult,tblede.

The following list is provided on the Amputee Cdtialn of America’s website:

The following determination of coverage for seleigbeostheses and components with
respect to potential functional levels represemsuisual case. Exceptions are considered
in individual cases if additional documentatiornisluded that justifies the medical
necessity. Prostheses are denied as not mediegsgary if the patient's potential
functional level is “0.2®°

% American Physical Therapy Association. “FAQs Regag Billing for DME, Orthotics, and Prosthetics.”
http://www.apta.org/AM/Template.cfm?Section=Home&STENTID=30021& TEMPLATE=/CM/Conte
ntDisplay.cfm

% See note 97 above.
100 See note 97 above.
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Feet:
= Basic lower-extremity prostheses include a solikl@acushion-heel (SACH) foot.

= External keel, SACH foot or single-axis ankle/fao¢ covered for patients with a
functional Level 1 or above.

» Flexible keel foot and multiaxial ankle/foot canalieds are expected to demonstrate a
functional Level 2 or greater functional needs.

» Flex-foot system, energy-storing foot, multiaxiakke/foot, dynamic response, or
flex-walk system or equal are covered for patievith a functional Level 3 or above.

Knees:
= Basic lower-extremity prostheses include a singig;aonstant friction knee.

» Fluid and pneumatic knees are covered for patwittsa functional Level 3 or
above.

= Other knee systems are covered for patients witimetional Level 1 or above.

Ankles:
= Axial rotation units are covered for patients watifunctional Level 2 or above.

The following are general policies regarding cogeraf prosthetic sockets:
= Test (diagnostic) sockets for “immediate prosthtaes not medically necessary.

= No more than two test sockets for an individualkghesis are medically necessary
without additional documentation.

= No more than two of the same socket inserts apgvatl per individual prosthesis at
the same time.

= Socket replacements are considered medically nege$shere is adequate
documentation of functional or physiological ne€de Durable Medical Equipment
Regional Carrier (DMERC) recognizes that theresstteations where the explanation
includes but is not limited to changes in the nealdimb, functional need changes, or
irreparable damage or wear/tear due to excesshenpaveight or prosthetic demands
of very active amputees.

Non-Medicare Standards

The focus of prosthetic devices is to restore fiancin the area of limb loss. Technology
advancements in prosthetics are geared toward iimgronobility and functional
capability. Major advancements — to name a fewctuale microprocessors, lithium-
polymer battery technology, improved silicone saretsuspension, and body-powered
designs:®*

101 O&P Digital Technologies website. http://www.oarnztpm/edge/issues/articles/2003-01_01.asp
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Few studies concerning the relative effectivenéssasthetic technologies have rigorous
research designs. Most studies compare outcoméisef@ame group of subjects using
conventional prosthetic devices and technologicallyanced studies. This scarcity of
rigorous analysis with large randomized controtigals may be due to the small number
of individuals who have lost a limb.

Many amputees — especially those losing upper limbave very high expectations for
what a prosthesis can accomplish. These expectatiary be reinforced by movies and
TV shows (such as “The Six Million Dollar Man” afi@ihe Bionic Woman.”). While
technology is improving, it may not be able to rhaadl pre-amputation physical abilities
and functionality. The rehabilitation team shoutt@urage patients to become informed
regarding the different prosthetic options and aes® and should also encourage them to
have realistic expectation%’

That said, there is also a tremendous opportuaigssist upper-limb amputees,
especially if the process begins early (after thgept is fully healed from the surgery)
and the patient undergoes consistent occupatibaedpy. This enables clinicians to
better help the patient choose the best prostfatius or her lifestyle. It also reduces
patient frustration (as problems are identifiedcilyi), and encourages an amputee to
regain some level of “normalcy” as quickly as pbksi

Patients fitted within 30 days of the date of amagion return to work earlier and reported
less pain from their amputatid® In their 2006 article, Chris Lake and Robert Dadso
guoted a study by S. Fletchall, evaluating “theueadf specialized rehabilitation of
trauma and amputation” and found similar trenddiciating an approximate 96% success
rate for patients who were seen immediately afteir trauma versus a 56% success rate
for those who were delayed from starting a spexadlirehabilitation program.
Additionally, 84% of those patients seen immediabsl a specialized rehabilitation

group remained in contact with their prosthetiswépist, as compared with only 41% of
those patients who were delayed from starting aiafieed rehabilitation program.

There are five major categories of upper-limb greses: cosmetic, body-powered,
battery-powered, hybrid, and microprocessor-col@tdolEach of these devices has pros
and cons. Cosmetic devices are the lightest-weigtitrequire minimal harnessing to
wear. However, cosmetic devices are the leastifumag and may have a large price tag
if custom made. Body-powered prostheses are madgi@iced, lightweight, and

durable, and have high sensory feedback. Theyratgore the most harnessing and need
the most body movement to operate. Battery-powprestheses require the least amount
of body movement to operate and provide more fonelicapabilities than body-
powered devices; however, battery-powered deviaealao the heaviest and the most
expensive. They require the most maintenance, se unust undergo extended training
to operate them. Hybrid prosthetics us a combinatidbody power and battery power,
and as a result share the pros and cons of eaetofypostheti¢® Microprocessor-

192 _ake, C., Dodson, R. “Progressive Upper Limb Rrests.” Physical Medicine and Rehabilitation
Clinics of North America. 2006. http://www.armdynasicom/PMR_Clinics_NA_Feb06.pdf

103 0&P Digital Technologies website.http://www.oantipm/edge/issues/articles/2003-01_01.asp

104 E Medicine website. http://www.emedicine.com/popit 174.htm#refl
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controlled prosthetic devices are still evolvinglamme much more common with lower-
limb prosthetics. The technologically advanced dewautomatically adjusts the
movement of the wrist and/or elbow joint based atadt collects®®

A long-term study conducted by R.C. Crandall andTWwmhave compared below-elbow
pediatric amputees from the Shriners Hospital foildCen/Twin Cities regarding the use
of a variety of prosthetic options. All the patiemtere considered “consistent” prosthetic
users by the clinic team. The average follow-up tagears, with some children being
followed through to adulthood. The patients werngt sgiestionnaires, and the authors
conducted patient and chart reviews. Final analgsigated that 15 patients (44%)
selected a simple cosmetic "passive hand" as phesthesis of choice. In long-term
follow-up, 14 patients (41%) continued as multipgers. Fourteen patients (41%)
selected the conventional prosthesis using a vatyrdlosing terminal device as the
prosthesis of choice. Only five patients (15%) cield the myoelectric device as their
primary prosthesis. The authors conclude that sstekunilateral pediatric amputees
may choose multiple prostheses on the basis otitamand that, frequently, the most
functional prosthesis selected in the long-terthéssimplest in design. The authors
believe strongly that unilateral pediatric amputsiesuld be offered a variety of
prosthetic options to help with normal activitigsdaily living.°®

Lower-limb amputations are more common than upipelp-bmputations. This is largely
due to dysvascular amputations associated withetkabThere are two types of lower-
limb prosthesis: below-knee (transtibular) and abknee (transradial) prosthesis. As
expected, transradial amputations require more toagostheses in order to restore
function in the amputated leg. Currently, over pd@sthetic knee designs are
available'®’ Each prosthetic knee can be categorized as eiteehanical, hydraulic,
pneumatic, or microprocessor.

“Microprocessor-controlled prosthetic knees mayvte increased safety, stability, and
function: for example, sensors are designed togmize a stumble and stiffen the knee,
thus avoiding a fall.**® Another example of a microprocessor-controlledsfiretic is the
bionic foot. The bionic foot ranges in cost fronb$100 to $20,000 and has the following

abilities!®®

= “Senses an incline or decline and adjusts angleatfto handle the slope with
minimum effort.”

105 California Health Benefits Review Program (CHBR®alysis of Assembly Bill 2012 - Amended:
Orthotic and Prosthetic Devices” (June 15, 200@Jif@nia Health Benefits Review Program. CHBRP
Report to California Legislature. Paper 30. httpgbsitories.cdlib.org/chbrp/crcl/30

1% Crandall, R.C. and W. Tomhave. “Pediatric Unilat&alow-Elbow Amputees: Retrospective Analysis
of 34 Patients Given Multiple Prosthetic Option¥ournal of Pediatric Orthopedic2002; 22(3): 380-383.
abstract can be found at:http://www.ncbi.nim.nilv/gabmed/11961460

97 virginia General Assembly, Joint Legislative Auditd Review Commission.
http://jlarc.state.va.us/Reports/Rpt358.pdf

198 1bid

109 America’s Health Insurance Plans website.
http://www.ahiphiwire.org/News/Default.aspx?doc_1&6144
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= “Senses when it's in mid-stride and lifts the tbglgly to avoid setting down at a toe-
stubbing angle. Scuffing the toe is a leading caiidalls by amputees.”

= Senses when the individual is sitting down or wantstand up.

= Can be programmed to work with different footwderm sneakers to two-inch heels.

Expected to lead to decreased pain and immobility.

In March 2000, the Veterans Administration (VA)ussd a short report on computerized
lower- limb prosthesis. In that report, the VA candd research results from three
sources:

= Peer-reviewed medical literature

» Findings from an assessment of a similar prosttesiducted in the UK

= Selected information provided by the manufactufehe microprocessor-controlled
lower-limb prosthesis (the C-LEG®), which was newttie US at the time.

The VA found that studies published at that timeoted “highly selected samples of
amputees” who did not have additional medical protd, whose amputations were a
result of trauma or congenital defects, and whaevigiand active. These are
characteristics of amputees who have been showa tedependently predictive of
successful rehabilitation or return to normal liyifollowing amputation and may skew
the results.

Given that qualifier, the VA found that:

= Compared to requirements with conventional proghesnergy requirements of
ambulation are decreased at walking speeds slowiasi@r than the amputee’s
customary speed, but do not differ significantlgastomary speeds.

»= Results on the potentially improved ability to negt® uneven terrain, stairs, or
inclines are mixed. Such benefits, however, coelgérticularly important to meeting
existing deficits in the reintegration of amputéesormal living — particularly those
related to decreased recreation options.

= Users’ perceptions of the microprocessor-contrgliexsthesis are favorable. Where
such decisions are recorded or reported, the vagirity of study participants choose
not to return to their conventional prosthesesempkthese only as back-ups to acute
problems with the computerized prosthesis.

= Users’ perceptions may be particularly importamtefealuating a lower-limb
prosthesis, given the magnitude of the loss invahladong with the associated
difficulty of designing and collecting objective amires of recovery or rehabilitation.
However resilient the human organism or psyches, ¢ds limb is unlikely to be fully
compensated. An amputee’s positive perception iwéiceprosthesis may make the
difference between coping and achieving a functiteeel that more closely
resembles the pre-amputation level.

= Mechanical failure is recorded in some of the stadbut seems to be rare. The
manufacturer indicates that some C-LEGs® have heed for extended periods (up
to 5 years) without mechanical or electrical praide

= The UK Medical Devices Agency has evaluated thedkite® Intelligent Prosthesis,
with generally favorable results. Recognizing coaists related to the substantial
cost of the prosthesis, the UK National Health #er¢NHS) makes it available to a
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wide range of patients, and has arranged with thieufacturer for a program to lend
critical components, should these components optbsthesis require factory

repairt*®

In October 2007, the VA released a statement bHeaCenter for Restorative and
Regenerative Medicine at the VA medical center Bravn University in Providence,
R.l., are at the leading edge of a movement tateradificial limbs that function almost
like natural ones. The VA is approving C-LEG anldestsimilar types of prosthetics
when medically warranted?

A comprehensive review of literature completed oy Wniversity of California, San
Francisco and prepared for the California HealtheBiés Review Program in 2006 found
there was “weak evidence that newer technologie®feer limb prostheses benefit
young and middle-aged adults who are healthy atideadut insufficient evidence to
determine whether these technologies benefit @mldr older adults who have a
sedentary lifestyle and/or major co-morbiditiestiefe was also “insufficient evidence
regarding the effects of new technologies usegjeulimb prosthesed

The same report indicated that eight studies comganicroprocessor-controlled versus
conventional prostheses for lower-limb amputeesvgldd‘a pattern toward favorable
effects of the microprocessor-controlled prosthesipatient satisfaction, walking speed,
amount of oxygen consumed and step length,” andifference between the two in step
time, daily activity level, duration of activitynd cognitive effort to walk, and mixed
results for impact on gait and level of musculandty. While microprocessor-controlled
prostheses improve certain aspects of an ampuggp&rience with prostheses, the
improvement did occur in all of the dimensions nueed in these studies.

Three studies comparing energy-storing prosthegt to solid—ankle, cushion-heel
prosthetic feet found a “statistically significaagsociation between energy-restoring feet
and lower heart rate, less exertion, longer stedgth, greater stability, momentum and
speed;” a pattern toward favorable results wittarddgo steps walked per day and
stability on unstable surfaces, and mixed resultsansumption of oxygen, gait
efficiency, and consumer satisfaction.

A prosthetic device’s appropriateness and medieeéssity are determined by a
physician’s assessment of an individual's poteritinfehabilitation or achievement of a
functional level. Therefore, carriers consider appiateness and medical necessity when
determining access to prosthetic devices. For el@ni@ prosthetic device does not
enhance an individual's quality of life or mobilithe device would not be considered
medically necessary and would not be covered.

110 yveterans Administration, VA Technology Assessnfemtgram, Short Report Computerized Lower
Limb Prostheses, March 2000.www.va.gov/vatap/pabshort_3_00.pdf.

11 Department of Veteran’s Affairs. Fact Sheet. “VRmosthetics and Sensory Aids.” October 2007.
http://www.va.gov/OPA/fact/docs/pros-sensory.doc

12 California Health Benefits Review Program, A Reporthe 2005-2006 California State Legislature,
“Analysis of Assembly Bill 2012 — Amended: Orthotiad Prosthetic Devices.”
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SB 98 Standards

The way SB 98 is currently written, carriers wid kequired to cover (as determined by
the health care provider) the most appropriatetpetie device that adequately meets the
medical needs of the insured. The carrier may requrior authorization for coverage just
as it requires prior authorization for any othevered benefit.

However, SB 98 does not thoroughly explain the pifadequately meets the medical
needs of the insured.” Is it adequate that thetpedis will restore enough functional
capability to go back to work, or will an insuree &ble to petition to receive the most
technologically advanced prosthetic to gain maigtapabilities? Is a body-powered
upper-limb prosthetic more or less adequate thaattery-powered one? The subjectivity
of the language in the bill may require carriers@wer extremely expensive prostheses
(currently up to $100,008% which, according to carriers surveyed, would ret b
considered “medically necessary” under currentdseas.

While Mercer does not anticipate that the incideofcamputations will increase as a
result of SB 98, the proposed mandate could inerdss demand for more sophisticated
devices by allowing the affected populations acteske newest technology, even if it is
beyond what is required to restore enough functicapability to return to work, or
perform the basic activities of daily living (ADL).

While not every city in Maryland will have a physin specializing in prosthetic devices,
we find that care is widely available. We were abléocate over 100 prosthetic device
suppliers within 100 miles of Baltimore, and ovérsippliers in Baltimoré:*

113 Garibaldi, Matthew. Orthopaedic Surgery News, Mgogic Prostheses Offer Advantage. Winter 2006.
http://www.ucsfhealth.org/common/pubs/ortho/win@®8/myoelectric/index.html

14 California Health Benefits Review Program, A Reporthe 2005-2006 California State Legislature.
“Analysis of Assembly Bill 2012 — Amended: Orthotiad Prosthetic Devices.”
http://www.medicare.gov/Supplier/Include/DataSettpuestions/Results.asp
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Social Impact
In this section, we address the following:

» To what extent are prosthetic devices generally dized by a significant
portion of the population?

» To what extent is insurance coverage already gendhaavailable for
prosthetic devices?

» To what extent does lack of coverage result in indiduals’ avoiding necessary
coverage?

» To what extent does lack of coverage for prosthetidevices result in
unreasonable financial hardship?

» What is the level of public demand for prosthetic évices?
» How interested are collective bargaining agents inegotiating privately for
including this coverage in group contracts?

» To what extent is the service covered by self-fundeemployers in Maryland
with at least 500 employees?

As indicated previously, we estimate that the nunab@on-elderly individuals in
Maryland living with the loss of a limb to be abd4,000. Therefore, SB 98 would only
affect a limited portion of the population.

SB 98 requires that carriers provide prosthetic®age that is “at least equivalent to the
coverage and payment provided under federal lawsegulations for the aged and
disabled.” Medicare is the federal program thawjaes health benefits for the aged and
disabled. Currently, the federal government prowiceverage for prosthetics when
medically necessary for those individuals enroifeiedicare Part B . Benefits are
payable at a rate of 80% of the Medicare allowés after satisfaction of an aggregate
annual deductible that is applicable to all MediécBart B services. The majority of
Medicare Part B benefits are for physician-related/ices. The Part B deductible for
2009 is $135. This deductible is subject to chasg®y year. There are no annual
maximum benefits for Medicare Part B, and no oupatket limits.

It is unclear whether SB 98 intends for prosthetiicke provided at the Medicare
coinsurance level, or through a combination ofittezlicare-allowable fee schedule and
coinsurance, or according to the rules for othedioa benefits (which was the ultimate
interpretation of similar legislation in New Jersé¥ It appears that the legislation leans
toward the use of the well defined Medicare guitksi

15Bulletin 8-10, P. L. 2007¢c-345. “Health Benefitsv@oage for Orthotic and Prosthetic Appliances.” May
29, 2008. http://www.state.nj.us/dobi/bullet ingdidl 10.pdf
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According to a recent bulletin published by theiémé Department of Insurant®,
Indiana recently enacted coverage for prostheticaxthotic devices (for arms and legs
only) whereby carriers must provide the same dallaount coverage provided for the
same device, repair, or placement under the fetiéedlcare program. Such coverage,
subject to utilization review, must be provided whke physician determines that a
prosthetic and/or orthotic device is necessaryamtain or restore the ability to perform
activities of daily living or essential job relatadtivities, rather than solely for the
comfort and convenience of the individual. Moregwarrriers must follow the federal
Medicare reimbursement schedule unless a diffesambursement rate is negotiated.
Coverage may not be subject to a cost-sharing gimvihat is less favorable than that
which applies generally to other items and serviPegsthetics are considered durable
medical equipment and therefore are subject toraspB®ME cost sharing provisions and
limits. Finally, any lifetime maximum coverage litaiion that applies to these devices
must be equal to and separate from the lifetimeimmax coverage limitation that applies
to all other items and services. It would seem namaropriate in Maryland to mandate
that inside limits on prosthetics be prohibitedheas than impose a lifetime maximum
coverage limitation.

18 Bulletin 167. “Coverage for Prosthetic and Orthdievices.” Indiana Department of Insurance. October
28, 2008.
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In the following table, we show the mandates ircelm other state's”

State Mandates in Other States

Allowable

Coverage of

. Reimbursement Definition of .
State deductibles and . . Repair or
. limits Prosthetic
colnsurance Replacement
. . Limbs, hands, fingers, .
0,
New Jersey Medicare ($100, 20%) [Medicare feet, and toes Not explicitly
Massachusetts Medicare ($100, 20%) [Medicare Whole or part of an Yes
arm or leg
No more than the most
- common amounts
California applied to the basic ves
health care services.
Colorado Medicare ($100, 20%) [Medicare Whole or part of an Uqless required due to
arm or leg misuse or loss
New Hampshire Medicare ($100, 20%) [Medicare Whole or part of an Not explicitly
arm or leg
Maine Medicare ($100, 20%) [Medicare Whole or part of an Not explicitly
arm or leg
Limb, appendage, or Yes, unless required
Rhode Island Medicare ($100, 20%) [Medicare external body part ' : q
. ) due to misuse or loss
including hand or foot
Shall not be greater than An grtlflcal r_nedlcal
device that is not
. the co-payments that . )
Louisiana ) surgically implanted Yes
apply to ther benefits f
and that is used to
under the plan. P
replace a missing limb
May not be subject to
provisions that are more Means an artificial limb
restrictive than those device to replace. in
Vermont that apply generally to  |Medicare rep ' Yes
: whole or in part, an
other non-primary care
. . arm or a leg
items and service under
the health plan.
Must be comparable to
other coverage generally
Indiana under the state Medicare leg or arm Yes
employee health benefit
plan.
If medically necessary
An artificial limb device [to restore or maintain
Oregon or appliance designed [the ability to complete

to replace in whole or
in part an arm or a leg

activities of daily living
or essential job-related
activities

7 Novak, Donna. “Review and Evaluation of Requirexv/€rage for Prosthetics.” NovaRest Consulting.

2008.
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Mercer surveyed six carriers representing the megority of insured medical lives in
Maryland regarding their current coverage provisitor prosthetics. All six carriers
indicated that coverage was available for prosteetilthough most offered groups the
option of purchasing policies that had internalwaiimits. Aetna was the only company
that indicated it was “not aware of any insuredhpléhat limit coverage.” The majority of
the carriers indicated that they believed they vedready providing benefits consistent
with Medicare levels, with the exception that thare annual limitations for these types
of services — some as low as $2,500 or $5,000llftypes of durable medical equipment
(DME).

All six carriers indicated that benefits would reyaded only if they were “medically
necessary.” Some also required that benefits beelito the least expensive medically
necessary device that is adequate to meet thenpatieedical need. In addition, many
carriers limited the number of pieces of equipnardevices for the same body part, or
the frequency of replacements to assure that sexisel and equipment are being used
responsibly, and to limit abuse.

In conferring with the medical directors of somelwé major health plans in Maryland,
concern was expressed regarding how the mandatel wefine the level of function that
should be restored by the prosthesis. It was egpdethat, while activities of daily living
(ADLs) should certainly be part of the evaluatitre functional level to be attained
should also vary based on physical or cognitivatéitions, and perhaps age. Concern
was also voiced regarding how employment-relatedisevill be measured, and how
continued employability and change of employmeriitlvé defined and addressed.

The carriers suggested that MHCC and/or the Legigaconsider allowing coverage for
prosthetics to be tiered — similarly to tiered cggoor prescription drugs. Medicare has a
tier for intra-ocular implants and for movable irapls. The patient pays the difference
for a device that exceeds medical necessity.

The carriers also thought that the legislation antégulations need to address criteria for
replacement of the devices — for what reasons anddften. They suggested that
coverage should exclude replacement of abusedeatevic

Some of the carriers are concerned that a bengfitn® annual maximum for a
technology that continues to change and become exprensive to maintain will increase
the costs for employers and individuals who argesutio state mandates.

A survey of carriers acting as third-party admuwadrs (TPAS) for self-funded groups —
as well as a survey of large self-funded plans arénd — yield results similar to those
for the fully insured plans. Prosthetic benefits almost universally included, but many
have inside annual dollar limitations. All plangjuée that the prosthetic be medically
necessary.
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Collective bargaining units, operating self-insuhealth plans, indicated that they cover
prosthetics. The units with internal limitationslicated a “low” interest in incorporating
this benefit into their plan. We attribute thiskauf interest more to major issues facing
collective bargaining units in general.

Lack of coverage can mean one of two things: nldévidual has no coverage (which
does not appear to be the case in Maryland) orrageds limited to the point of financial
strain. Some employer groups are choosing poltbiaslimit the annual benefit for
prosthetics; annual limits between $2,500 and $bd@ not uncommon. The cost of
prosthetic devices generally ranges from $2,004®000. Clearly the low limits that
some employers are choosing mean that some coneretbers are facing large out-of-
pocket costs to obtain certain prosthetic deviBesow are cost estimates by type of
prostheses.

Device Cost Estimates®

Ocular Prostheses $2,000 - $3,000
Below-Knee Prostheses $5,000 - $7,000
Above-Knee Prostheses $10,000 - $30,000
Below-Elbow Prostheses $3,000 - $10,000
Above-Elbow Prostheses $10,000 - $30,000

We note that some of the more advanced prosthasesost as much as $100,069.

Under current product offerings, people requiringstheses to return to an independent
and functional state may have to cover significarttof pocket costs, and in some cases
may forgo treatment.

There are payment sources other than health gtahsnay be available to people who
need help paying for prosthetic devices. This wandilide Medicare, the Federal
program providing benefits to the aged and cedaabled individuals, the Veterans
Administration covering veterans who meet certaidi#onal criteria, TRICARE, the
program for active and certain retired military g@nel, the Maryland Department of
Rehabilitative Services providing benefits for ghegics for individuals who are eligible,
typically individuals with low incomes or severedbilities, and finally, non-profit
organizations such as the Barr Foundation, the Banw8icilian Limb Bank Foundation,
the Life without Limbitation Foundation, Limbs faife Foundation, Limbs of Hope
Foundation, Limbs of Love, and the National Ampigtat~oundation.

H18Virginia General Assembly, Joint Legislative Auditd Review Commission.
http://jlarc.state.va.us/Meetings/Other/prosthdt.pd

19 ong, Frank. “Work with What You've Got.” Rehab Magement —December 2007.
http://www.rehabpub.com/issues/articles/2007-12a§2.
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In spite of these additional payment sources, aegsuand others do have significant
difficulties paying for prosthetics. A proponenttbe SB 98 and the Federal Prosthetics
Parity Act of 2008, referenced below, the Amputealion of America, cites numerous
examples of people with amputations who need te tak a loan from retirement
savings, college savings, or a bank in order t@ctve cost of a prosthetic devit?8.

On September 19, 2008, the Prosthetics Parity A2008 was introduced in the US
Senate. This bill would require health plans tatti@verage of prosthetic devices on par
with other essential medical care covered by heastrance. Given the existing verbiage
in SB 98, passage of this bill at the federal lavelld necessitate parity of prosthetic
devices in Maryland as well.

Financial Impact

In this section, we estimate the cost of enactiregmhandated benefit and compare the
results of our analysis with those of other pulgleVailable sources.

Mercer surveyed six major carriers in Maryland lbbain information on current practices
regarding prosthetic devices. Mercer also askesktbarriers to provide financial
estimates as to how rates would be affected if m@ewere mandated for prosthetic
devices at levels equivalent to Medicare.

All six carriers provide coverage for prosthetivides, with three carriers reporting that
the majority of their plans cover prosthetic desie¢ least equivalent to Medicare. The
remaining three carriers stated that they provalesage that is subject to copayments,
coinsurance, deductibles, and annual benefit maxisnu

The following table summarizes the financial impestimates provided by the carriers.

Number of Carriers Financial Impact
1 no estimate provided
3 zero
1 $0.17 PMPM
1 0.5% of premium

The carrier that did not provide a financial impastimate submitted the following
comments:

“Our Prosthetic benefit rider is similar to the Meate benefit in terms of
types of devices covered. However, employers areigeed coverage
options (annual maximums) when purchasing the petistrider. As we
understand the Medicare benefit, an annual ‘capbtsavailable. If
mandated to purchase a prosthetic benefit equbetexisting Medicare
benefit, employers’ costs will increase to the aktbey currently provide
no benefit or a benefit with an annual maximum.ehdfit with no annual

120 hitps://www.amputee-coalition.org/advocacy/statigsl
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maximum for a technology that continues to changkl@ecomes more
expensive to purchase and maintain undoubtedlyingiease costs for
employers and employees subject to a state mahdate.

As indicated previously, there is a very broad eafog the cost and repair of prosthetic
devices. Thus, the actual cost for any single hgdéin may vary significantly from the
average, depending on the concentration of highfowascost devices
provided/maintained in any one year.

As examples, the CHBRP reported that the averagjef@oa prosthetic device in 2006
was $965.40%! The Division of Health Care Finance and PolicMassachusetts has
estimated the per-patient cost of a prosthesig 15669 in 2016° Assuming that 2.8
per 1,000 people in Maryland are living with limds$ and all amputees use prosthetic
devices, the expected allowed PMPM cost would thedeen $0.23 and $0.39. The plan
liability PMPM, or full cost of the mandate, wouba roughly 80% of the allowed
PMPM, or between $0.18 and $0.31. We define thegyimal cost of implementing the
mandated benefit as the additional cost the camat incur if required to provide the
service (or device, in this case) at a minimal leve

The six Maryland carriers surveyed did not providiercer with sufficient information as
to the level at which prosthetic devices are culyesovered. Three of the carriers
responded that coverage is currently provided atibéee levels. The other three carriers
reported that prosthetic devices are subject tayments, coinsurance, deductibles, and
possibly an annual maximum. In the case that cgeeialready at Medicare levels, the
marginal cost would be $0.00. The marginal cospfans subject to deductibles and
copayments/coinsurance will vary. To provide a eovative estimate, Mercer has
assumed the marginal cost will be the same asuthedst for these carriers. We estimate
the marginal cost to be roughly 50% of the fulltcas $0.09 and $0.16.

In the table below, we summarize the potential cb&B 98.

Full Cost |Marginal Cost
Estimated cost as a percentage of
average cost per group policy 0.08% 0.04%
Estimated cost as a percentage of
average wage 0.00% 0.00%
Estimated annual per member
cost $0.25 $0.13

121 California Health Benefits Review Program (CHBRM®nalysis of Assembly Bill 2012 - Amended:
Orthotic and Prosthetic Devices.” June 15, 2006if@aia Health Benefits Review Program. CHBRP
Report to California Legislature. Paper 30. httpgbsitories.cdlib.org/chbrp/crcl/30

1225ee note 96 above.
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Several other states have completed analysisifolasibenefits.

State Range
Massachusetts (2007) $0.27 PMPM to $0.48 PMPM
California (2005) $0.10 PMPM to $0.26 PMPM
New Jersey (2006) 0.08% of premium
Virginia (mandated, not an optional benefit) $0.11 PMPM to $1.73

Virginia’'s median estimates for prosthetics coverag a mandated benefit (rather than as
an optional rider) varied between $0.11 PMPM an@4®MPM. These estimates were
provided by insurance companies operating in Viegi@ur independent estimate is

within the range calculated by other states comgigehis type of mandate.
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5

Coverage of the Shingles (Herpes Zoster) Vaccine

The proposal would require health insurers, nonpheilth service plans, Medicaid
managed care organizations, and HMOs (collectikefigrenced as “carriers” in this
report) to provide coverage for the shingles (heuester) vaccine to individuals who are
60 or older.

The state of Maryland currently does not mandatei@ge of this service.

A discussion of the medical, social, and finangigbact of this proposal follows.

Medical Impact

» To what extent is the vaccine generally recognizeay the medical community
as being effective in treating patients?

» To what extent is the vaccine’s efficacy generallecognized by the medical
community as demonstrated by a review of scientifiand peer review
literature?

» To what extent is the vaccine generally availablena utilized by treating
physicians or vaccine administrators?

The Advisory Committee on Immunization Practice€(R), an advisory group to the
Centers for Disease Control and Prevention (CD&emtly added Zostavax, the vaccine
for shingles, to the Adult Immunization Schedule2608. This full recommendation is
an upgrade from the provisional recommendation nbgctée CDC in 2006%

123 Centers for Disease Control. “CDC Recommends $$srgaccine.” CDC Press Release. May 15, 2008.
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Approximately one million individuals are expectedcontract shingles annually. The
rash commonly associated with shingles can be gdegcby other symptoms for days or
weeks. These symptoms can include headache, exesssisitivity to light, general
discomfort, abnormal skin sensations, and painpleegho contract shingles have a
10% — 18% chance of contracting post-herpetic ngiar@HN), which is characterized
by severe and debilitating paiff.

In addition, 10% — 25% of patients may suffer fromections in the skin around the eye,
which can lead to permanent pain, facial scarramgl, vision los$*

Approximately 3% of patients who contract shingles hospitalized; many suffer from
weakened immune systems. Death from shinglesasfoarpeople with healthy immune
systems?°

Although uncommon, another complication of shingéeeRamsay Hunt syndrome, which
is caused by a herpes zoster infection of a fadate. Signs and symptoms of Ramsay
Hunt syndrome can include pain, dizziness, heddss, sensitivity to sound, ringing in
the ears, and loss of taste. Bell's palsy, caugquabalysis of the facial nerve, may be
caused by viral reactivation as wéll.

Additional complications, while rare, can includg@matic and regulatory peripheral
nerve dysfunction, motor weaknesses, inflammatidsiaod vessels in the central
nervous system, swelling of the spinal cord, inflaation of the brain and/or surrounding
lining, and Guillain-Barré syndrome (an inflammatiof the nervous system that can
result in systemic paralysis if left untreated)otligh the prognosis for these
complications is generally good, inflammation of thrain and spinal cord can be life-
threatening. The risk of developing these compleest is higher in people with
weakened immune systerg.

People with weakened immune systems are alsokdorishe shingles rash to spread.
Rash spreading can be a sign that the virus tselood. This can lead to additional
infection in the lungs, liver, digestive track, amein — which may cause pneumonia,
hepatitis, encephalitis, and a reduction in th@dle ability to clot. Death rates from the
virus spreading to the organs are between 5% a¥g a6d most of these deaths are
caused by pneumont&’

124 Harpaz, Rafael, MD, Ismael R. Ortega-Sanchez, &nDJane F. Seward, MBBS. “Prevention of Herpese£ps
Recommendations of the Advisory Committee on Immation Practices.” May 15, 2008.
http://www.cdc.gov/mmwr/preview/mmwrhtml/rr57e0515atm

125 |bid
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128 |pid
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Patients with HIV tend to have less severe symptanasless organ infection from the
virus than people with other immune system wealgnonditions. However, patients
with HIV who develop shingles tend to have moreragsgive forms of retina
inflammation (which may result in vision loss),vasll as cell death of the bone around
the teeth (possibly resulting in tooth loss) andswal skin rashe's?

The risk for shingles appears to be elevated ipleewith inflammatory diseases, such as
lupus (15 — 91 cases per 1,000 persons/year); rdwinrarthritis (10 cases per
1,000persons/year); inflammation of the blood vissgs cases per 1,000 persons/year);
Crohn’s disease (1.6 cases per 1,000 persons/yeal sore-forming colitis (1.2 cases per
1,000 persons/yeatj*

For non-inflammatory diseases, findings have nenb®nsistent. Two studies have
documented an association between shingles andtdglbut this finding was absent
from two other studies. An additional study indezatin increased risk for shingles in
persons who were diagnosed with multiple sclertis.

The cost of treating acute shingles and the cdst#feness of using the shingles vaccine
were addressed by the CDC in its May 18, 2008 teparich states:

Costs associated with acute [shingles] have bealuaed. Among patients with
acute episodes of [shingles], average expenditareged from $112-$287 per
episode of outpatient care, $73—-$180 per antitieatment, and $3,221-$7,206 per
hospitalization (2006 dollars). Additional costs@asated with managing non-PHN
complications (e.g., [eye], neurologic, and [skirghged from $1,158-$11,255 per
complication, and from $566—%$1,914 per episodeHtiflPAmong the subset of
patients with PHN persisting from 30 days to 12 thepannualized health-care costs,
including costs of the acute episode, range frori&®to $5,387%

In 2008, a panel of four leading experts in adulnunizations concluded that mortality
and hospitalizations are not the primary risk asded with shingles. Instead, PHN
caused by the onset of shingles was the main coreet could be prevented by the
vaccine. They state:

Although most people recover from shingles after 3 weeks of misery, a
significant proportion, particularly in older indduals, develop a continuing
syndrome of pain that can persist for months onegmars, something called post
herpetic neuralgia (PHN), which is a debilitatimaplication and which really can
wreck the lives of older individuals.

139 bid
31 1bid
132 bid
133 |bid
81



Annual Mandated Health Insurance Services Evaluation Maryland Health Care Commission

...the Shingles Prevention Study demonstrated tleabtinden of illness caused by
shingles pain...and how long it lasted — was redinge@1% in people who received
the vaccine compared to placebo. Even more impiptitae complication of [PHN]
and incidence of [PHN] was reduced by two thifds.

The pain associated with PHN and the reductiomgality of life have been clinically
documented. The CDC states: “Approximately halpatients with [PHN] describe the
pain as ‘horrible’ or ‘excruciating’, ranging in dation from a few minutes to constant on
a daily or almost daily basid*®

The lifestyle changes made by a patient suffenomfPHN have been described by
medical professionals:

The widow of a very distinguished San Diego infectdisease physician who was
very active — obviously well off because her husbhad good retirement benefits —
active politically, played tennis every morningethdeveloped shingles involving her
forehead and around her eye. The pain that resintiedthat had 2 giant
consequences. First of all, every time she rahdmet to play tennis, the wind on her
forehead resulted in unbearable pain, so she tayiing tennis. Then she was taking
[acetaminophen/hydrocodone] and oxycodone for #ue, pvhich inhibited her from
driving, so she became isolated. She stopped matilcg in her social and political
activities, and she ended up, otherwise perfeatly, out in a nursing home in Los
Angeles really because of the consequences ofettsésping pain, the [PHN] from her
shingles:*°

Treatments for PHN can include acetaminophen, eooisial anti-inflammatory agents,
tricyclic antidepressants, opiates, anticonvulsaarid other topical anesthetics. In cases
where severe pain is reported, referral to a gaécialist, or hospitalization and the
administration of localized, nonsystemic pain febeconsidered. However, patients who
have reduced physiologic reserve and who are alreihg medications for other pre-
existingl<337hronic conditions may not be able to talteer medications to manage the onset
of PHN.

In a survey of medical directors from various @sgioperating in Maryland, the medical
directors indicated that the medical efficacy a$ tvaccine for adults age 60 and over is
well proven.

134 Schmader, Kenneth, MD, Kevin J. High, MD, KristinNichol, MD and Michael N. Oxman. “Adult Immunitean
Update.” Medscape search for Adult Immunization aedJune 2008.

135 5ee note 124 above.
136 See note 134 above.

137 See note 124 above.
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As of June 2008, the Zostavax vaccine (producellénck) is the only vaccine clinically
proven and currently licensed by the FDA to preshingles->® TheNew England
Journal of Medicingublicized the results of Merck’s phase 3 triathe-clinical trials
aimed at definitively assessing how effective theaine is at preventing shingles. The
phase 3 trials consisted of a double-blind randedhiplacebo-controlled trial involving
38,546 healthy adults aged 60 and over. People@edlfrom the study included people
with allergies to the vaccine, a history of shisglexisting conditions that weakened their
immune systems, or other conditions that couldfieate with the study evaluations.
Efficacy of the shingles prevention was highest agiodividuals aged 60 to 69 years.
The results of the vaccine’s phase 3 clinical griabicate that the vaccine was effective
at reducing the burden of iliness due to shingle6h1%, reduced the incidence of PHN
(pain) by 66.5%, and reduced the incidence of sy 51.39%83° The vaccine’s
efficacy measure declined the year after vaccinabot remained stable for the three
years following™*°

Besides the shingles vaccine, Zostavax, there@ueher scientifically proven methods
for preventing the onset of shingles although tla® been conflicting evidence that
exposure to varicella, the virus that causes chiglax, may protect against shingles.

Several studies performed in the United Kingdomaaig that social contact with

children (as a proxy for varicella exposure) orwggational contact with sick children is
protective against shingles. Adults living with Idnén had both an increased exposure to
varicella and a 25% decrease in the incidenceiofls. However, contrary evidence
exists that indicates varicella exposure doesmuease protection against shingles.
Women are at a greater risk for developing shindéspite being in greater contact with
young children who experience varicella. Additidpah Japanese study indicated that
the risk for shingles was not reduced after regeadeicella exposur&':

Adverse events as a result of vaccination werdedugdliring the phase 3 clinical trials

for determining the effectiveness of the shinglascine. A significantly larger number of
subjects in the vaccine group experienced one oe mdverse events than in the placebo
group. The most frequent adverse events at thetiojesite were redness of the skin,
pain or tenderness, swelling, and an itching semsaind were found to be more
common among the vaccine recipients (48.3%) tharmplficebo recipients (16.6%).
These mild events were resolved within four daysd serious systemic events, such as
headacigzes, were more common in vaccine recipiérg%o] than in placebo recipients
(4.9%):

138 See note 134 above.

139 Oxman, M.N., et al. Shingles Prevention Study @réé Vaccine to Prevent Herpes Zoster and Posttarp
Neuralgia in Older Adults.The New England Journal of Medicijnéol. 352, No. 22, 2271-2284.

140 gee note 124 above.
141 5ee note 124 above.
142 | pid.
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The license granted to Merck by the Food and Drdmiistration for the shingles
vaccine was limited to people over age 60 who mteeceived the varicella (chicken
pox) vaccine*?

People should consult a physician before receithegraccination if they have a history
of shingles, have (or expect to have) a weakenedline system, take antiviral
medications, or receive blood produtts.

Although the shingles vaccine’s proven effectiventegs prompted physicians to
prescribe the vaccine, its high cost (at $154 psedvholesale) and the necessity to keep
the vaccine frozen until use are prohibiting dogtioom keeping the vaccine in stock.
Pharmacies recently began stocking it, and phastslkolding immunology licenses can
administer the vaccines, process insurance fornasnatify doctors of the inoculation.
Even with pharmacists being able to administetEine, there have been recent
reports of vaccine shortages nationwitfe.

Social Impact

» To what extent is the service generally utilized bg significant portion of the
population?

» To what extent is the insurance coverage already gerally available?

» To what extent does a lack of coverage result in v@asonable financial
hardship?

» How interested are collective bargaining agents inegotiating privately for
including this coverage in group contracts?

» To what extent does a lack of coverage result individuals’ avoiding
necessary health care treatments?

» To what extent is the mandated health insurance seice covered by self-
funded employers in the state who employ at leasOB employees?

Merck reports that since the Food and Drug Admiaigin approved Zostavax, 2.5
million people nationwide have been vaccinated 43umillion people age 60 and over
remain at risk*° In other words, only 5.5% of eligible individudlave received the
vaccine. The CDC reported a much lower level dfaation in its National Immunization

143 hid.
144 bid.
145 Templeton, David. “Shingles Vaccine Costly, Hasdmind for Seniors.Pittsburgh Post-Gazettdune 29, 2008.
148 |hid.
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Survey. It reported that in 2007, 1.9% of people &g and over received the vaccine for
shinglest*’

Possible explanations for low utilization ratedunie low levels of education about the
importance of vaccination. Currently, there iddittoordination among public health
agencies, private medical providers, and adultimacmakers. As with most other
vaccines, adults who do not take advantage oftimgkes vaccine often lack education
on the importance of vaccination. Although the fatiprogram to promote vaccinations
for children has been largely successful in itscational efforts, there is no program to
educate adult§*®

Additionally, several incidences of insufficientpgly and month-long waits for the
vaccine indicate an additional barrier to receivingven if an individual is willing to get
the vaccine, access may be limitéd.

Mercer surveyed the major carriers, collective bavigg agents, and large self-funded
employers operating in the state of Maryland tawobinformation on the level of
insurance coverage for Zostavax. Among major aarimver half of the respondents
stated that they provide coverage for the vacciradliof their benefit plans, subject to
member cost sharing and medical necessity. The cdbpondents indicated that a large
number — if not a large majority — of plans alreausiude coverage for the shingles
vaccine.

A single dose of the Zostavax vaccine has beerrtegto cost $165 to $3d6° Though
only a single dose is recommended by the CDC, dseaf the vaccine may present a
financial burden to certain individuals withoutumance coverage.

Due to the June 6, 2008 CDC publication, whichudeld an official recommendation for
the shingles vaccine, health insurers and Medikbeéicaid officials have begun to adopt
the vaccine as standard care for their patitfits.

The survey results for collective bargaining agese#f-funded plan administrators, and
large, self-funded employers indicated significemterage for most groups. All

collective bargaining agents who responded to tineey indicated that this benefit was
already covered. Of the carriers who administeebenfor self-funded plans, all
responded that all or at least most self-fundedspthey administer for employers already
cover the shingles vaccine. And all large, selfdeth employers who responded to
Mercer’s survey reported that the shingles vacdrmnsidered a medically necessary

147 center for Disease Control and Prevention, “Adltional Immunization Survey for 2007.”
http://www.cdc.gov/vaccines/stats-surv/nis/downigads-adults-summer-2007.pdf

18| andro, Laura. “The Informed Patient — Get YounB8hAdults Need Vaccines, Too — Public-Health EtpPush
for National Inoculation Plan; A Rise in Whooping@h.”Wall Street Journalduly 9, 2008.

149 5ee note 145 above.
150 Brody, Jane E. “A Vaccine as an Option to Keem§leis at Bay.’New York Timectober 2, 2007.
151 see note 145 above.
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preventative service, and that it is covered fdniiduals age 60 and over if the plan
provides for preventive services.

Due to the broad range of coverage for the shinglesine among health plans, self-
funded employers, and collective bargaining grolpex,cer’s survey results indicate
relatively high rates of insurance coverage; howevidization rates for the vaccine
remain low. This may indicate that a lack of cogersg not a primary reason for the
public’s avoidance of the shingles vaccination.

Financial Impact

Expected Change in Premium Due to Mandated Shingles Vaccination Coverage

Mercer surveyed major carriers in Maryland to abiaformation on current practices
regarding the coverage of the shingles vaccing@adétermine how rates would be
affected by mandatory coverage of the shinglesimation.

Over half of the respondents indicated that alhgleurrently cover the shingles vaccine
and that they would not incur any additional cbsthé proposed shingles vaccine was
mandated. All additional respondents indicated tihatcost of covering the shingles
vaccine, per the CDC guidelines for persons ager@dder, would increase premium for
those members by 0.1% of premium or less.

Additionally, all self-funded groups and collectiwargaining agents who responded to
Mercer’s survey reported that the shingles vaceias already covered. Therefore, we
infer that there would be no additional premiunréase due to the addition of a shingles
vaccine mandate.

No fiscal analysis was completed for this propasedhdate. Thus, there is no estimate of
the impact on the State Employee and Retiree HaalihWelfare Benefit Plan (i.e., the
State plan).

We used the demographic information provided byy\snd insurers representing over
95% of the small group population in Maryland. Unthee assumptions of no cost
sharing, an average vaccine cost of $230, andaiiitin by 20% of eligible members, we
estimate that the average increase in premiumrpepgolicy would be less than 0.1%,
which would constitute 0.01% of the average Marglamployee’s wage, or $5.98 per
employee per year. Considering the current lowzatilon rates of the vaccine (due to a
lack of adult vaccination education and lack ofrcrmation among government agencies,
health care providers, and adult vaccine manufactyrwe feel that the 20% assumption
may be overly conservative, but it helps to denmatstthe expected cost associated with
instituting the proposed mandate.

The following chart shows our best estimate for ¢okt and marginal cost of this
proposed mandate expressed as a percentage oliprewéges and annual cost per
employee per year. Based on feedback from theecarand self-funded plans, we
estimate the marginal cost for this benefit to beua 10% of the full cost.
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Full Cost Marginal Cost
Estimated cost of mandated benefits asa  0.091% 0.009%
percentage of average cost per group
policy
Estimated cost as a percentage of 0.012% 0.001%
average wage
Estimated annual per employee cost af $5.98 $0.60

mandated benefits for group policies
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