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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 Istof each year. The assessment reports are due @eaheral 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
evaluations of proposed changes to existing masaatproposed newly mandated
benefits: Extension of habilitative services tdaeslages; parity cost sharing for oral
chemotherapy drugs; limitations on cost sharingsfmcialty drugs; preventive physical
therapy for insureds with muscular sclerosis; ameage duty nursing for insureds with
spinal muscular atrophy.

Patient Protection and Affordable Care Act

On March 23, 2010, President Obama signed therR&retection and Affordable Care
Act (PPACA), which incorporates significant reformshe commercial (i.e., non-
Medicare and non-Medicaid) market. PPACA requsegeral benefit reforms to be
effective on the first anniversary/renewal occugrom or after September 23, 2010
including:

— Extending coverage for adult children to age 26

— Elimination of lifetime maximums for essential bétse

— Phase in of elimination of annual maximums for eaébenefits

— Guarantee issue to children <19 years of age

— Prohibition of policy rescissions in most cases

— Elimination of cost sharing for certain preventsezvices

— Requiring same cost sharing for emergency serucasion-network facility
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— Participant’s flexibility to choose providers inapls assigning or designation
primary care physicians

Beginning with calendar year 2011, PPACA requir@simmum loss ratios of 80% for
each insurer’s nongroup block of business; 80%é&mh insurer’'s small group block of
business and 85% for each insurer’s large grougkidd business.

These reforms may impact some of the proposed nesd#ore than others and some
markets more than others. The combination of reggiguarantee issue (Gl) to children
<19, extending coverage for adult children to ageu2d prohibition of policy rescissions
has a greater impact on the nongroup market thaheogroup markéf. Another
PPACA benefit impacting the nongroup market moemtthe group market is the
elimination of cost sharing for certain preventsezvices. A 2007 study showed that
only about 60% of nongroup high deductible heatihigges (HDHP) included any first
dollar coverage for some preventive benefits wiasr86% of small group and 99% of
large group HDHP policies provided first dollar esage for some preventive benefits.

PPACA will magnify the impact of some of the propdsnandated benefits for the
nongroup market, especially those proposed berefitshom the major recipients will
be children under age 26 (habilitative servicesgbe duty nursing for members with
spinal muscular atrophy). At least two carrierdlaryland are offering child-only
policies in the nongroup market on a Gl basis, Whieates the possibility of significant
anti-selection. All carriers operating in the noomgp market will be required to accept all
children for family contracts and continue coveragél age 26. There are fewer
members in the nongroup market for which to spresks in general. Inclusion of
mandated benefits targeted at these age groupsnagyify the potential for even more
anti-selection.

The major insurance reforms under PPACA are effecti 2014, including guarantee
issue for all entrants; elimination of medical urvadding; elimination of most rating
factors; creation of exchanges for nongroup andiggnaup policies; expansion of
Medicaid eligibility; availability of premium suldiies for individuals purchasing
nongroup insurance through the exchange, amongsotfiéne benefit plans to be offered
through the exchanges will be based upon “esseeiafits” as defined by HHS.

PPACA requires the state to pay, for every poligschased through the health benefits
exchange, the additional premium associated wijhstate-mandated benefits that

! Previously passed federal legislation (HIPAA) riegd Gl for all small employers and portability adverage for
individuals between carriers in the group markétwever, Gl was not required for any (except indiisls
transferring from group to nongroup coverage withiprescribed period of time) in the nongroup maakéhe federal
level.

2 Rescissions of group contracts are almost unhefamhereas, while representing only about 3.71p@80 policies
issued, rescissions do occur in the nongroup manmiahly for failure to disclose pre-existing cotaiis. National
Association of Insurance Commissioners (NAIC), Resion Data Call of the NAIC Regulatory FramewoB} (
Taskforce, Draft, December 2009.

3 AHIP, A Survey of Preventive Health Benefits indita Savings Account (HSA) Plans, July 2007. Alliénter for
Policy and Research, November 2007. http://wwvpiasiearch.org/pdfs/HSA_Preventive_Survey_Final.pdf

4 HHS has not yet defined “essential benefits.”
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exceed the “essential benefits” determined by HHIBe essential benefits package is
supposed to be similar to the benefits packageeauifm a typical self-insured employer’s
plan, presumably nationwide. Interestingly, Meixeguadrennial mandate analysis
performed for the Commission assesses the extaevhith existing Maryland mandates
exceed the benefits in a typical Maryland self-nesiiemployer’s plan. Three years ago
Mercer estimated this “marginal cost” of Marylandmdates at 2.2% of the premium.
Legislators may wish to consider the possibilitgtfibeginning in 2014, the State will
bear the cost of any enacted mandates that haueeratincluded in the essential benefits
package.

This report includes information from several sows to provide more than one
perspective on each proposed mandate. Mercer'snhie to be unbiased. At times, as a
result, the report contains conflicting informatiorAlthough we included only sources
that we consider credible, we do not state that gparce is more credible than another.
The reader is advised to weigh the evidence.
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Prescription Drug Cost-Sharing Obligations

Senate Bill 663 of the 2010 legislative session ldquohibit carriers from imposing a
cost-sharing obligation for a prescription drugt tiieceeds the dollar amount of the cost-
sharing obligation for a prescription drug in acped category.

Carriers that offer prescription drug coverageroftecorporate cost-sharing tiers as a way
to incent members to use lower-cost drugs. Thestwaing charged for prescription
drugs has traditionally been a fixed-dollar copalyich is lower for lower-tiered drugs.
However, in recent years, some carriers have befjaring drug plans with coinsurance,
where the member pays a constant percentage dfulgecost in an effort to share in the
rapidly increasing drug costs. A tiered drug bémbgram that only varies cost-sharing
between generic and brand is called a “two-tiedgpam. A tiered drug program that
further differentiates the cost-sharing betweerefgmred brand” and “non-preferred
brand” is called a “three-tier” program. Nationwjdome carriers and health plans have
begun to expand the differentiation even furthetha “four-tier” program, to reflect the
very high cost of certain “specialty” drugs.

Specialty drugs are generally classified as drsgsl tio treat chronic and complex
conditions, such as cancer, rheumatoid arthrit&)(Rultiple sclerosis (MS), and
hemophilia. Specialty drugs often have compleattreent regimens, and require special
delivery and administration. Generally, these drage also considerably more expensive
than non-specialty medications, often without lowwest substitute drugs with similar
effectiveness. The purpose of the proposed mangl&ieprotect individuals who may
need these drugs from incurring large out-of-pocksts.

Each plan that offers prescription drug coveragstmtovide members a list of drugs
covered under the drug plan. This listing of drisgsnown as the plan’s formulary.
Each health insurance carrier structures its foanyutlifferently, so formularies are not
usually consistent among carriers. Some carrteustsire drug benefit tiers by cost, with
the most expensive drugs in Tier 4. Other carsanscture drug benefits based on
medical necessity, with drugs in Tier 4 having Heraative available on another tier.
Without each carrier’s formulary, it is impossilbéedetermine whether the drugs
provided in Tier 4 are high-cost specialty drugsjimgs with alternatives available in

1
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other tiers. Based on information gathered fronetmgs with the medical directors of
the largest plans in Maryland, we learned thatieerthat offer four-tier plans
predominantly use the fourth tier for specialtygiu

For the purposes of this paper, non-preferred dang€onsidered those drugs offered in
Tier 3. Carriers that offer a four- or five -tiglan would be subject to cover drugs in Tier
4 and Tier 5 with cost-sharing provisions no higtinan those in Tier 3 — which, in
essence, would require plans to have a maximuimmreéttiers based on typical
prescription drug coverage plan designs. Somaapemedications need to be
administered by a physician. These medications Imeagovered under the medical plan
rather than under the drug plan. This paper widbis on the implications of requiring
carriers to pay for specialty drugs offered undprescription drug plan at Tier 3 cost-
sharing levels.

What follows is a discussion of the medical, finahand social impacts of this proposed
mandate.

Medical Impact

= To what extent are specialty drugs recognized by thmedical community as
being effective in treating patients?

= To what extent is the efficacy of specialty drugsemerally recognized by the
medical community, as demonstrated by a review otgntific and peer review
literature?

= To what extent are specialty drugs generally availale and utilized by treating
physicians or pharmacies?

As mentioned above, specialty drugs are generkdbsified as drugs used to treat
chronic and complex conditions, such as canceumiagoid arthritis (RA), multiple
sclerosis (MS), and hemophilia. Specialty drugerohave complex treatment regimens
and require special delivery and administratioren&ally, these drugs are also
considerably more expensive than non-specialty cagidns, often without lower cost
drug alternatives with similar effectiveness.

Before any drug (specialty as well as non-speqialy be offered to the public, the Food
and Drug Administration (FDA) must approve it tsare it is safe and effective. For
most drugs, the FDA requires a formal approval gsscwhich takes an average of 12
years and costs over $350 millidrOn average, 999 in 1,000 compounds never make it
to clinical human testin@. Those drugs that do make it to clinical testingstrundergo

five stages of drug development and review:

5Drugs.com. New Drug Approval Process.

% FierceBiotech. “FDA Approval Process.”

"U.S. Food and Drug Administration. “The FDA’s DrRgview Process: Ensuring Drugs Are Safe and fifet
2
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In the first phase, Investigational New Drug Apption (IND), the FDA reviews the
manufacturer’s preclinical testing results and aeiees whether the compound is safe
enough for human testing. This phase can taketbvee years to complefe.The next
three phases are human clinical trials. The fiinstse of this process tests the drug on a
small number of healthy patients (typically 100his phase focuses on safety, i.e., how
well the drug is processed, whether the dosingrigect, and how well the drug is
tolerated. In the second phase of human clinr@bkt the manufacturer tests the drug’s
overall effectiveness. In this phase, 100 to 3@@pbe with the targeted disease are
tested. The third phase expands on Phases 1@ndli@ical human trials, where 1,000
to 3,000 people with the targeted disease aredtestethis phase, the goal is to show the
drug’s safety and effectiveness. Once a drug bae through the three human clinical
trial phases (each trial usually takes severalsyetite manufacturer can submit a New
Drug Application (NDA) to the FDA. The FDA thendtoughly reviews the NDA before
granting approval.

Drugs that complete the formal FDA approval proaesscribed above have proven
“clinical endpoints.” Certain drugs can also berawed using the FDA'’s authority to
streamline the approval process of drugs that deoirinovative clinical outcomes for
serious and life-threatening ilinesses that latistactory treatments. In the process’s
simplest form, drugs are approved based on labgrétalings that are likely to predict a
clinical benefit, e.g., findings showing that aglmeduces the level of cancerous cells in a
laboratory setting. Drugs that are approved usiegaccelerate approval process are
required to complete post-marketing studies. Mactwirers are then required to report
the status of these studies in annual status Ee(A8R).

In short, the medical efficacy of individual pregtion drugs varies considerably. The
purpose of this section is not to determine theaiffeness of a specific drug, but to
determine the overall effectiveness of specialtygdr As outlined above, before a
prescription drug is given FDA approval, years lofical trials and research are invested
to ensure the drug’s safety and effectivenessadtition, carriers cover only certain
specialty drugs and limit utilization of these geatky high -cost specialty drugs to certain
circumstances where they are expected to be eféeckor this reason, Tier 4 and Tier 5
specialty drugs are generally viewed as effective.

Social Impact

= To what extent are specialty drugs generally utilied by a 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 i@asonable financial
hardship?

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

8 FierceBiotech.
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= To what extent does a lack of coverage result individuals’ avoiding necessary
health care treatments?

= To what extent is the proposed mandate covered bglé-funded employers in the
state who employ at least 500 employees?

The mandate in question is a requirement for aarteecover drugs in Tiers 4 and 5, with
cost-sharing limited to Tier 3 levels.In turn, the mandate does not require a plan to
cover drugs that are not currently available tonpteembers. We note that not all
specialty drugs are covered by all carriers. Eagher that offers prescription drug
coverage has a predefined formulary stating whrcigsiare covered and specifying the
cost-sharing applicable to each drug. Formularéey from carrier to carrier. Some
carriers structure the benefit plan by cost, whign nost expensive drugs in Tier 4. Others
structure the benefit based on medical necessitly,dsugs in Tier 4 having an

alternative drug available in another tier.

Each year, Mercer surveys employer-sponsored hplaiis regarding different aspects
of the health care coverage they provide. In 20081 2,900 employers were surveyed,
and over 1,700 of them had more than 500 employ€&ks.proposed mandate would
impact only those health plans that offer Tier 4 @rer 5 benefit plans. Of the
employers surveyed, 9% stated they offer drug amewith four or five tiers® The
survey results are also available by state. InyMad, 29 employers with more than 500
employees were surveyed; none of them reportedimdfelrug coverage with four or five
tiers™. It is important to note that, while over 90%tloé employers surveyed offer drug
benefits with three tiers or fewer, that does neamthese employers cover any specialty
medications. As mentioned earlier, formularies eary significantly from plan to plan.
Based on the Mercer survey, 9% of the large graapl@yer plans would be affected if
drugs in Tiers 4 and 5 were required to be offertetier 3 cost-sharing. Also, the
mandated coverage could already be largely avail@sl none of the sampled Maryland
plans had more than three tiers.

Specialty drugs are utilized by a small percents#gbe population, but account for a
significant portion of drug costs. According tor@8cript’'s 2009 Specialty Drug Trend
Report, less than 1% of members nationwide utilg@ecialty drugs, yet specialty

® Carriers can offer Tier 4 and Tier 5 drugs at loa@st-sharing levels than Tier 3, but the mandattes that the
maximum cost-sharing for these drugs is the Tieos8-sharing.

10 Mercer. “2009 Mercer National Survey of EmploBwensored Health Plans.”

1 Mercer.
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medications accounted for more than 12% of totato(The average cost per script in
2009 was $1,867)

The chart on the following page shows the prevaasicelected health conditions, the
specialty drugs available to treat them, and thgsircosts:

12 CuraScript.“2009 Specialty Drug Trend Report: A Market anchBeioral Analysis.” April 2010.
13 walgreens. “Outlook — State of the Industry RefjoAugust 2009.
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Average Annual Specialty Drug

iti Approximate U.S. Population Affected . i
Condition/Therapy pproxi pulati Cost per Patient Notable Specialty Products
Biologic Crohn's disease: 500,000 $12,000 to $78,000 Amevive®, Cimzia®, Enbrel®, Humira®,
response Psoriasis: Between 5.8 and 7.5 million Kineret®, Orencia®, Remicade®, Rituxan®
modifiers Psoriatic arthritis: 10% to 30% with psoriasis Simponi™
Rheumatoid arthritis: 1.3 million
Ulcerative colitis: 500,000
Bleeding Hemophilia A: 1in 5,000 male births $150,000+ Advate®, Alphanate®, BeneFIX®,
disorders Hemophilia B: 1in 25,000 male births Humate-P®, NovoSeven®, RT, Xyntha™
von Willebrand disease: 1% to 2% of population
Hepatitis C 3.2 million chronically infected $23,000 (for interferon alone) Infergen®, Pegasys®, Pegintron™, ribavirin
$33,000 (combination therapy
with interferon and ribavirin)
HIV/AIDS 1.1 million $26,000 Atripla®, Insetress®, Kaletra®, Norvir®,
Prezista®, Reyataz®, Selzentry™, Sustiva®,
Truvada®
Infertility 2.1 million females $15,000 (based on 3 cycles) Bravelle®, Cetrotide®, Follistim®, AQ,
Ganirelix, Gonal-F®, Gonal-F® RFF,
human chorionic gonadotropin, Luveris®,
Menopur®, Ovidrel®, Repronex®
Multiple 400,000 $36,000 Avonex®, Betaseron®, Copaxone®, Rebif®,
sclerosis Tysabri®
Oral 1.4 million new cancer cases per year $42,000 to $130,000 Gleevec®, Nexavar®, Revlimid®, Sprycel®,
chemotherapy Varies by type of cancer Sutent®, Tarceva®, Tasigna®, Temodar®,

Thalomid®, Tykerb®, Xelodia®

Respiratory
syncytial virus

75,000 to 125,000 infants hospitalized per year

$6,000 to $12,000
based on variations in
weight-based dosing

Synagis®

Transplant

> 163,000 persons living with a funtioning organ

transplant

$16,000

CellCept®, Neoral®, Prograf®, Rapamune®
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As shown in the table above, the cost of this sarnpkpecialty drugs can range from
$6,000 to over $150,000 annually. In 2009, roud@% of Americans lived in
households with incomes that were under 133% oF#ueral Poverty Level (FPL) and
32% of Americans lived in households with incomesrat00% FPLX* Based on the
Health and Human Services 2009 poverty guideliarsannual income of $10,830 is
100% FPL for a single persdn.For a family of four at 400% FPL (or $88,200 in
household income), prescription drug costs of $6W0uld be almost 7% of their
income. Requiring members to pay a significantiporof the cost of specialty drugs
could result in unreasonable financial hardshipugh it is unclear what portion of the
cost a member would actually pay for specialty dragproved on a given formulary due
to cost-sharing and out-of-pocket limits.

Health Affairscompleted a study that analyzed the change in reeshbtilization
given a change in their cost-sharing for speciadttigs taken for cancer, kidney
disease, rheumatoid arthritis (RA), and multiplesasis (MS). In effect, the
study analyzed the elasticity of demand. The stadyded pharmacy and
medical claims from 55 health plans offered bydrgé employers in 2003 and
2004. The data covered approximately 1.5 milliendficiaries. On average, the
population utilizing specialty drugs ranged from 18%6% of a typical plan
membership. The study showed that the demandhésetspecialty drugs did not
change considerably with an increase in cost. oglhe copay resulted in a
1% reduction in use for cancer, a 21% reductioms for RA, an 11% reduction
for kidney disease, and a 7% reduction for MIS.

Given the seriousness of the underlying condititims jnelasticity of demand for

specialty drugs under the copay changes noteckisttidy is not surprising. However, in
order to utilize these medications, one needs tabeto pay for them, and some studies
have shown that financial issues preclude someledapn utilizing the drugs they need.

“In 2007, one in seven Americans under age 65 regabnot filling a
prescription in the previous year because theydwotiafford the
medication...The increase in affordability problemkslly stemmed from
higher prescribing rates, drug prices that are mgifaster than workers’
earnings, higher patient cost sharing in privatsirance and the
introduction of expensive new medications.”

4 The Henry J. Kaiser Family Foundation. “Distriloutof Total Population by Federal Poverty Levédtas (2008-
2009), U.S. (2009).”

15U.S. Department of Health and Human Services.0928HS Poverty Guidelines.”
8 Dana P. Goldman, et al. “Benefit Design and SpgcDrug Use.” Health AffairsVol. 25, No. 5: 1319.

17 Laurie E. Fellanéind James D. ReschovskyMdre Nonelderly Americans Face Problems AffordimggRription
Drugs” The Center for Studyinflealth System Change. Tracking Report No. 22, aign2009.
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A significant number of working-age adults with ehic conditions reported they
have unmet prescription drug needs (21.3% of higlotne earners and 41.3% of
low-income earners). In addition, it is more likéhat prescription drug needs
are met for people in employer-sponsored plans ithardividual or Medicaid
plansélgvith uninsured individuals having the highesmet prescription drug
needs:

It is likely that many of the individuals not reeiig necessary drug therapies did not
have drug coverage — or any health coverage attal.unclear from this study the extent
to which increased cost-sharing for certain dregstd Maryland residents not receiving
necessary drug therapies.

Mercer surveyed six major carriers in Maryland lbbain information on the prevalence

of drug plans with more than three tiers in thavthal, small group, insured, and self-

funded large group markets. We received respdnsesfour carriers. The table below

shows the average percentage of members that tyrnawe a drug plan with more than
three tiers.

Table 1
Average Percentage of Members with
Health Plan Drug Plans with more than Three Tiers
Carrier # 1 0%
Carrier # 2 60%
Carrier # 3 1%
Carrier # 4 10%

As previously mentioned, the proposed mandate doesequire that coverage be
expanded to additional medications, but it doesireghat drug plans with four or five
tiers cover those drugs in Tier 4 and Tier 5 witstesharing provisions no higher than
those in Tier 3. In essence, this would requieaplto have a maximum of three tiers
based on typical prescription drug coverage plangis. The estimates provided above
merely show the percentage of members that woulthpacted by this mandate.

For those carriers that responded, drugs offer@dein4 are typically self-administered
injectibles. Based on the responsmsriers in Maryland are currently providingier 4
drugs that are either subject to the same costrstgas Tier 3 drugs or include a
separate out-of-pocket limit and/or per-drug cap ander to limit major financial
hardship,. This indicates that currently carriers are affiogdVaryland insureds
protection from extremely high cost sharing forstaéypes of drugs, for which the annual
cost for can vary from $6,000 to over $150,000thmabsence of separate out-of-pocket
limits, Maryland residents would have a significeastue purchasing specialty
medications.

18 Laurie E. Felland andames D. Reschovsky.
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The collective bargaining agents surveyed do notkaf any contracts that include this
mandate, but they generally support the concepapping the cost-sharing for Tier 4 and
5 drugs at Tier 3 levels. However, they recogtize would lead to increased costs, and
they would rather see increases in coverage irr aiteas.

Financial Impact

In this section we estimate the cost of enactiregpttoposed mandate and compare the
results of our analysis to other sources, includireggestimates submitted by health
carriers in Maryland.

In addition to asking carriers about the prevalesfggrescription drug plans with more
than three tiers, Mercer asked these carriersawighe cost and utilization statistics for
Tier 4 drugs and the estimated premium impactdfthre required to offer Tier 4 drugs
at Tier 3 cost-sharing.

Of the responding carriers, only two identified mdinan 5% of the membership as
having a drug plan with more than three tiers.th@&e two, one carrier indicated that the
drug premium impact of this mandate would rangenfio0% to 1.5%° The other

carrier stated that the mandate’s cost would bed¥the cost-sharing for Tier 4 drugs is
already the same as Tier 3. The other two carnelisated that the proposed mandate
would have no premium impact.

The financial impact would vary depending on thengiormulary and the difference in
cost-sharing requirements between Tier 3 and Tidvidrcer completed an independent
calculation of the cost impact under multiple csls&ring assumptions. As discussed
throughout this paper, drugs on Tier 4 are assuméd specialty drugs.

According to CuraScript’'s 2009 Specialty Drug Tréeport, the 2009 average cost per
script for specialty drugs was $1,867, roughly 1members utilized specialty drugs,
and the average 2009 per-member per-year cost Wads"$ Using this information,
Mercer calculated the plan cost given specific-sbstring amounts. Based on the
responses from carriers and the Mercer large erepkyrvey, the average Tier 3 copay
in Maryland is roughly $45. For those Marylandrizas that offer four-tier drug plans,
Mercer did not receive adequate information foralierage Tier 4 cost-sharing. The
single response we received stated that Tier 4acamce is 25% with a $75 copay cap.
Based on the 2010 CVS Caremark Benefit Planningeurepresenting 7.3 million
lives, the specialty member cost-share goal fosettemployers is 20%. We estimated
the increase in plan costs when changing the dpeci@st-sharing from a $90 copay to a

19 The drug premium represents a relatively smaltgrage of the total premium for a typical healdnghat offers
medical and prescription drug coverage.

2 CuraScript.

2L cvs Caremark. “2010 Client Benefit Planning Syrve
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$45 copay and from 20% coinsurance to a $45 copag. following table summarizes
the results.

Table 2
Fixed Copay Coinsurance
Member Plan Member Plan
Copay PMPM Coinsurance PMPM
0 $9.25 0% $9.25
40 9.05 20% 7.40
45 9.03 25% 6.94
50 9.00 30% 6.48
55 8.98 35% 6.01
60 8.95 40% 5.55
65 8.93 45% 5.09
70 8.90 50% 4.63
75 8.88
80 8.85
85 8.83
90 8.80
$90 copay to 20% coins to
Cost-Sharing Change $45 copay $45 copay
Estimated PMPM Impact $0.22 $1.63

As shown in the table above, reducing the membstrsizaring from $90 to $45 results in

an increase in plan claim costs of $0.22 PMPM, @:108% increase in the average cost of
a group policy. Reducing the member cost-shariog f20% coinsurance to a $45 copay
results in an increase in plan claim costs of $1082 0.50% increase in the average cost
of a group policy.

Continuing with the example above, the mandatearicial impact is moderate. The
table below summarizes the mandate’s cost impaManyland residents and carriers.

Table 3
Cost
Estimated cost of mandated benefits as a
percentage of average cost per group policy 0.07% to 0.5%
Estimated cost as a percentage of average wage 0.01% to 0.07%
Estimated annual per employee cost of mandated
benefits for group policies $5 to $36

These results are consistent with the responsesaee/ed from carriers reporting that
the financial impact of this mandate is insignifita

10
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The estimates provided above assume the membethgmagame cost-sharing for each
drug dispensed. Based on survey responses prodealriers, applying out of pocket
and maximum copay limits to Tier 4 drugs is commaéntluding these types of cost-
sharing in the plan design would dampen the preninomreases.

One of the surveyed carriers emphasized that sompéoger groups have been requesting
information on drug plans with four and five tierEhe additional tiers are one option to
reduce the cost to provide coverage. The proposetiate would not allow carriers the
flexibility to reduce premiums by adding cost-shartiers to the drug plarOne option
that carriers may elect as a means to contain prems would be to increase the cost-
sharing for all prescription drugs.Another unintended consequence of the proposed
mandate could be carriers’ moving away from fixedlthr (copay) plans to
coinsurance drug plans without any annual maximunupof pocket limitation, which
could ultimately lead to a significant increase member cost-sharing and member
dissatisfaction. The coinsurance approach without annual out-akgblimit would
significantly increase the insured’s liability fraitme current levels based upon the
responses from the carriers regarding their exjdtenmefits and practices.

11
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2

Cancer Chemotherapy Cost-Sharing Equity

House Bill 626 would prohibit carriers that covancer chemotherapy from imposing
different cost sharing levels for orally adminig@rcancer chemotherapy that are less
favorable than those that apply to cancer chemayyesdministered intravenously or by
injection.

Anticancer medications can be administered in s¢weays, including the following:

= Orally — taken by mouth (usually as pills)
= Intravenously — infused through a vein
= By injection — injected into a muscle or under the skin.

Older, less common means also exist. Some measatian be applied topically,
infused directly into another part of the bodyijrgected directly into a tumd?. Older
injectable cytotoxic chemotherapeutic drugs, suetiaorubicin or cyclophosphamide,
are used for many types of cancers. Due to tleearpial for severe side effects, these
drugs need to be administered in a physician’sefftlinic, or hospital by intravenous
infusion in short cycles.

Oral anticancer medications have been availabledeeral decades and are becoming an
increasingly popular treatment option for cancdrgmas. Oral treatments offer certain
advantages over other delivery methods, includiicgeiased convenience; fewer

22 California Health Benefits Review Program (CHBRPAnalysis of Senate Bill 161, Health Care Coverag
Chemotherapy Treatment.” Report to California &taggislature April 17, 2009, revised June 26, 2009
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complications associated with administration; geeélexibility in timing, duration, and
location of administration; and, often, fewer siffects®® In addition, oral medications
may be less costly to administer since they daemtire an office visit or nursing st&ff.
On the other hand, some cancer patients cannahassie considerable responsibility of
potentially complex treatment regimens, and hezdtie professionals must invest
significant time educating the patient and prowgiechnical support. Although oral
medications may offer many advantages, health bgrahs often require enrollees to
pay higher out-of-pocket costs for thém.

By early 2009, the FDA had approved 40 oral antteamedications for treatment of 54
different cancers. Of these medications, 28% hadvenous/injected substitutes and
23% had generic equivalerffs.Since then, 11 more anticancer medications haee b
approved’

With the exception of some limited benefit pland amall employer plans,
chemotherapy is generally a covered expense, regardf how it is administered.
However, because of the historic evolution of thels@s, oral anticancer medications are
covered differently from intravenous or injecteddications, often by entities that are
separate. The key determinant is the site of adirétion. Cancer medications
administered in a doctor’s office or hospital aneered under the plan’s medical
provisions. Oral medications are generally covenedier separate prescription drug
plans?® As a result, benefits vary a great deal.

A plan’s “medical” benefit usually covers a higlparcentage of eligible expenses than a
plan’s pharmacy benefit since the medical bensiially requires only a copayment for
the chemotherapy visit (although some plans max laasoinsurance design for office
visits, which may result in high cost sharing requmients). Pharmacy plans, in contrast,
commonly have a tiered benefit design with expensial drugs often in the highest tier.
Usually this tier is a high copayment tier for nomeferred brand name drugs, but in some

2 Texas Department of Insurance. “Patient Cost&igpBetween Orally and Intravenously Administered
Chemotherapies.” Report on Senate Bill 1143, e&i 8 Legislature, Regular Session, 2009, August 2010.

% Texas Department of Insurance.

% Texas Department of Insurance.

26 CHBRP.

27 Centerwatch. “FDA Approved Drugs.”
8 CHBRP.
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plan designs, the highest tier is designated actajig drug tier” and carries a significant
cost-sharing in the form of coinsurarfCe.

Traditional pharmacy benefit designs, with fixeghags, such as $10 per prescription for
generic drugs, $25 for formulary brand drugs, a#@d r other brand drugs, do not
impose large cost sharing for expensive drugs ianfdct, may cover a higher percentage
of the costs of expensive oral medications thartythieal medical benef® However,
some plan designs (one estimate is 18% of all phayrhenefit plans nationwitf have
unlimited coinsurance provisions, typically 20% fmneric drugs, 25% for formulary
brand drugs, and 35% for other brand drtfgghese can impose a significant cost
sharing burden when the prescription costs thousahdollars, as is often the case.
(UnitedHealthcare reported that the average prasmni costs of the more than two dozen
oral anticancer medications covered in 2008 werdGkB®) At this time it appears that
insurance carriers in Maryland have not adoptednitdd coinsurance provisions for
drugs as readily as other parts of the countryttiatcould change rapidf/.

Nine states and the District of Columbia have p&sskemotherapy equity” legislation,
and others have similar legislation pendifngMany have “no less favorable” language
similar to Maryland’s bill. While the expectatigmthat carriers subject to these
provisions will comply by reducing current cost-shg requirements for oral anticancer
medications to match the cost-sharing provisiomsiegble to intravenous drug&the
legislation does not require that action. In tddajimate, some carriers might choose to
comply by raising the cost-sharing features ofamenous, et al, drugs to meet the
arguably higher provisions of the oral medications.

2 K. Fitch, K. Iwasaki, and B. Pyenson. “Parity foral and Intravenous/Injected Cancer Drugs.” Breg by
Milliman, Inc., NY, for GlaxoSmithKline. Januarys22010.

%0 Fitch, et al

31 Takeda Pharmaceuticals. “2009-2010 PrescriptiargBenefit Cost and Plan Design Report.” Table Tfnds in
Common Plan Configurations 2007-2009.

32 watson Wyatt COMPARISON Database: 2008 Statis8canmary. Watson Wyatt, 2009.

33 UnitedHealth Group. “Facts and Perspective oridlation Mandating Certain Benefits for Oral Cheharapy
Agents.” January 2010.

342009 Mercer Survey of Employer Sponsored Healm&|Maryland Large Employers. This proprietapore
shows that in 2009 only 8% of large employers (80fhore employees) in Maryland use coinsurancerieror more
drug categories.

% Texas Department of Insurance.

% Texas Department of Insurance.
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Medical Impact
In this section, we answer questions regarding chieenapy coverage equity.

= Does the medical community recognize oral anticancenedications as being
essential and/or effective in slowing the growth adr eliminating certain forms of
cancer?

= Are oral anticancer medications recognized as apppriate and necessary by the
medical community, as evidenced by scientific andger review of literature?

= Do treating physicians utilize oral anticancer mediations?

As previously mentioned, oral anticancer medicatibave been available for decades.
However, the last few years have seen a prolifenaif new oral anticancer medicin&s.
This trend is expected to continue. National Cahpnsive Cancer Network (NCCN)
experts estimate that the number of FDA-approvatiraedications (currently 40) could
easily triple in the next few yeatS.

There are three primary approaches to cancer tesditnanticancer drug therapy, surgical
treatment, and radiation therapy. These approamdebe used individually or in
combination, depending on the type of cancer, thgesof the disease, and the patfént.

Over 100 anticancer medications are currently & aad they are administered in a
variety of ways. They vary widely in their chenmiocaakeup, the types of cancer they
target, and their side effecfs.There are three basic categories of anticancey dr
therapy: cytotoxic agents, biologic/targeted ageand hormonal agerits.

Cytotoxic agents are intended to kill cancer dejilsmpairing cell division in rapidly
dividing cells. These agents generally do notrdisoate, killing both cancer and
healthy cells. Because of their side effects, #greyusually administered intravenously in

37 Saul Weingart, Elizabeth Brown, Peter Bach, et'BICCN Task Force Report: Oral Chemotherapgydurnal of the
National Comprehensive Cancer Netw6rkSupplement 3. March 2008.

%8 \Weingart, et al.
%9 Fitch, et al.

40 University of lowa Hospitals and Clinics. “TypesChemotherapy.” University of lowa Health Carebsite.
February 2004. Revised November 2006.

41 CHBRP.
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the maximum dose that the patient can tol€fateowever, in some instances, oral
administration is an optiof.

Biologic/targeted agents are targeted specificallgell surface proteins or at pathways
that are relatively specific to cancer biologichyveays** These medications attack cells
that contain mutated genes or cells that contaphlichtes of a particular gene. These
agents often have less systemic but unique sidetsfbecause they are targeted at cancer
cells® They may be taken orally and are most effectilerwadministered on a regular
and recurring basié®

Hormonal agents are not chemotherapy in the sétisense, as they do not directly kill or
slow the growth of cancer cells. Instead, thegriigre with the activity of hormones that
can promote the development or growth of cancés.tel These medications, typically
less expensive than cytotoxic or targeted anticameglications, may be administered
orally, as an infusion, or as an injectifhAlmost half of patients receiving
chemotherapy use oral products only, and mostatfitbage is lower costing hormonal
agents”’

Spending on oral chemotherapy drugs more than dduitween 2002 and 20tf6.

More attention is being given to the administratbdroral chemotherapy as the
availability of these agents has increased and mpatignts prefer oral options when they
are availablé*

NCCN publishes evidence-based treatment guidethrsare designed to improve the
quality, effectiveness, and efficiency of oncolgggctice. The NCCN Clinical Practice

42 Fitch, et al.
43 \Weingart, et al.
4 Weingart, et al.

45 American Cancer Society. “Chemotherapy Principlés In-Depth Discussion of the Techniques andRie in
Cancer Treatment.2009.

46 Fitch, et al.

*" CHBRP.

8 Texas Department of Insurance.
“9 Fitch, et al.

50\Weingart, et al.

51 Kathryn Ruddy, MD, et al. “Patient Adherence &wsistence with Oral Anticancer Treatment€A: A Cancer
Journal for Clinicians. 2010.
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Guidelines in Oncology are the recognized stanétardlinical policy in oncology?
These guidelines provide recommended cancer treajpnetocols based on the type of
cancer and the stage of the disease.

Some NCCN guidelines recommend the administratiansingle intravenous anticancer
medication or a single oral anticancer medicati@ther protocols call for various
combinations. When a drug is available in botimi®rthe guidelines indicate that these
drugs can be substituted for each oftfeiThe choice largely depends on the preferences
of the patient and the attending physician — antherpatient’s ability to adhere to the
treatment regiment’

As indicated earlier, research has produced neallya@dministered cancer drugs that are
more targeted and better tolerated than the ofglectables. These new drugs are causing
a paradigm shift toward long-term maintenance osmiambulatory setting, rather than
the use of short-term cyclic treatments. Thesktoratments are expensive — they
frequently cost in the range of $5,000 to $10,0600hly a month of therapy. Many new
cancer drugs are used on a long-term basis iniaddd or sequentially with other
treatments, so they can be significant driverstilization growt?® and the related
aggregate treatment costs.

The degree of compliance with the oral regimenasracern. (The International Society
for Pharmacoeconomics and Outcome Research (ISRO&)tly definecdidherenceas
synonymous witltompliance- that is, “the degree or extent of conformityhe
recommendations about day-to-day treatment by ribxger with respect to the timing,
dosage, and frequencyf” The ISPOR group distinguishadherencdrom persistence
which was defined as the “duration of time from ithiation to the discontinuation of
therapy.®’) Optimal adherence and persistence occur whetienp follows his or her
prescribed treatment regimen exactly. A patiewjpismally adherent if no doses are
missed, no extra doses are taken, and no dos&skarein the wrong quantity or at the
wrong time. A patient shows optimal persistendegeifor she takes a medication as long
as it is prescribed.

52 National Comprehensive Cancer Network. “Aboutft@CN Clinical Practice Guidelines in Oncology.”
>3 NCCN.

54\Weingart, et al.

% Medco. “2010 Drug Trend Report.”

%6 Ruddy, et al.

57 Ruddy, et al.
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Non-adherence to oral therapies can result in advasnsequences. The oncologist may
incorrectly assume that the agent is not effedfittee cancer is still growing, when the
true cause may be that the patient simply is nangethe full medication at the proper
intervals. Rates of adherence to and persistertbeoval cancer therapies have been
documented to range between 16% and 100% in adpitiations’® The 2010 study by
Kathryn Ruddy et al. on patient adherence recomsérat providers monitor adherence
rates and ascertain the cause(s) for noncompli@cexample, is the regimen causing
side effects or distress?). For patients who lfieulties adhering to the regimen,
physicians will need to re-emphasize the importafa@herence. Providing pill boxes
or medication diaries may help — and, where possibscussions with pharmacists
should be encouragéd.

To quantify the prevalence of oral chemotherapylildan Inc. performed a detailed
analysis of data from the Thomson Reuters Medsii@bédse. This study found that 1.5%
of the population with commercial insurance hasaarcfor cancer each year and 25% of
these receive chemotherapy. Of this group, 48%ivewral treatment only, 35% receive
intravenous treatment only, and 17% receive Bbth.

In a 2009 analysis of a similar mandate for Catifalbased on 2006 data, the California
Health Benefits Review Program (CHBRP) estimated @h5% of the individuals
covered by its mandate use anticancer medicat@cts year. Almost 70% used oral
medications only, 20% percent used intravenousjectied medications only, and 10%
used a combinatiot.

In their survey response, one carrier questionedrtedical appropriateness of singling
out oral chemotherapy drugs for special coverage:

“Medically speaking, it would seem discriminatorya broad sense to provide
coverage for this condition, and not other, simtanditions. There are and will be
many more diseases that have expensive treatnettsitlude both the infusion
route and pills. The concern is, what will thismdate cost in the future when other
disease entities are included?”

%8 Ruddy, et al.
% Ruddy, et al.
80 Fitch, et al.

51 CHBRP.

19



Annual Mandated Health Insurance Services Evaluation 2010 Maryland Health Care Commission

Social Impact

In this section, we address the following questions

= To what extentwill the proposed change generally be utilized by aignificant
portion of the population?

= To what extent is the insurance coverage already aiable?

= To what extent does the lack of coverage result individuals’ 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 these servas?

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

= To what extent is the proposed health insurance séce covered by self-funded
employers in the state with at least 500 employees?

The Department of Health and Mental Hygiene repiisfollowing incidence rates of

all types of cancer and compares them to the raltionidence rates. Please note that
these incidence rates cover all ages, includingdluver age 65.
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Table 1:

All Cancer Sites Incidence Data*
By Gender and Race, Maryland and the United State2004-2006

Total | Males | Females | Whites | Blacks | Other |

2004

MD New Cases (count) 25,419 12,460 12,942 18,780 5,677 795
MD Incidence Rate 462.6 524.4 421.5 469.8 444.4 344.9
US SEER Ratett 464.6 545.4 408.9 471.7 501.6 314.7
2005

MD New Cases (count) 25,513 12,765 12,719 18,756 5,719 877
MD Incidence Rate 457.4 528.3 409.0 466.4 434.9 362.9
US SEER Rate 456.4 527.5 407.9 465.3 480.9 306.2
2006

MD New Cases (count) 24,203 12,246 11,895 17,629 5,391 903
MD Incidence Rate T 426.3 495.6 376.9 434.3 395.7 353.1
US SEER Rate 450.5 521.9 401.0 458.1 467.3 299.7

* Rates are per 100,000 and are age-adjusted to 2000 US standard population

1 2006 Maryland case counts and incidence rates are lower than actual due to case underreporting
for Montgomery and Prince George counties (See Appendix C, Section A.1)

Tt Surveillance Epidemiology and End Results

Total includes cases reported as transexual, hermaphrodite, unknown gender, and unknown race

Sources:
Maryland Cancer Registry (MD incidence data), National Cancer Institute SEER statistics (US SEER 17 rates)

Please note that, as defined by the table abovegitience” measures a person only
once — in the year that the cancer was initiallyadinosed. If a person received
treatment over a period of years, he or she woutid he counted in any of the
subsequent years. Thus, this definition of “incidee rate” significantly understates
the number of individuals receiving care for cancer any single year.

The current estimate of individuals in the US diaggd with cancer is 5,700,000, or
about 15 in 1,008° based on a population estimate of 380,000%is rate is about
three times the incidence rate in the previoustallVe would expect the number of
individuals with cancer in any given year to bengfigantly higher than the number of
individuals newly diagnosed. Approximately 25%loése cancer patients (or 4 per

52 Maryland Department of Health and Mental Hygiefi@ancer Report 2009.”
83Fitch, et al.

54 Robert Schlesinger. “US Population, 2010: 308id#i and Growing.” US News and World ReporRolitics &
Policy Blog. December 30, 2009.
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1,000) receive chemotheraPyapproximately 65% of these individuals utilizelora
medicationg®

In 2008, The Hilltop Institute reported in its “Qveaw of the Existing Insurance Market
in Maryland” that there were 3,590,609 individuaith private insurance in Marylarfd.
Based on this estimate of the covered populatiahtla@ incidence rates reported above,
there are approximately 13,500 insured Marylandsesiving chemotherapy annually;
65% of these (or 8,500 to 9,000 individuals) uéilaral anticancer medications to some
extent. In California, 98% of covered individualsd coverage for oral anticancer
medicationg® In Texas, the estimate was closer to 29%lo comparable number for
Maryland is currently available. However, basedesdback from the carriers, we
would expect the percentage to be similar to Calids. In the Maryland small group
market, all carriers must offer some type of dragerage. The 2010 Kaiser/HRET
Employer Health Benefits Survey shows that 99%owkced workers in employer-
sponsored plans have prescription drug covefage.

Almost all Maryland medical plans cover chemothgrapgardless of how it is
administered. Few, however, cover oral and inf@etanfused medications in the same
way. Table 2 summarizes information provided g/ tlealth plans responding to the
survey:

Table 2: Coverage of Anticancer Medicines

Health Coverage of Infused/Injectable Coverage of Oral
Plan Anticancer Medicines Anticancer Medicines
A Medical plan Pharmacy benefit
B Major medical benefit Prescription benefit
C Medical plan Pharmacy benefit
D Medical plan Medical plan
E Medical benefit Pharmacy benefit
F Medical benefit Pharmacy benefit
% Fitch, et al.

5 Texas Department of Insurance.

57Charles Milligan. “Overview of the Existing Insumee Market in Maryland.” The Hilltop Institute. Wersity of
Maryland, Baltimore County. August 2010.

% CHBRP.
% Texas Department of Insurance.

"0 Kaiser Family Foundation/Health Research & Edarati Trust (HRET). “Employer Health Benefits 2080nual
Survey.” September 2010.
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One carrier indicated that 95% of its insured planglaryland have the same cost-
sharing provisions and out-of-pocket dollar linftis cancer chemotherapy regardless of
how it is administered. Others indicated that roaldand pharmacy benefits differ.

Maryland carriers treat cancer chemotherapy diffiyedlepending on where and how the
chemotherapy is administered. This reflects thi®naide trend. Express Scripts reports
that 81% of drug chemotherapy occurs in the medieakfit while 19% occurs in the
drug benefit’*

However, this pattern is changing. Medco reporas turrently, more than 800 new
cancer drugs and new indications for existing cadoegs in clinical developmeft.
New, more specialized and better tolerated oralipiaistered cancer drugs are
prompting a trend toward long-term maintenanceafiskese drugs in an ambulatory
setting, rather than the use of short-term cydiavenous or infused treatments.

Out-of-pocket costs for all treatment regimes aeodming a concern to oncologists. In a
recent survey, 84% of oncologists indicated thairttlecisions regarding the type of
treatment to prescribe are influenced by patiemi$’of-pocket expenses. While 67% of
oncologists in the survey believe that every Ugeit should have access to effective
cancer treatments regardless of costs, 56% indi¢h#s the cost of new cancer drugs
influenced their treatment recommendations. Intamd 58% indicated that patients
should have access to effective cancer treatmahgsfdhe treatments provide “good
value for the money” or are cost effectifeThe challenging questions, of course, are:
who determines whether a treatment provides gotsk\far the money and what
comparative effectiveness or pharmacoeconomic eeales available to guide that
determination?

The out-of-pocket costs for oral chemotherapy atidvenous/injectable chemotherapy
for individuals vary depending on their medicalrptiesign and their prescription drug
plan design.

" Express Scripts. “2009 Drug Trend Report.” AgGM0.
"2 Medco. “2010 Drug Trend Report.”

73 peter J. Neumann, Jennifer A. Palmer, Eric Nadlaitui Fang, and Peter Ubel. “Cancer Therapy €bdtuence
Treatment: A National Survey of Oncologistdlealth Affairs29, Issue 1. Jan. 2010.
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One carrier analyzed its own claims for similarigéagion in other states and found that
requiring parity for chemotherapy treatments waadtually increase out-of-pocket costs
for some individual¢? Details are as follows:

= 75% of affected members would be favorably impabtigdpproximately $150
annually

= 18% would be unfavorably impacted by approxima$llg5 annually

= 7% would be unfavorably impacted by approximatelye$0 annually

Of the 7% that would be unfavorably impacted byrappnately $1,600, 40% would

incur an additional out-of-pocket cost of $2,70@ do the proposed mandate. [We are
assuming that, for these individuals, the oral obi@rapy drug benefit (which currently
has copays) would be changed to reflect the metdeadfit (which, for these individuals,
has higher front-end deductibles, a coinsurancest@sing requirement, and higher out-
of-pocket limits).] This carrier indicated thatroently, it only has drug benefits with a
maximum of three tiers of copayments, and thab&sdnot subject any of the drugs under
the non-integrated drug plans to coinsurance dw@sirgy without out-of-pocket
maximums.

For individual employees enrolled in plans that as@surance for a high-cost or
specialty tier of medicines without any out-of-petkmit, the costs for oral
chemotherapy can be substanffaFFor example, a 25% coinsurance provision for@G0$1
drug is a manageable $25 for an employee, butaime provision for a $10,000
prescription would be $2,500, a substantial burden.

None of the surveyed health plans in Maryland iat#id that they classify oral
chemotherapy medications separately for their egptans. A recent survey reported
that, nationwide, 14% of large employers have giiags with coinsurancé put others
are considering implementing coinsurance in lighgrescription drug cost trends. The
2009 Mercer survey shows that only 8% of large gsan Maryland use coinsurance for
one or more drug categorié’s.

4 UnitedHealth Group.
S Fitch, et al.

® The Pharmacy Benefit Management Institute. “RipSon Drug Benefit Cost and Plan Design Onlinp&t.”
2008-2009 Edition.

7 Mercer. “2009 Mercer Survey of Employer Sponsdtedlth Plans, A Special Report: Maryland Large
Employers.” 2009.
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We surveyed health plans in Maryland to ascertancurrent level of copays for oral
chemotherapy drugs. Table 3 illustrates the result

Table 3:
Maryland Health Plan Copays for Oral Chemotherapy Dugs

Carrier Copays for Oral Chemotherapy Drugs
(Per 30-day Supply)

* $200

$20 to $25

$0 to $60

$20 to $75

$0 to $50

$25 to $30

Tmo0|w| >

* Carrier A was the only carrier reporting a uniquepay for oral chemotherapy drugs. All the other
carriers reported that these drugs are considerezlgame as any other drug, meaning that some sé the
drugs qualify as generic (and are subject to theeggie copay), some qualify as preferred brand-name
drugs (and are subject to the preferred brand -namey copay) and some may be classified as non-
preferred brand-name drugs (and would be subjethi¢éonon-preferred brand-name drug copay). With
the exception of Carrier A, the carriers indicatibét they did not base their classifications of
chemotherapy drugs on costs, and that many weriahl@under both generic and preferred brand-
name drug tiers.

Maryland carriers reported that almost all of #wgé self-insured plans that they
administer treat chemotherapy expenses the saméhwaysured plans treat
chemotherapy expenses, and that when a self-inplaiacelected a coinsurance design
for a specialty tier, the cost sharing per presiompwould usually be capped at an
amount commonly between $75 and $200.

The Milliman study indicates that plan provisiorifeet anticancer drug use. In
particular, the study demonstrates that higher slogting for oral chemotherapy
medicines is associated with lower utilizationtdge drugé® Data shows an inverse
relationship between the percentage of cost shankdghe number of claims per patient.
“These data suggest that oral/intravenous/ injechesnotherapy parity will increase drug
utilization, which will increase cost”

8 Fitch, et al.

 Fitch, et al.
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It is difficult to estimate the financial burderrfadividuals. Only three carriers provided
any information on the average cost sharing for @ramotherapy drugs paid through the
pharmacy benefit versus cost sharing for chemaplygpaid through the medical benefit.
Even this information was inconsistent with oneaieareporting higher cost sharing for
chemotherapy claims under the medical benefit: camger reporting higher cost sharing
for chemotherapy paid under the drug benefit; arelaarrier indicating the cost sharing
are the same. Therefore, cost-sharing comparisased on Maryland-specific data are
not possible with the information we received.

We would like to have obtained more informatiomfranore carriers, but the other
carriers indicated this information was not avdgab

Maryland’s unions are generally in favor of thigposed mandate, but some cited
concerns about how it would be administered. Usjookespeople indicated that the
provision was not currently a part of most consact

Financial Impact

In this section, we estimate how much it would ¢ostnact the proposed mandate. We
compare our estimates with those of other sounselsiding Maryland health carriers.

Mercer asked six major carriers in Maryland toreate how adopting this mandate
would affect claims costs. Five carriers providetineates.

The following table summarizes the carriers’ regam

Table 4
Carriers’ Estimates of Proposed Mandate’s Cost Impat
Carrier $ per Member per Year % of Claims

1 $13.14 to $17.08 0.4% to 0.6%
2 $0.00 0.00%
3 $0.00 to $6.20 0.0% to 0.2%
4 $0.00 0.0%
5 $0.03 0.0%

The Maryland Department of Legislative Serviceppred a Fiscal and Policy Note
estimating the cost of this proposed benefit at BL@er member per ye¥This is

80 Department of Legislative Services, Maryland Gaha&ssembly. 2010 Session. “Fiscal and Policy NotdHouse
Bill 626.” February 2010.

26



Annual Mandated Health Insurance Services Evaluation 2010 Maryland Health Care Commission

within the range that we observe from the survegaofiers, although it is toward the
high end.

Mercer completed an independent estimate. Becduke carriers’ incomplete survey
responses regarding incidence rates and the titlizaf oral chemotherapies for the
currently insured population, we had to rely onlputtata. We were able to use
Maryland carrier data for information on copaysdong programs. We used the
following assumptions:

The incidence rate of members seeking cancer oated commercial population
varied from a low of 0.5 per thousand memBts a high of 1.5 per thousand
memberg?

The peggentage of individuals with cancer-seekimeneotherapy ranged from 25%o
to 33%.

The percentage of chemotherapy patients that adeloemotherapy ranges from
65% " to 80%°°

Thg7average number of prescriptions for oral chéeraipy per patient per year is
26.

The average copayment per prescription in Maryksd whole ranges from $15 to
$50. This range is based on the carriers’ resgonggch are then weighted based on
their percentage (based on premium) of the Maryaodp market. We are also
assuming that those who are undergoing chemothevdipyave satisfied any out-of-
pocket cost sharing under the medical plan viardtkeefits. This is a conservative
assumptiorf®

Compliance with this mandate will be achieved bgglating the cost-sharing
provisions under the drug program. We have notigeal for any decrease in benefit
resulting from this proposed mandate.

81 CHBRP.

82 Fitch, et al.

83 Fitch, et al.
8 CHBRP.
8 Fitch, et al.
8 CHBRP.
87 CHBRP.

88 As Table 5 shows, the estimated range of thechdt of this mandate is immaterial, so the conseme@ess
attributable to this assumption is immaterial.
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Table 5

Estimates of Full Costs

Maryland Health Care Commission

Low High

Rate of members seeking cancer treatment g)l 000! 15/1.000

any year

% of members seeking cancer treatment tha

use chemotherapy

o506 33%

% of members using chemotherapy that use

oral chemotherapy

65% 80%

# scripts per year 26 26
Copay per script $15 $50
$PMPY $0.32 $5.20
Members/EE 1.827 1.827
$PEPY $0.58 $9.50
% of claims 0.0% 0.2%

The carriers estimating no impact on premium regreg0% of the group medical
premium in Maryland. Based on this statistic, wsteme a marginal cost of 30%.

Table 6

Estimates of Full and Marginal Costs

Full Cost

Marginal Cost

Estimated cost as a percenltage of 0.0% — 0.2%
average cost per group policy

0.0% - 0.1%

Estimated cost as a percentage|of 0.00% — 0.02%
average wage

0.01% — 0.01%

cost

Estimated annual per- employee $0.58 — $9.50

$0.17 — $2.85

Please note that these estimatesalonclude any provision for additional administrativ
costs. Several carriers expressed concerns regatwrcosts of administering this
benefit. These concerns were also expressed damngcussion with the medical
directors of several of the carriers.

Since the medical benefits and the drug benefgoten administered under entirely
different systems — and sometimes by differenttiest the cost of integrating these
systems for one subset of benefits would be vaglg.hiSeveral carriers questioned
whether these additional costs were justified, githee limited number of insureds who
would benefit from this change (and also givenftot that some might actually
experience an increase in cost sharing). Nonkeotarriers provided any dollar
estimates for implementation costs.
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3

Expansion of Habilitative Services - Financial Impact
Analysis

Background

In 2007, a proposed mandate requiring coveragalafitative services, regardless of age
was introduced but did not pass. Mercer, the Casion’s consulting actuary, prepared
an evaluation of the proposed mandate, as presengerkport dated December 20, 2007.

As presented, HB 1192/SB 944 (2007) would haveiredua health insurer, nonprofit
health service plan, Medicaid managed care orghaaizaor HMO (further referred to as
a “carrier”) to provide coverage for habilitativersices for persons of all ages who
suffered “congenital or genetic birth defects,”luting but not limited to autism
spectrum disorder (ASD) or cerebral palsy (CP)id&uce from the Maryland
Department of Legislative Services (DLS) indicatieat the intent of this proposed
mandate wato limit services to individuals who suffered depehental disabilities
resulting from these conditionAs defined in the proposed legislation, haltiva
services are occupational, physical, and speechgi€OT, PT, and ST) treatments that
enhance the functioning ability of a person wité gescribed conditions. Mercer used
this interpretation and definition for its analysis

The state of Maryland currently mandates coverdglesse services for children who are
developmentally disabled by birth defects, ASDC& through age 18. This proposed
mandate would have extended coverage to affectsodmpefrom 19 through 64 years of
age.
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Introduction

In a letter dated March 11, 2010, the Senate Fem&@wmwnmittee (Committee) of the State
of Maryland requested that the Commission exantieeérhpact of a new proposed
mandate very similar to the earlier proposal in2200his new proposed mandate,
introduced as SB 445 of 2010, and before that aS@&Bof 2009, would require health
insurers in the State to cover habilitative servigp to age 25. The Committee has
requested this additional analysis due to the piaiecost impact of these bills on health
insurance plans in the State.

The Committee has also requested that the Commisg@mine the potential cost impact
to health insurance plans of a gradual phase-iheofequirement (i.e., up to and
including age 19 in the first year after enactnmarguch a mandate, up to and including
age 20 in the second year, and so on, until agat2@hich time coverage for the services
would end).

In the conduct of the cost analysis, Mercer assufaetthe Commission’s direction) that
the only difference between this proposed mandadelze 2007 proposed mandate is the
ages to which the covered services would be pravide

If either the parameters for the services to b&ideal or the population to whom these
services would be extended differed significantbni those assumed, these estimates
would not be appropriate.

A discussion of the financial impact of this propdsnandate follows. Mercer was not
asked to address the medical or social impacteoptbposal, as those aspects of the
proposed mandate were covered in the 2007 report.

Recap of 2007 Cost Estimates — Expansion of Coverag e to Ages
19 to 64

Below is a summary of the 2007 cost estimatesdesd 9 to 64. Mercer included this
summary in this report for reference, as thesetseand the underlying pricing approach
have been used, in part, in determining cost estsrfar the 19 to 24 age group under the
new proposal (discussed later in this report).

As background, it was noted in the 2007 report statistics on the incidence and costs
associated with habilitative services were not itgalailable for ages 19 through 64.
Below are examples of statements to that effech fitee 2007 report.

“Although there are many studies and articles abibwat positive outcomes of the

various therapies, the studies and articles doautaess the cost of these therapies
nor the cost benefit that results.”
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“Data that track the use of these services by irepphysicians for the target
population were not available.”

“Efforts to use data from the Maryland Medicaid gram as a proxy proved
problematic because claims data focus on the prynagignosis being treated, not
any underlying conditions that may have been pregbirth. Therefore, a search of
the claims data by diagnosis would yield a very esbdeturn, especially for services
rendered to adults. There is no clear identifier@asonable proxy for sorting the
Medicaid claims data.”

“Statistics for incidence and costs of habilitatiservices for adults disabled by birth
defects, ASD and CP are not readily available.”

However, in the 2007 report, Mercer did note theows sources of information available
to determine the extent to which habilitative seegi were generally utilized by a portion
of the population. Mercer had considered all osthsources and estimated that the
prevalence of developmentally disabling birth defeASD, and CP among people age
19 to 64 was between 1% and 2%. Mercer stdtket to the low prevalence rates, it can
be presumed that only a small portion of the popatagenerally uses these services.”

Mercer had also surveyed four major carriers inyNéand in 2007, asking them to
provide financial estimates as to how rates woel@ffected. Responses include the
following:

= Carrier A—"It is very difficult to anticipate premium increas, but, in addition to
costs of care, we anticipate programming and operal changes costing in the 10’s
of millions of dollars.”

= Carrier B—-"This company’s actuaries indicated that there vis@sway to estimate
the increase in premium based on the languagearptbposed mandate. With no
defined scope of services, and with the wide waoépossible conditions and
treatments, they felt they could not begin to giathat information.”

= Carrier C—"Removing age limits would require a rate increaseoetween $4.00
and $8.00 PMPM. Our calculations indicate that taguates to 2% to 3% of
premium.”

= Carrier D —"“This carrier estimated that premiums would incseaby 0.7%.”

Because of the very limited data available regaydie use and cost of habilitative
services for adults who suffer from developmentsébilities associated with congenital
or genetic birth defects, Mercer had provided @eaof cost estimates using two different
methods, as illustrated below in Table 1. Thest estimates reflected three primary
sources, including 1) various sources of infornratiied in the 2007 report; 2) responses
from the carrier surveys, and; 3) Medicaid datatirer states.
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Table 1
Claim Cost Estimates for Habilitative Services — Ags 19 to 64
December 20, 2007 Report
(Excluding Potential Increases in Administrative Gts)

Approach A Approach B
Low High Low High

0.8% 5.1% 0.9% 1.9%

Estimated cost as a percentage of
average cost per Maryland policy
Estimated cost as a percentage of
average wage

Estimated annual per-employee cost
for Maryland’s policies

0.1% 0.4% 0.1% 0.2%

$39 $261 $50 $100

Financial Impact — Expansion of Coverage to Ages 19 to 24
(Current Proposal)

Health Plan Medical Directors’ Input

To help assess potential financial and administatoncerns about the current proposed
mandate, MHCC invited the medical directors of salvef Maryland’s larger health
plans to provide insight. Several issues wereecagiiring these discussions.

One carrier expressed difficulty in defining hataifive versus rehabilitative services.
This carrier also expressed concern about beimpresble for administering any
treatment plans that may be associated with hatilg services.

A second carrier expressed concern over whetheg theuld be enough provider
capacity for the necessary habilitative servicesijpational, physical, and speech
therapy).

A third carrier stated that the mandate could bg gestly and cited several concerns, as
follows: 1) The mandate does not address the fagethy required plan of care or
continued need for care. 2) What would stop treecap from being extended beyond
age 25?7 3) Had any analysis ever proved that gers&ces improved patient outcomes?
4) Any “creep” in scope and diagnosis of servicesi potentially add to the cost.

The general conclusion from these interviews was thhile carriers were concerned
with the costs and issues that could arise duhegtoposed mandate’s implementation
and ongoing administration, at the time of theseulsions no carrier had quantified the
potential cost impact.
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2010 Carrier Survey

To supplement the interviews with the carriers’ mabdirectors, Mercer conducted a
written survey of several of the major carrierddaryland, as was done in 2007. The
purpose was to determine 1) the extent to whichezaralready cover habilitative
services up to age 25; 2) the cost of those sexyvR)ethe services’ estimated impact on
premium; and 4) other administrative issues thatctrriers might foresee with the
proposed mandate. Five carriers answered the Msuceey, and their responses
suggested a wide range of possible outcomes. &ylts are as follows:

Current Coverage: Based on our interpretation of the carriers’ syriesponses,
carriers are providing habilitative services uage 19 only, and no carrier is
currently providing the benefits of the proposeddste up to age 25.

Claim Costs: Claim cost estimates for habilitative servicesthe existing mandate
vary widely by carrier, as noted in the following:

Carrier # 1: $22.36 PMPY
Carrier # 2: $50.09 PMPY
Carrier # 3: $79.90 PMPY
Carrier # 4: $174.15 PMPY

Carrier # 5: The average cost ranged from $9,100 t$18,200 per year for
people who utilize habilitative services. No PMPYost was provided.

Average: $81.63 PMPY, excluding Carrier # 5.

Premiums: Carriers were asked to estimate the impact omipira for this proposed
mandate. Responses varied across a wide rangessibfe outcomes, as follows:

Carrier #1: 0.02% of premium

Carrier #2: 0% (This carrier said there would be no impact on premium)
Carrier #3: 0.4% to 1.1% of premium, depending orplan design

Carrier #4: $.03 PMPM premium, or $0.36 PMPY

Carrier #5: Did not quantify, but qualified their estimate as a
“moderate” to “significant” impact on premium
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These results show that the carriers have widelyivg estimates for the reasons
given above related to the broad and non-speditfiare of the proposed mandate.

Results of the annual small group health plan pnemsurvey conducted by MHCC
show that the average annual premium per poliayaifdives covered under the
policy) was approximately $7,100 in 2009. Mercgtireates this to be a reasonable
proxy for the average combined premium of groupalband large) and individual
plans. Using the estimates from the carriers abibng would result in an average
premium for habilitative services for the age grd@po 24 ranging from $0 to $78.
The high end of the range of $78 represents 1.t8m(Carrier #3 above) of $7,100.
This range of premium estimates could be even greas Carrier #5 did not provide
a specific estimate, but indicated that the premimpact could be significant.

Administrative issues: Only one carrier (Carrier #1) expressed conaeithe survey
over potential administrative issues or additicetdted administrative costs
associated with the proposed mandated benefits differed from the 2007 survey
results, in which several carriers raised concesar oertain potential administrative
issues and their potential costs. This also diffdrom the opinions that the carriers’
medical directors conveyed during the telephoneriws this year (as noted
above). The survey response from Carrier #1 wésllasvs:

“Habilitative care is repetitive in nature and oftelelivered by non- licensed
persons. We are concerned with the educationaliaedse status of several of
the behavioral and other types of therapists whHivelehabilitative services. Our
estimated cost assumes no expansion in the cuscepe of covered habilitative
services (only the increase in age); any “creep’stope could considerably
increase costs.”

Although the new carrier surveys revealed moreildeta potential cost estimates than
were available in the 2007 surveys, the resultsatediscussed above reveal that

potential costs and premiums could vary acrossaively wide range of estimates.

A summary of this carrier information is outlinedTable 2 below. As illustrated, no

direct correlation appears to exist between thésdos habilitative services at ages 0 to
18 and the range of premium estimates for agee 298.t
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Table 2
Estimated Cost and Premium for Habilitative Servics
Summary of 2010 Carrier Surveys

Estimated PMPY Cost Estimated PMPY Premium
Carrier Current Mandate Proposed Mandate
(Ages 0 — 18) (Ages 19 — 24)
#1 $22.36 $1.42 *
#2 $50.09 $0
#3 $79.90 $28.40 — $78.10 *
#4 $174.15 $0.36
#5 Not available “Moderate” to “Significant”
Average All Carriers $81.63 $7.55 - $19.97
Range $22.36 — $174.15 $0 — $78.10

* Based on an assumed average annual premium ©087,

Independent Mercer 2010 Cost Estimates — Expansion  of
Coverage to Ages 19 to 24 - (Methods A and B)

While the carrier surveys serve as one resourcadtmrmining the proposed mandate’s
potential cost, Mercer has developed two other ousHor estimating the potential costs
of extending habilitative services up to age 25.

Method # 1: Indirect Method - Ages 19 to 24 Relative to Ages 19
to 64

The first method provides a proxy for the costhaf 19 to 24 age group relative to the
cost for the 19 to 64 age group. This method twegprimary sources of information: 1)
an update to the results from the 2007 study fesd® to 64, using the same approaches
(Approach A and Approach B) from that study, ana@) information Mercer obtained
from the Maryland Medicaid program for both ageup® 19 to 24 and 19 to 64.

Mercer updated the cost estimates for ages 19 tsiBg the most recent 2010 cost
information and trends available from several @ shhme sources used in the 2007 study.
These estimates, shown below in Table 3, are upddtie estimated costs presented
above in Table 1 from the 2007 study.
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Table 3

Maryland Health Care Commission

2010 Claim Cost Estimates for Habilitative Services Ages 19 to 64

Update to 2007 Study

(Excluding Potential Increases in Administrative Gts)

Approach A Approach B

Low High Low High
Estimated cost of mandated benefits
as a percentage of average cost per 0.66% 4.46% 1.20% 2.39%
Maryland policy
Estimated cost as a percentage of 0.08% 0.53% 0.14% 0.28%
average wage
Estimated annual per-employee cost
of mandated benefits for Maryland’s $39 $266 $71 $143
policies

Using the cost estimates in Table 3 for ages Bttand the new Maryland Medicaid
data, Mercer estimated the costs for habilitateneises for the 19 to 24 age group.

Mercer obtained the new Maryland Medicaid data ftbenDepartment of Health and
Mental Hygiene (DHMHJ® and The Hilltop Institute of the University of Méand,
Baltimore County (UMBCY. This data was instrumental to Mercer’s analgsist

contained complete medical service records asagatst and utilization information for

calendar years 2006 through 2009 for enrolleegyusabilitative services. This level of
detail and completeness in the data was not avai&tihe time of the 2007 study.
Mercer wishes to thank the DHMH and UMBC for the@ip in preparing this data.
Under this method, Mercer used summary informdfiorthe Maryland Medicaid data
for age groups 19 to 24 and 19 to 64. While noheut limitation, the data enabled
Mercer to estimate the cost of habilitative sersifo the 19 to 24 age group relative to
the cost for these same services for the 19 tqy@4eoup. These cost relativities are

presented in Table 4.

8 Maryland Department of Health and Mental Hygiene.

% The Hilltop Institute at the University of MaryldnBaltimore County.
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Table 4

Maryland Health Care Commission

Average Annual Maryland Medicaid Amounts 2006 to 209
for Enrollees Receiving Habilitative Services

Ages 19 — 24 Ages 19 - 64 Ratio
Number of Enrollees 350 785 45%
Medicaid Allowed $7,096,526 $33,097,088 21%
Charges
Number of Services 44,803 192,915 23%
Services per Enrollee 128 246 52%
Services/Enrollee/Week 2.5 4.7 52%
Charge per Service $158.39 $171.56 92%
Charge per Enrollee $20,305 $42,189 48%

Table 4 illustrates that the average annual nurabenrollees, number of services per
enrollee, and allowed charges per enrollee ovefailneyear period of 2006 through 2009
for the 19 to 24 age group are approximately hialhose for the 19 to 64 age group.
However, the ratio for the overall number of seegi@and allowed charges is only slightly
more than 20%, suggesting that providing these@esfor the 19 to 24 age group costs
approximately one-fifth as much as it does foriBdo 64 age group.

Applying the 21% cost ratio in line 2 of Table 4the estimated cost values in Table 3
for ages 19 to 64 yields a cost estimate for halive services for the 19 to 24 age group.
Results are presented in Table 5.

Table 5
2010 Cost Estimates for Habilitative Services — Agel9 to 24:
21% of the Estimated Cost for Ages 19 to 64 in Tabl3
(Excluding Potential Increases in Administrative Gts)

Approach A Approach B

Low High Low High
Estimated cost of mandated benefits
as a percentage of average cost per 0.14% 0.94% 0.25% 0.50%
Maryland policy
Estimated cost as a percentage of 0.02% 0.11% 0.03% 0.06%
average wage
Estimated annual per-employee cost
of mandated benefits for Maryland’s $8 $56 $15 $30
policies
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Method # 2: Direct Method - Cost Estimate for Expansion of
Coverage to Ages 19 to 24 (Approach C)

Under this second method, Mercer utilized detasiexvice records for each individual
enrollee aged 19 to 24 from the Maryland Medicaithctited above for calendar years
2006 through 2009, along with publicly availableryland Medicaid enrollee data, to
directly estimate the cost of habilitative serviémsthe 19 to 24 age group. The
Medicaid service records exclude all personal mi@iion that could be used to identify
the person receiving the services. Mercer adjustisccost analysis for trend and
anticipated reimbursement levels in the commerogiket. Table 6 presents the results
of Mercer’s analysis (labeled as Approach C) comgavith the results from Method #1
above (Approach A and Approach B) from Table 5.

Table 6

2010 Direct Cost Estimates for Habilitative Service — Ages 19 to 24
(Approach C)

(Excluding Potential Increases in Administrative Gts

From Table 5 Approach C
Approach A Approach B

Low High Low High Low High
Estimated cost of mandated
benefits as a percentage of average | 0.14% 0.94% 0.25% 0.50% 0.49% 0.82%
cost per Maryland policy
Estimated cost as a percentage of | ) o, 0.11% | 0.03% | 0.06% | 0.06% 0.10%
average wage
Estimated annual per-employee
cost of mandated benefits for S8 $56 $15 $30 $29 $49
Maryland’s policies

Given that the Maryland Medicaid data appears tthbanost complete and credible
source available, Approach C represents Mercestsdsimate of the costs under the
proposed mandate. The range of cost estimates Apgeoach C is somewhat higher

than the range under Approach B, but within theyeaof Approach A. Also, the
estimated annual per-employee costs under all tgpmaches fall within the estimated
PMPY premium range of $0 to $78 from the carrieways in Table 2 above.

Phase-In of Proposed Mandate

As requested, Mercer also estimated the cost ingfgattasing in the proposed mandate
over a six-year period. Under this approach, itabite services would be covered for
only age 19 during the first year of implementatiages 19 and 20 during the second
year, and so on, until mandated habilitative sewior ages 19 through 24 were covered
during the sixth and later years after the mandateplementation.
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Table 7 below presents cumulative cost estimatdseatnd of each year of the proposed
phase-in period based on 2010 dollar levels. Hae gix values are the same as
illustrated above for Approach C in Table 6. Nibtat this distribution assumes that
costs, premiums, and wages will all trend at theeseate each year. To the extent that
any one or all three of these items trend at differates or inflate beyond the 2010 dollar
level, the distribution of anticipated costs irsttable could differ from what is shown.

Table 7
Estimated Distribution of Habilitative Costs Over aSix-Year Phase-In Period:
Cost Estimates Under Method # 2, Approach C

2010 Dollar Levels Year 1 Year 2 Year 3 Year 4 Year 5 Year 6
Age Ages Ages Ages Ages Ages
19 19-20 19-21 19-22 19-23 19-24
% Total Cost 20% 38% 63% 78% 88% 100%
Cost as % Pure Min 0.10% 0.18% 0.31% 0.38% 0.43% 0.49%
Premium/Cert Max 0.16% 0.31% 0.51% 0.64% 0.72% 0.82%
Cost as % Wage Min 0.01% 0.02% 0.03% 0.04% 0.05% 0.06%
Max 0.02% 0.04% 0.06% 0.08% 0.09% 0.10%
Average Min $6 $11 $18 $23 $26 $29
52::/(36” per Max $10 $18 $31 $38 $43 $49

The cost pattern shown above would be replicatedgbmates using the other two cost
approaches. By this, we mean that 20% of the atencosts would be expected in the
first year, 38% of the ultimate costs would be eteé in the second year, and so on as
shown in the table above, until 100% of the cosisld be expected by the sixth year.

The relative complexities associated with healtacaform (PPACA), particularly with
respect to the timing and interaction of the vasiaaticipated changes over the next
several years, make it difficult to project thegrdtal cost impact of this proposed
mandate beyond 2010. Therefore, these cost esmaa¢ based upon the market prior to
any potential effects of PPACA. For example, PPAEG4uires extension of benefits to
children up to age 26 as well as guarantee issughflliren under age 19, among other
benefit modification§> These two changes in particular could resulnifnarease in
membership of children who need habilitative sexsj@and therefore these cost estimates
may be aggressive (i.e., understated). Whileakjgected that the small group and large
group market segments will see increases in thebeuwf children due to the extension
of dependent coverage up to 26, the individual eiaskgment is probably most
susceptible to anti-selection, especially for thoaseiers offering child only policies. The
small group and large group markets have more mentyer which to spread these

1 Maryland already required coverage to dependeragéd5 prior to PPACA, but had more restrictivgikility
standards than PPACA.
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additional costs than the individual market andimine selection by employer
contributions to the cost of insurance. This isthe case in the individual market, where
parents/custodians must fund the entire premiunnaayelect to defer coverage for
healthy children until they need insurance, but alve financial incentives to purchase
insurance immediately for higher cost children,hsas those that would use this benefit.
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4

Coverage for Treatment of Spinal Muscular Atrophy

House Bill 1557, entitled “Health Insurance — Cage for Treatment of Spinal Muscular
Atrophy”, introduced during the 2010 legislativessien, outlines proposed coverage of
certain nursing services for the treatment of dpimascular atrophy (SMA). The bill
would have required carriers to provide coveragefivate duty nursing services as
recommended by the treating physician for the tneat of SMA but the carrier would
not be required to provide coverage exceeding 1@2shoer day.

According to the Spinal Muscular Atrophy Foundafi8iMA is a rare, inherited disease
characterized by muscle atrophy and loss of matioctfon, caused by the absence of or
defect in the Survival Motor Neuron 1 (SMNL1) ger¥éis gene is responsible for a
protein that is crucial to the health and survivialhe nerve cells in the spinal cord that
control muscle contraction. As these neurons beconmealthy due to the reduced
SMN1 levels, muscles weaken and become atrdBhic.

Clinically, the disease is classified into four égp by degree of severity (as shown in
Table 1).

92 Spinal Muscular Atrophy (SMA) Foundation. “Freqig Asked Questions.” Accessed July 2010.
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Table 1
Clinical Classification of Spinal Muscular Atrophy (SMA)
Natural Age of

SMA Type Age of Onset Highest Function Death
Type 1 (severe) 0 - 6 months Never sits < 2 years
Type 2 (intermediatg) 7 - 18 months Never stands ed2y/
Type 3 (mild) > 18 months Stands and walks Adult

Second or thirc | Walks during adul

Type 4 (adult) decade years Adult

There are many differences among the types butléssification purposes, clinicians
have focused on the age at onset, the highestidmneind the typical age at dedth.

Type 1, also called Werdnig-Hoffmann disease, ésnttost severe and the most prevalent.
About 60% of SMA patients have this fofth.Type 1 patients display signs of SMA
during their first six months of life, or in somestances, in utero. These patients are
never able to sit and rarely survive beyond theaideo. They do maintain normal
intellectual and emotional development, as do p&tii the other three classificatiols.

Type 2 patients (approximately 27% of SMA patiehi@ye an intermediate form of the
disease. Onset generally occurs within seven tmdths after birth, and patients may
survive into adulthood. During this time, patientay be able to sit unassisted, but they
are never able to stand or walk.

Type 3, also called Kugelberg-Welander or JuveBpeal Muscular Atrophy, is
considered a mild form of SMA. Symptoms appeagrdi8 months, and these patients
often survive well into adulthood. They can stand walk with limited assistance
during much of their lives.

Little information exists on Type 4, an adult foohthe disease. This less common form
involves a slower progression of symptoms thatdsity affect walking. Symptoms
begin to show during the second or third decaddeof

% C.H. Wang, R.S. Finkel, E.S. Bertini, M. Schroth,Simonds, B. Wong, A. Aloysius, L. Morrison, M.dih, T.O.
Crawford, A. Trela, and Participants of the Intéior@al Conference of SMA Standard of Care. “CosserStatement
for Standard of Care in Spinal Muscular Atrophydurnal of Child Neurolog22, No. 8 (August 2007).

% SMA Foundation. “Frequently Asked Questions.”
% SMA Foundation. “Frequently Asked Questions.”
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Medical Impact

This section, we address questions regarding cgeeshprivate-duty nursing services for
SMA patients.

= Does the medical community consider private-duty ntsing essential and/or
effective in treating SMA patients?

= Does the medical community consider private-duty ntsing to be appropriate
and necessary, as evidenced by scientific and peewiew of literature?

= |s private-duty nursing available to and utilized by treating physicians?

According to the International Standard of Care @uttee for Spinal Muscular Atrophy
(the Committee), care for SMA patients should bemheined by current functional status
rather than original classification of disease tYp&he current classifications include (1)
non-sitters, or patients who cannot sit indepergef®#) sitters, including those who can
sit independently but cannot walk, and (3) walkdrsseeking to develop a consensus
statement, the Committee focused on five care areas

= diagnostic/new interventions
=  pulmonary

= gastrointestinal/nutrition

= orthopedics/rehabilitation

= palliative care.

Consensus was achieved in many areas, and thesdé&evme the basis for standards of
care for SMA. The Spinal Muscular Atrophy Foundatsummarizes the Committee’s
recommendations as follows:

= Confirm the diagnosis —Verify the diagnosis with a simple genetic bloostt¢o
help medical professionals plan for and providégpdtspecific care.

= Manage breathing —Respiratory problems are cited as the top caugmess and
the most common cause of death among childrenSWA types 1 and 2. The goal
is to educate patients and families on how to (Aphage breathing and employ
techniques to maintain clear airways, (2) take miesssto prevent respiratory
problems, and (3) learn how to minimize the impHaespiratory infection.

= Manage eating and nutrition —Patients with SMA are susceptible to both over- and
under-nutrition problems. Families and health gacdessionals work together to
monitor growth and closely follow personal nutnitiplans.

% C.H. Wang, et al.
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= Muscle movement and daily activities -Maintaining function of trunk, arm, leg,
and neck muscles helps patients achieve their kidéeel of function and
independence. Health care professionals desigwidiidl physical therapy plans and
recommend assistive devices, tools and exercidaslposlow or prevent
complications of SMA.

= Prepare for illness —Families are encouraged to develop plans for teetable
medical emergencies and to share the plans witiealth care professionals involved
in the patient’s car¥’

The “standard of care” literature for SMA makeseaxplicit reference to private-duty
nursing services. Nevertheless, treatment for Siyp&s 1 and 2 is care intensive and
draws on the skills of numerous health professeondio participate in the assessment,
contribute to the chronic care plan, monitor thegrd's status, adjust the plan as
necessary, and respond as circumstances warranbni€ management requires
discussion of the family’s goals, including balargccaring for the child at home for as
long as possible, long-term survival, quality & land comfort, the availability of
resources, and the illness’s potential burden erfamily *®

Experts note that there is a wide range of car&MA patients. A reasonably
comprehensive plan may draw on the skills of médioators, physical therapists,
occupational therapists, nutritionists, respiratbigrapists, and/or hospice professionals.
Disparity in family resources, medical practitiosidinowledge, and regional and cultural
standards contribute to variations in care plamnavhen severity is simildf. One
example is pulmonary care for Type 1 children dreuse of mechanical ventilation.
Some patients and their families are not offeredfarm of respiratory support, while
others are routinely treated with a full array @épiratory assistance and supportive
care!® Certain treatments, such as invasive mechanésilation, may lead to

extensive nursing caré! %2

Much of the ongoing care that is provided underdinection of these professionals is
highly technical but can be provided by family gavers. Indeed, as will be reported in
the next section, some carriers specifically altbesskilled nursing benefit when the

97 SMA Foundation. “Frequently Asked Questions.”
% C.H. Wang, et al.
% C.H. Wang, et al.

100\ .K.M. Hardart, R.D. Truog. “Spinal Muscular Aprhy — Type 1 — The Challenge of Defining a ChilBisst
Interests.” Archives of Disease in Childho@&3 (2003).

101\ K.M. Hardart, et al.

192 There is a wide range of care for SMA patientiterhature indicates that ventilation in the USeisd common than it
is in other parts of the world, e.g., Japan, amd itivasive ventilation is even rarer, in part hegaof its significant
expense in relation to non-invasive measures.
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services involve teaching family members how toveelthe needed care. However, the
emotional and financid® burden on caregivers can be substantial. Astdtrgsivate-
duty nurses may play important roles in providirgtis-on care to SMA Type 1 and 2
patients in relief of family caregivers.

In addition to a review of the literature, Mercarficipated in a conference call with the
medical directors of the major carriers to disdiresmedical aspects of several proposed
mandates including SMA.

During the call, concern was expressed regardiisgonefit. Several medical directors
guestioned why this particular condition shouldgbeen special treatment when there are
other conditions as severe that would not enjoybthreefit. Concern was also expressed
regarding “diagnosis creep” — specifically that there availability of private duty

nursing services increases the demand for ancdo€psivate duty nursing services and
hinders development of a “circle of need” for canel may prevent or discourage
caregivers from learning how to care for membetb Wiis condition.

It should be noted that carriers often provide gevduty nursing services as a respite for
family members when a physician indicates thatéispite care is necessary.

It is particularly important to note the impacttbé proposed mandate on the carriers.
According to the Maryland Insurance Administratithgse carriers that exclude private
duty nursing coverage would need to modify theanglto cover these services. In
addition, those carriers that do not exclude theecage but instead apply their own
medical necessity criteria to determine coveragelavbe required to defer to the treating
physicians’ recommendations. In effect, the prepamandate removes any opportunity
for anyone other than the attending physician were the clinical necessity and
appropriateness of these servicés.

Social Impact

In this section, we address the following questions

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

= To what extent is the insurance coverage already aWable?

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

193 David Greenberg. “A Cost-Benefit Analysis of Meayd’s Medical Child Care Centers.” Maryland Inst for
Policy Analysis and Research. University of ManglaBaltimore County. December 2008.

104 Assistant Attorney General. Maryland Insurancenistration. January 2011.
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= To what extent does lack of coverage result in unasonable financial hardship?
= What is the level of public demand for these serves?

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

It is estimated that one in 6,000 to one in 10,0@)births are affected with SMA,
making it one of the most common lethal genetieaes® Over 60 percent of these
babies have the most severe f&fhand generally do not survive beyond their second
birthday®” Others with Types Il and Ill SMA generally liveto adulthood and could
have normal life expectancs?

Maryland health plans that were surveyed as patisfstudy indicated limited incidence
among their covered populations, ranging from a¢d®.01 cases per 1,000 member
years to a high of .1 per 1,000 members years. nTdjerity of companies reported
incidences of .01 per 1,000 member years to .03 080 member years.

The estimates of the surveyed health plans arergignsupported by national figures.
The SMA Foundation in its “Introduction for SMA Fdies” estimates that there are
25,000 SMA patients in the U'$® Based on an estimated national population of
380,000,000 in 201¢°, there are six to seven SMA patients per 100,00@rcans
nationally. If this rate were mirrored among Maiydi’s covered population of
3,590,609, there would be 215 to 251 patients in the stitgibuted among insured,
self-funded, and public progrars.

Although many covered individuals already have cage for SMA nursing services,
others do not. Table 2 summarizes the respongie tfealth plans responding to the
survey.

1058, C. Hendrickson, C. Donohoe, V.R. Akmaev, E.Ag&unan, P. Labrousse, L. Boguslavskiy, K. Flyntj E.
Rohlfs, A. Walker, B. Allitto, C. Sears, and T. $th “Differences in SMNL1 allele frequencies amagtgnic groups
within North America.” Journal of Medical Genetigsublished online June 21, 2009.

196 g.C. Hendrickson, et al.
07 M.K.M. Hardart, et al.
1% SMA Foundation. “Frequently Asked Questions.”

199 «gpinal Muscular Atrophy: Introduction for SMA Flies.” SMA Foundation, New York, New York. Fefary
2010.

110 Robert Schlesinger. “U.S. Population, 2010: Bfion and Growing.” U.S. News and World Repdrblitics &
Policy Blog. December 30, 2009.

111 Charles Milligan. “Overview of the Existing Ingurce Market in Maryland.” The Hilltop Instituteniversity of
Maryland, Baltimore County. August 2010.

H2The differences between the rate of live birthén@MA and the population incidence rates reportethb carriers
is in large part attributable to the high mortalitjong Type | patients during the first two yeadofving birth.
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Table 2
Health Plan Coverage of SMA Private Duty Nursing Sevices
Carrier 1 Most fully insured plans exclude; some self-insyptaths have limited
coverage
. No insured plans cover but there is an approvedrsedent available,
Carrier 2

although to date no one has purchased the endanseme

Carrier 3 | All plans cover, subject to certain gliites and limitations

Carrier 4 | All plans cover

Limited coverage for certain home health servioesie for unskilled, or

Carrier 5 ! . ,
custodial, supportive nursing care

When services are covered, there often must befispamanditions. For example,
Kaiser’s covered home health care services aréddno evaluating, implementing, and
teaching skilled nursing services to family carevers following a change in status.
CIGNA covers services if they (1) are providedi@ulof institutionalization or (2) are
established by a physician as part of an appraeatnhent plan.

Likewise, benefits may be limited. Aetna reporiatilwhen home health care visits are
covered, they are routinely limited to 120 daysysar. CIGNA'’s contract options
include duration limits of 40 to “unlimited” day€f course, the cost will depend on the
option selected.

All of the surveyed health plans limit or excludeserage for services that are custodial

in nature, and it appears that certain serviceteogplated by the proposed legislation fit
the definition of custodial care. Table 3 illusés
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Table 3
Health Plan Custodial Care Definition
Aetna Services and supplies that are primarilynidéel to help [the

patient] meet personal needs... It may involve artifimethods

such as feeding tubes, ventilators, or catheteamiples ...

include:

* Routine patient care, such as changing dressieg®dic turning
and positioning in bed, administering medications;

= Care of a stable tracheostomy (including intermttgctioning);

= Care of a stable colostomy;

= Care of a stable gastrostomy/jejunostomy/nasogéasioe
(intermittent or continuous) feedings;

= Care of a stable indwelling bladder catheter (idirig
emptying/changing containers and clamping tubing);

» Watching or protecting [the patient];

* Respite care, adult (or child) day care or convaescare;

» [nstitutional care, including room and board fostreures, adult day
care and convalescent care;

= Help with daily living activities, such as walkingrooming, bathing
dressing, getting in or out of bed, toileting, egtior preparing
foods;

= Any services that a person without medical or pagioal training
could be trained to perform; and

= Any service that can be performed by a person withay medical
or paramedical training.

CareFirst Any care that would not require a licehisealth care professional.

Private-Duty Nursing means skilled nursing careises, ordered
by a physician that can only be provided by a ksghhealth care
professional, based on a plan of treatment thatifsgedly defines
the skilled services to be provided as well agithe and duration
of the proposed services. If the proposed sendaase provided
by a caregiver, or if the caregiver can be taught@emonstrates
competency in the administration of same, thenl&kiNursing
Care is not medically necessary. Skilled NursingeGacludes
services for performing the Activities of Daily ling including

but not limited to bathing, feeding, or toileting.
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Table 3 (continued)

Health Plan Custodial Care Definition

CIGNA Any services which are not intended primatdytreat a specific

injury or sickness (including mental health andstabce abuse).

Custodial services include but are not limited to:

= Services related to watching or protecting a person

= Services related to performing — or assisting agein performing
— any activities of daily living, such as (a) walgi (b) grooming, (c)
bathing, (d) dressing, (e) getting in or out of b@gdtoileting, (g)
eating, (h) preparing foods, or (i) taking medica$ that can be self
administered; and

Services not required to be performed by traineskdled medical

or paramedical personnel.

Coventry Care that is primarily for meeting perdoreeds. For example,
custodial care includes help in walking; gettingid out of bed,;
bathing; dressing; shopping; preparing and eatiegls)
performing general household services; taking meejor
providing other home services mainly to help peapleeeting
personal, family, or domestic needs, to includeamxtlinary
personal needs created by the illness of a faneipeddent. If no
skilled need is identified, then the service wabddclassified as
“custodial.”

Kaiser Any care and/or service which is not medijoa¢cessary and
required for treatment of a condition or illness.

The timing of services can also be important. &erprivate-duty nursing services that
are rendered immediately after a change in statush(as after acute illness requiring
hospitalization) may be covered, but only for aited time. Examples of these services
include evaluating, implementing, and teachingls#fihursing services to family care
providers. At other times, these same serviceddwoat be covered.

Survey responses indicate that large self-insulauspare very similar to smaller insured
plans with respect to these services. Insureiis a8a€CIGNA and Coventry, which
indicated that these services are covered if cedanditions are met, reported that the
self-insured plans they administer generally calkem on the same basis. Health plans
such as Aetna and Kaiser, which do not generalgicthese services for their insured
customers, were not providing them to any of theissured plans that they administer.
Finally, CareFirst reported that no self-insureahngsl had adopted its optional coverage
endorsement.

Surveys of organized labor also indicated thathieisefit is included in few, if any,
contracts. The unions are mixed on supportinggarticular mandate. Some thought it
was a valid issue, while others were concerneditiaiuld be subject to abuse and be
difficult to administer properly. Unions are vergncerned about the cost of health
benefits in general and recognize that they muselective of the mandates they are
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willing to support, as money spent on health bésédinot available for salaries or
pension funding.

It is important to note that in the literature vewiewed, there is no evidence that patients
are foregoing necessary care because their plartdatover certain private-duty nursing
services. There is occasional reference to quafiife decisions with regard to SMA
care!® Likewise, family life considerations are raisdginally, there is also the
infrequent report of major financial hardshif. Since most of the uncovered services
that are addressed in the proposed legislatiomearadily provided by family

caregivers (albeit often at great inconveniendttle is written about foregone care.

That is not to say that the financial burden orséheho choose to retain private-duty
nurses to provide much of the custodial care issnbstantial. A study of the cost-
effectiveness of medical child care centers in Néarg estimated the private-duty nursing
costs in 2008 to be $19.20 — $46.20 per HbuBased on 12 hours a day for 365 days,
this amounts to $84,096 —$202,356 in 2008 doll&¥& would expect that private duty
nursing services in the home setting would be ne@pensive than in a medical child

care setting. Of course, there is a good charatetie patient may be hospitalized at
some point(s) during the year so it is unreason@béssume that these services would be
provided for 365 day5® It is also important to reiterate that many @< services can

be — and currently often are — provided by famédyegivers.

Financial Impact

In this section, we estimate the cost of enactiregaroposed mandate and compare the
results of our analysis to those of other sounces)ding the estimates submitted by
health carriers in Maryland.

Mercer surveyed six major carriers in Maryland lbbain information on current practices
regarding providing private-duty nursing servicesrhembers with spinal muscular
atrophy. Mercer also asked these carriers to geowicidence rates and estimates as to
how premium would be affected if coverage were naseulfor private-duty nursing
services up to 12 hours per day with no other ané.

We received responses from five of the six carri@$the responding carriers, two
indicated that they did not cover this benefitfidly insured plans (although one did

113 M.K.M Hardart, et al. and C.H. Wang, et al.

4 william S. Ehart. “NY Insurance Company Ends Rasg Rather Than Pay Out BigThe Washington Times.
October 14, 2009.

115 David Greenberg.

118 David Greenberg, et al. study showed that 73.2%ethildren of survey respondents (who attendadriee two
centers) were hospitalized during any given yéote that this data includes children with manyedént serious
medical conditions, not just SMA.
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offer a rider), two indicated that they covered/pte-duty nursing services under certain
circumstances subject to annual limits, and oneateld that it would cover these
services if a formal plan of care is submitted amsldeemed medically necessary.

The following table summarizes the results of theppsed benefit’s financial impact.

Table 4
Carrier $ per Member per Year % of Claims
1 $12.48 0.4%
2 $10.80 0.3%
3 $2.17 0.07%
4 $31.50 1.0%
5 $6.20 — $12.40 0.2% — 0.4%

The Department of Legislative Services complet&isaal and Policy Note of this
proposed benefit. Its estimate was a cost of $$EVIPM, or $6.84 per member per
year. This is within the range that we observenftbe survey of carriers.

Mercer completed an independent estimate. We greglthe following assumptions:

» Incidence rates reported by the responding canr@erged from one per 100,000 to
five per 100,000. (We discounted the one respandgorting 10 per 100,000
because the rate was so much higher than thosalpdoly the other respondents and
in the literature).

= We had two carrier sources for costs per day fmape duty nursing services, ranging
from $600 per 12-hour day ($50 per hour) to $1,08012-hour day ($83 per hour).

=  We estimated that 87% of individuals diagnosed wgiimal muscular atrophy would
need this type of care, based on the medical fiteza

= We assumed there would be no cost sharing, as niemita this type of condition
would have met any out-of-pocket maximum on otlegvises.
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Table 5
Low High

Incidence 1/100,000 5/100,000

Cost per Day $ 600 $1,000
Days/Year 365 365
Cost per Year $ 219,000 $365,000
% Needing PDN 0.87 0.87
$ per Year $ 190,530 $317,550
$PMPY 191 15.88
Members/Employee 1.827 1.827
$PEPY $ 3.48 $ 29.01
% of Claims 0.1% 0.5%

While most carriers indicated that private dutysmg services would be covered under
very specific circumstances, most indicated thattfajority of the services anticipated
under this proposed mandate would not currentlgrbgided. We estimate that about 10
percent of the services covered under this maratateurrently being provided. This
would cover the types of circumstances describédeea this paper. This is a very
rough estimate, as these statistics are not readéiable. Table 6 shows estimated costs.

Table 6

Full Cost Marginal Cost

Estimated Cost as a
Percentage of Average Cost
Per Group Policy

Estimated Cost as a
Percentage of Average Wage
Estimated Annual Per
Employee Cost

0.1% - 0.5% 0.1% — 0.4%

0.01% — 0.06% 0.01% — 0.06%

$3.48 — $29.01 $3.13 - $26.10

Since few of the services required by this mandatgoposal are currently covered by
large, self-insured plans - the reference point fothe essential benefits package -
there is some likelihood that the state would hav® fund these mandated services
for policies delivered through the Maryland healthbenefits exchange after January
1, 2014.
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Conference of SMA Standard of Care. “Consensugi®@ent for Standard of Care in
Spinal Muscular Atrophy.”Journal of Child Neurolog®2, No. 8 (August 2007).
https://smareqistry.iu.edu/Links/Downloads/ICC_SMAWC Consensus_Statement EN.

pdf
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5

Coverage of Preventive Physical Therapy Services for
Patients Diagnosed with Multiple Sclerosis

Baltimore County Delegate Shirley Nathan-Pulliansassidering introducing legislation
that would require carriers to include coveragerefventative physical therapy services
for patients diagnosed with multiple sclerosis (MShe envisions that the bill will
closely follow a similar mandate adopted by thaestd lllinois. Key provisions of that
legislation are as follows:

= “A group or individual policy of accident and hdalhsurance or managed care plan
... must provide coverage for medically necessarygmtative physical therapy for
insureds diagnosed with multiple sclerosis.”

= For this purpose “preventative physical therapyamge“physical therapy that is
prescribed by a physician licensed to practice mediin all of its branches for the
purpose of treating parts of the body affected lojtipie sclerosis, but only where the
physical therapy includes reasonably defined gaattuding but not limited to,
sustaining the level of function the person hasea@d, with periodic evaluation of
the efficacy of the physical therapy against thysals.”

= Such coverage will be subject to “the same dedig;tdminsurance, waiting period,
cost sharing limitation, treatment limitation, aadar year maximum, or other
limitations as provided for other physical or refitdiive therapy benefits covered by
the policy.™’

17 llinois Public Act 094-1076, Sec. 10, adding S&85z.8 to the lllinois Insurance Code.
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According to the National Multiple Sclerosis Sogje¥1S is a chronic, unpredictable
disease of the central nervous system (the brpiig nerves, and spinal cord). Itis
thought to be an autoimmune disorder; the immuseegy incorrectly attacks the
person’s healthy tissue. It can cause blurredrjdoss of balance, poor coordination,
slurred speech, tremors, numbness, extreme fagigablems with memory and
concentration, paralysis, blindness, and other dicatpns. These problems may be
permanent or may come and gdApproximately 400,000 Americans have M$.

Most people with MS are diagnosed between the afy28 and 50, although individuals
as young as two and as old as 75 have developddstnot considered fatal, and the vast
majority of afflicted people live a normal life spaQuality of life is a different issue,
though. Most people with MS have difficulty livirag productively as they would like,
often facing increasing limitatiort§®

At least two to three times more women than merdegnosed with MS. Studies
suggest that genetic factors make some individual® susceptible than others, but there
is no indication that MS is directly inherited. & tisease occurs in most ethnic groups
but is more common in Caucasians of northern Ewaopacestry>

Medical Impact

In this section, we answer questions regarding rameeof preventive physical therapy
(PT) for MS patients.
Does the medical community recognize physical thepg as being essential and/or

effective in preventing the progression of the eftd#s of MS?
= Does the medical community recognize preventive phkical therapy as being
appropriate and necessary, as evidenced by scieitiind peer review of

literature?

= |s preventive physical therapy utilized by treatingphysicians?

We will begin by, summarizing the course of illnesgl outlining the National Multiple
Sclerosis Society’s recommended care for persagdsed with MS. We then examine

118 National Multiple Sclerosis SocietyMultiple Sclerosis: Just the Facts.” Nov. 20009.
19 «Multiple Sclerosis: Just the Facts.”
120«Multiple Sclerosis: Just the Facts.”

121 «Multiple Sclerosis: Just the Facts.”
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physical therapy services as they relate to trgdfis. Specifically, we examine the
types of physical therapy services and distingbetfiveen those generally covered by the
carriers, which focus on restoring function, anastinthat are not, which focus on
maintaining function and preventing a deterioratdfunction. Finally, we will point

out the challenges of determining what is prevenéimd what is not and touch on
evidence supporting the efficacy of preventive PT.

Course and treatment of the disease

There are four courses of MS, each of which mamib@, moderate, or severe. They are:

= Relapsing-Remitting MS— Clearly defined attacks of worsening neurologica
function. Attacks — sometimes called “relapséfdre-ups,” or “exacerbations” —
are followed by partial or complete recovery pesioduring which no disease
progression is apparent. Approximately 85% of ¢hafflicted by MS are initially
diagnosed with relapsing-remitting MS.

» Primary-Progressive MS— Characterized by slowly worsening neurologicalction
from the beginning, with no distinct relapses onissions. The rate of progression
may vary over time, with occasional plateaus angpt@ary minor improvements.
Approximately 10% of people with MS are diagnosetthygrimary-progressive MS.

= Secondary-Progressive MS -After an initial period of relapsing-remitting Mge
disease worsens more steadily with or without docas flare-ups, minor recoveries,
or plateaus. Before disease-modifying medicatimtame available, approximately
50% of people with relapsing-remitting MS developed form within 10 years.

= Progressive-Relapsing MS -Steadily worsening from the onset, with clearcksaof
worsening neurological function along the way. [teanay experience some
recovery, but the disease continues without reomssApproximately 5% are
diagnosed with progressive-relapsing MS.

Most patients with MS initially have a “relapseni¢ting” experience, meaning that they
experience a period of time when the symptoms raanihemselves (very often with
increasing magnitudes) followed by periods of @hur total remission. About 30% to
50% have periods of progressive symptoms withirfitse10 years of diagnosié’

Relapse rates vary widely (0.1 to 1 attack per)y@ad patients with higher relapse rates

122 National Multiple Sclerosis Society. “What Is Miple Sclerosis? The Four Courses of MS.”

123 Judith A. O'Brien et al. “Cost of Managing an &puie of Relapse in Multiple Sclerosis in the Unidtes. BMC
Health Services Research. 2003.
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in the first two years have been observed to lygester risk of more rapid progression to
a severe level of disability.

There are wide variations in the severity and domatf relapses, which can include
sensory loss, optical neuritis, and weakness olirtiies — leading to fatigue, disturbance
of gait, and loss of dexterity. Some relapseslasinup to several month&*

According to the National Multiple Sclerosis Sogjeecommended care for individuals
diagnosed with MS includes:

1. Treatment with one of the FDA-approved “disease ifgod)” drugs as soon as
possible after diagnosis. Drug therapy is recontedrafter an episode that places
the individual at high risk for subsequently deyéhg clinically definite MS.

2. For patients with secondary-progressive, progressapsing, or worsening
relapsing-remitting MS, an FDA-approved chemotheuic agent might reduce
disability and/or the frequency of attacks. (Téhiag has a lifetime dosage limit to
prevent heart damag&)

There are additional therapies for many MS symptmuisiding spasticity, pain, bladder
problems, fatigue, sexual dysfunction, weakness cagnitive problem&?®

PT as rehabilitation

Rehabilitation is an important part of health caeévery for people with MS. In a
clinical bulletin devoted to PT in MS rehabilitaticche National Multiple Sclerosis
Society summarizes, “With the advent of diseaseifyind agents to prolong time
between attacks and slow disease progression, €lpational therapy] and PT
interventions are more important... than ever befdnéerventions have the potential to
last longer and have greater impact on improvingjityof life.”.**” Many people are at
the peak of their career or their childrearing geshen they are diagnosed with N&.

The role of physical therapy varies across theadiss course. Given of the variable
nature of the illness, rehabilitation practiceenftvary. In Europe, there appears to be

124 O'Brien, J., et al.

125 «“Multiple Sclerosis: Just the Facts.”

126 “Multiple Sclerosis: Just the Facts.”

127R. Kalb, ed. “Multiple Sclerosis: Focus on Reilitgttion.” New York National Multiple Sclerosis Society. 200

128p G. Provance. “Physical Therapy in Multiple Sa#is Rehabilitation.” National Multiple ScleroSsciety.
Clinical Bulletin: Information for Health Professials. 2008.
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general consensus that physical therapy servicgsdraimportant placé’ There is little
if any documentation of similar consensus in thé&¢hStates. As noted, interventions
focus on helping the patient achieve and maintaptifnal functional independence,
safety and quality of life*®° In the entire rehabilitation process, PT is bug part. As
members of multi-disciplinary teams dedicated ®htient’s care, physical therapists
are concerned with:

* “Promoting the health and wellbeing of individualsd society through physical
activity and exercise”,

* “Preventing impairments, activity limitations, parnpatory restrictions and
disabilities” in at-risk individuals,

« Providing treatments to “restore the integrity ofllg systems essential to
movement, maximize function and recuperation, minénincapacity, and
enhance the quality of life...” among impaired indivals, and

* “Modifying environmental, home and work access badiers to ensure full
participation in one’s normal and expected societksis.**

The goal of MS rehabilitation is to reduce the @psences of the disease on function,
personal activity, and social participation to @allpatients as much independence as
possible with the highest possible quality of litdowever, its effectiveness is difficult to
evaluate for a number of reasons:

» The disease course varies greatly between and gamdividuals and is difficult
to predict in the different forms of the disease,

» Triggers of relapses and progression are not vedikdd and the pathological
processes may not be heterogeneous and can bientisted accurately with
standard neuro-radiological techniques, and

» ltis hard to find a homogeneous patient group tisiatisfies scientific
requirements for evaluating the efficacy of thersjpeinterventions>?

As a result, there are few studies that effectivebasure the effects of rehabilitative
measures in MS. Earlier studies were uncontroled, most were retrospective

129K, Rasova, P. Feys, T. Henze, H. van TongereGditaneo, J. Jonsdottir, A. Herbenova. “Emergivigl€hce-
based Physical Rehabilitation for Multiple SclesosiTowards and Inventory of Current Content ackagepe.”
Health and Quality of Life Outcomes. October, 2010

130 provance.
181«Description of Physical Therapy.” World Confed#on for Physical Therapy. 2007.
132). Kesselring, S. Beer. “Rehabilitation in MuléifSclerosis.” ACNR. Vol 2 Number 5. November/Beter 2002.
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observations on small, heterogeneous patient gro8pl, there have been a few
controlled trials publishetf?*3*1%°

These demonstrate the efficacy of rehabilitationibdicate both that physiotherapy
alone or other specific therapies may lead to sompeovement in mobility and reduction
of disability and that the effects are often refaly short-lived. There are long-term
benefits but these are apparently attributablenfroved compensation, adaptation and
reconditioning and better use of personal and soesaurces. Rehabilitation measures
seem to have no direct influence on the ongoingadis process and the progression of
the disease and the benefits of physical therapesemporary>°

Preventative PT

Because restorative physical therapy is typicadlyeced by the carriers and preventive
PT is often not, it is important to differentiatettveen the two. The goal of the former is
the restoration of function and usually involva®esgthening and retraining muscles as
well as adapting to decreased function with newurieuies. Restorative rehabilitation is
especially useful following an exacerbation or acattack of MS symptoms.
Preventative PT, in contrast, seeks to prevenltoar &inctional decline and unnecessary
complications before they occt¥. Provance suggests that there are many potential
preventative physical therapy interventions thay im@ appropriate during the course of
the disease. For example:

= At the time of diagnosispatients may benefit from education, support, and a
baseline evaluation by an experienced PT profeakion

= As the disease progresset)e focus is on support, resourcing, avoiding
deconditioning, maintaining safety, and maximizimegglth and independent function.
This includes assessing the need for mobility amls and in the future. Patients

1333, A. Freeman, DW Langdon, JC Hobart, et al. “Fhpact of Inpatient Rehabilitation on Progressaltiple
Sclerosis. Ann Neurol. 1999.

134 A, Solari, G Filippini, P Gaasco, et al. “Physigzhabilitation has a positive effect on disafilit multiple sclerosis
patients.” Neurology. 1999.

135 cM Wiles, RG Newcombe, KJ Fuller, et al. “Contedl randomized crossover trial of the effects ofgittherapy
on mobility in chronic multiple sclerosisJournal of Neurology, Neurosurgery & Psychiatrg001.

1% pid.

187, Bain with R. Schapiro. “Managing MS ThroughHReilitation.” National Multiple Sclerosis Societypril
2009.
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transitioning from relapsing-remitting MS are uraatd return to baseline due to the
disease’s progression, and they demonstrate adgoline in function.

= During advanced MS,patients have significant disease burden, areamoloulatory,
and are at risk for secondary health conditionise fbcus of PT at this stage is on
seated trunk positioning and control, transferpeu@xtremity strength, respiratory
function, and equipment neeti.

It should be noted that some of the PT servicesriesl above, such as PT services
provided for a short period of time following ongéta remission, may be considered
rehabilitative and as such would be currently ceder

Carriers have various requirements for determimhgn a PT service is “rehabilitative.”
Generally there is a requirement that there beniB@ant improvement” of the person’s
condition within a short period of time (such asdéys) or that the services will return a
person to their usual state of functioning. Sowleiers provide coverage for PT services
as long as they are for a medical condition ang #éne restorative in nature and not for
maintenance care; some plans require a pre-aughionzplan even for rehabilitative PT.

But in general, PT that is intended to maintainction or prevent complications would

not be covered, in part because it is impossibkegiven situation to determine whether
PT is having any beneficial effect on the coursa dfsease that in inherently variable.
Similarly, because of this variability, it is vedjfficult to demonstrate in well-controlled
trials a benefit for preventative PT, so the evadehase supporting the proposed mandate
is weak.

In meetings with the medical directors of the Iatgaans, concern was expressed
regarding this benefit. Several plans had conduasearch and could find no evidence-
based studies that support the use of preventiysiqgdl therapy for the treatment of MS.
Several questioned why this particular conditioawdti be given special treatment when
there are other conditions as severe that wouldaueive a similar benefit.

138 provance.
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Social Impact
In this section, we address the following questions

= To what extentwill the proposed change generally be utilized by aignificant
portion of the population?

= To what extent is the insurance coverage already alable?

= To what extent does the lack of coverage result individuals’ 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 these serves?

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

= To what extent is the proposed mandated health insance service covered by
self-funded employers in the state with at least ®0employees?

The current estimate of individuals in the US witB is 400,000 or about 1 in 1,000
based on a population estimate of 380,000'¢0Maryland carriers surveyed as part of
this study indicated similar incidence among tleewvered populations, approximately 1.4
to 1.5 per 1,000 members.

In 2008, The Hilltop Institute reported in its “Qvew of the Existing Insurance Market
in Maryland” that there were 3,590,609 individuaish private insurance in Marylant.
Based on this estimate of the covered populatiahtla@ incidence rates reported above,
Maryland insurance plans cover about 5,000 to 5id@®iduals diagnosed with MS.

139 «Multiple Sclerosis: Just the Facts.”

140 Robert Schlesinger. “US Population, 2010: 308idfi and Growing.” US News and World Repor®olitics &
Policy Blog (December 30, 2009).

141 Charles Milligan. “Overview of the Existing Insurce Market in Maryland.” The Hilltop InstitutéIniversity of
Maryland, Baltimore County. August 2010.
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Table 1 summarizes the carrier’s survey resporsga€ventive physical therapy for
coverage of MS.

Table 1

Health Plan Coverage of MS Preventive Physical Ther apy Services

Not currently covered. Policies require that there be an
expectation of “significant improvement” of the person’s
condition within 60 days from the date therapy begins. PT
aimed at slowing or preventing further deterioration of a
body function is not generally covered. Only services
rendered for the treatment of delays in speech development
— unless resulting from disease, injury, or congenital defect —
are covered.

2 No insured plans cover.

All plans cover for any medical condition as long as it is
restorative in nature and not for maintenance care, subject
3 to certain guidelines and limitations. Plan does not
distinguish between preventive and other physical therapy.
Prior authorization is required.

All plans cover. Plan does not distinguish between
4 preventive physical therapy and other physical therapy. Prior
authorization is required.

Not currently covered. All PT services must meet the criteria
for rehabilitation, which is defined as returning a person to
the usual state of functioning. PT is limited to restoring an
existing or recently existing physical function.

When PT services are covered, there are usuallislas to the annual number of visits,
ranging from 20 to 60 (for all therapy servicesF Bccupational, and speech —
combined). One carrier indicated that employersmarchase unlimited visits but
reported that very few do. Two carriers requinempauthorization for PT services. One
carrier provided the following description of itdrainistration of PT services:

“All PT services require pre-authorization and muastude physician prescribed
goals to improve environmental safety, restorevitats of daily living (ADLS)

and independent activities of daily living (IADLs)rehabilitate for function,
usually ambulation. A plan of care is usually et during the first therapy
evaluation visit, based on input and demonstratiom the patient and caregiver,
and plans out exercises and functional adaptatiomeeasured steps towards the
primary goal(s). Often home and functional satatgluations require only one
session. Here, the therapist provides recommeoisitiadaptations, and
exercises, but if no rehabilitative or restoratyeals are identified, the services
terminate after the initial evaluative session.”
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Only three carriers responded to the question daggthe dollar amount of claims
denied in 2009 attributable to physical therapyMi@ patients. One reported $0 claims
denied; a second reported $465, and the thirderandicated that there were
“approximately three physical therapy denials peek”

Survey responses indicate that large self-insulauspare very similar to smaller insured
plans with respect to these services.

The literature we reviewed showed no evidencephténts are forgoing necessary care
because some plans do not cover these servicesndithe carriers, there was a wide
range in the percentage of members with MS thhzeitihe covered physical therapy
benefit, from a low of 7% to a high of 69%. Foe ttarriers responding to this question,
an average of about 30% of all MS patients usethRilgiven year. This is consistent
with a broader study focusing on middle-aged and@m&dults with MS, which reported
that:

1. 36% of those surveyed reported never using phytieahpy services,
2. 33% reported using PT services within the past,\sat
3. 31% reported using PT services more than a year.}fi

It is difficult to estimate the financial burdenmdt covering preventive PT for MS
patients. According to the Maryland affiliate betNational Multiple Sclerosis Society,
many survey respondents who have MS indicate thgigal therapy services have not
been covered? That information is inconsistent with the respemef the carriers
surveyed, several of which cite few limitationsheTapparent disconnect lies in 1) the
definition of “preventative” in the language of theoposed mandate and 2) the nature of
the illness, where physical therapy does not restoe’s condition but instead allows the
patient to maintain a given level of activity rathiean deteriorate further. This therapy,
probably intended to be covered in the proposeddatan can easily be considered as
“maintenance” and excluded.

142 M. Finlayson, et al. “Use of Physical Therapy\isas Among Middle-Aged and Older Adults with Mple
Sclerosis.” Physical Therapy JournalAugust 26, 2010.

143 Telephone conversation with M. Viel, Director aftiic Policy, Maryland Affiliate, National Multipl&clerosis
Society. November 1, 2010.
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It is often said that no two MS cases are &fike and the need for preventive PT services
varies as a result. A patient might require PTises several times a week for an entire
year, or a patient might require little or no plegditherapy. In the former case, assuming
a visit rate of $95, the financial burden couldasehigh as $14,820 annually (52 weeks x
three visits a week x $95), most of which mighelseluded as maintenance. As noted,
however, the vast majority of MS patients do ndiagt PT services.

Maryland’s unions are mixed in support of this poi mandate. It is not specifically
mentioned in most bargaining agreements. Somensr@rpressed concern that it could
be subject to abuse and challenging to administer.

Financial Impact

In this section, we estimate the cost of enactiegparoposed mandate and compare the
results of our analysis with those of other sourceduding the estimates submitted by
carriers in Maryland. We also include a discussibany administrative concerns the
carriers have expressed.

Mercer surveyed six major carriers in Maryland lbbain information on current practices
regarding providing preventive PT for MS patients.

We received responses from five of the six carri@$the responding carriers, only one
currently covers this benefit.

The following table summarizes the results of th@ppsed benefit’s financial impact.

Table 2
Carrier $ per Member per Year % of Claims
1 $3.28 to $4.93 0.1% to 0.2%
2 $4.08 0.2%
3 $0.00 to $6.20 0.0% to 0.2%
4 0.00 0.0%
5 $6.20 0.2%

Mercer developed an independent estimate usinfpliogving assumptions:

144«Multiple Sclerosis: Just the Facts.”
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= Incidence rates reported by the responding camarged from 1.12 per 1,000 to 4.2
per 1,000. The majority of the incidence rateseneithin the 1.12 per 1,000 to 1.5
per 1,000 range. We used this as the range.

*» We had three carrier sources for costs per PTa@gssinging from $95 to $108.

= The number of sessions in a year varied betweeam8@5, the general range of the
annual limits of therapy sessions indicated byctreiers.

= We assumed a range in cost sharing from zero (asguhat individuals with MS
would meet their out-of-pocket limits with othemngees) to $15, the median
copayment for office visits for large employersMaryland*®

Table 3
Low High

Incidence 1.12/1000 1.5/1,000

Cost per PT Session $ 95 $108
Cost Sharing 0 15
Sessions/Year $ 30 $ 60
Cost per Year $ 2,850 $ 5,580
Annual Cost per Member $ 3.19 $ 837
Members/Employeer 1.827 1.827
$PEPY 5.83 15.29
% of Claims 0.1% 0.3%
% of Wages 0.01% 0.03%

Only one carrier indicated that it currently covpreventive PT for MS patients. This
carrier represented about 5% of the entire groughcakpremium in Maryland, based on
2009 statutory reports. Thus, we assumed thah#drginal cost would reflect about 95%
of the full cost.

Table 4

Full Cost Marginal Cost

Estimated Cost as a
Percentage of Average Cost 0.1% - 0.3% 0.1% - 0.3%
Per Group Policy
Estimated Cost as a
Percentage of Average Wage
Estimated Annual Per-
Employee Cost

0.01% — 0.03% 0.01% — 0.03%

$5.83 - $15.29 $5.54 — $14.53

145 Mercer. “2009 National Survey of Employer-SporsbHealth Plans.” 2010.
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Only one carrier identifieddministrativeconcerns (as opposed to the medical concerns
discussed in the previous section) associatedthgtproposed mandate:

The body of administrative services to support pfalgherapy would require
reengineering and oversight. All services woulguree redefinition, and training would
be required for all therapists to provide:

= Therapies to maintain functions that have not distadieclined,;

= Therapies to maintain optimal functioning, whicl@ measurable because the
progressive path of MS is so variable;

= Care plans without measurable goals (since thetidgunctions already exist);
= New preventive muscle- and nerve-preserving thegpvhich are differentiated from
both rehabilitative therapies and those exercisaisa person with MS can perform

independently on a daily basis;

= A large increase in the number of visits for eadmher with MS because preventive
therapies for MS patients would be, by definitidaily exercises.
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