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Connecticut Mandated Health Insurance Benefit Reviews

Volume IV. Introduction

Volume IV contains 13 of the forty-five comprehensive reviews of existing health insurance required benefits
(mandates) completed by the University of Connecticut Center for Public Health and Health Policy
pursuant to Public Act 09-179. (P.A. 09-179 is attached to this report as Appendix I.)

The mandates in Volume IV are found in Title 38a of the Connecticut General Statutes Annotated and
apply to certain individual and group health insurance policies delivered, issued for delivery, renewed or
continued in this state after the effective date of the respective statute. The types of policies to which health
insurance mandates may apply as described in CGSA § 38a-469 include:

* Basic hospital expense coverage (Subsection 1)

*  Basic medical-surgical expense coverage (Subsection 2)

* Hospital confinement indemnity coverage (Subsection 3)
*  Major medical expense coverage (Subsection 4)

* Disability income protection coverage (Subsection 5)

e Accident only coverage (Subsection 6)

* Long term care coverage (Subsection 7)

*  Specified accident coverage (Subsection 8)

*  Medicare supplement coverage (Subsection 9)

e Limited benefit health coverage(Subsection 10)

* Hospital or medical service plan contract (Subsection 11)
* Hospital and medical coverage provided to subscribers of a health care center (Subsection 12)
* Specified disease coverage (Subsection 13).

Volume IV is intended to be read in conjunction with the General Overview and the actuarial report for
these mandates prepared by Ingenix Consulting. The Ingenix Consulting report for this set of mandates is
attached to this Volume as Appendix II.

The following table lists the mandates covered in this volume and the chapter in which each is reviewed;
their statutory references (from CGSA Title 38a); and the applicable policy types. The order in which they
are listed coincides with the order in which they are reviewed in the Ingenix Consulting report.



Index of Mandates: Volume IV
Individual | Group Policy Types
policy plan Applicable
Chapter | Description statute statute (Subsection)
1 | Experimental Treatments § 483c¢ §513b Not indicated
2 | Off-label Use of Cancer Drugs § 492b § 518b Not indicated
3 | Cancer Clinical Trials §§ 504a-g | SS 542a-g |1,2,4,11,12
4 | Hypodermic Needles and Syringes § 492a § 518a 1,2,4,6,10,11,12
5 | Prescription Drugs Removed from Formulary § 492f § 518f 1,2,4,11,12
6 | Home Health Care § 493 § 520 1,2,4,6,11,12
7 | Ambulance Services § 498 § 525 1,2,4,6,11,12
8 | Prescription Drug Coverage/Mail Order §510 § 544 Not indicated
Pharmacies
9 | Co-payments Regarding In-Network Imaging §511 §550 Not indicated
Services
10 | Comprehensive Rehabilitation Services N/A § 523 1,2,4,6,11,12
(mandatory offer)
11 | Mobile Field Hospital § 498b § 525b All 13
subsections
12 | Pain Management § 4921 § 5181 1,2,4,11,12
13 | Maternity Benefits and Pregnancy Care Following | § 547 1,2,4,11,12
Policy Termination

Each chapter reviews a single mandate and includes five sections: Overview, Background, Methods, Social
Impact, and Financial Impact. The Overview includes the statutory references and the language of the
mandate, the effective date, the premium impact, and the extent to which the mandated benefit is included
in self-funded plans. The Background describes the disease, condition, treatment or provider to which the
mandate applies, provides information on the current research and other pertinent information for each
mandate. The Methods section documents the research methods followed by the mandate review team.
The Social Impact section addresses the sixteen criteria contained in section 1(d)(1) of PA. 09-179. The
Financial Impact section addresses the nine criteria contained in section 1(d)(2) of PA. 09-179.

The following table summarizes the expected medical costs of each mandate in this volume for group plans.
Medical cost is the primary component of health insurance premiums. See the Ingenix Consulting report

(Appendix II) for further details.




Summary of Estimated Medical Costs of Mandates In 2010: Volume IV

Group Plans

Per Member Per Month .
Mandate (PMPM) Percent of Premium
Experimental Treatments $0.00 0.00%
Oft-label Use of Cancer Drugs $2.86 1.00%
Cancer Clinical Trials $0.00 0.00%
Hypodermic Needles and Syringes $0.05 0.02%
Prescription Drugs Removed from Formulary $0.02 0.01%
Home Health Care $1.47 0.50%
Ambulance Services $2.27 0.80%
Prescription Drug Coverage/Mail Order Pharmacies $0.00 0.00%
Co—Payments Regarding In-Network Imaging $1.00 0.30%
Services
Comprehensive Rehabilitation Services $2.42 0.80%
(mandatory offer)
Mobile Field Hospital $0.00 0.00%
Pain Management $0.00 0.00%
MaFermty B.enefits and Pregnancy Care Following $0.00 0.00%
Policy Termination
TOTAL $10.09 3.43%
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I. Overview

The Connecticut General Assembly directed the Connecticut Insurance Department to review the health
benefits required by Connecticut law to be included in group and individual health insurance policies as of
July 1, 2009. The review was conducted following the requirements stipulated under Public Act 09-179.
Reviews of required health insurance benefits are a collaborative effort of Connecticut Insurance Department

(CID) and the University of Connecticut Center for Public Health and Health Policy (CPHHP).

Connecticut General Statutes, Chapter 700, §§ 38a-513b and 38a-483c state that each group or individual
health insurance policy...

...delivered, issued for delivery, renewed amended or continued in this state on or after
January 1, 2000, shall define the extent to which it provides coverage for experimental
treatments.

(b) No such health insurance policy may deny a procedure, treatment or the use of any drug as
experimental if such procedure, treatment or drug, for the illness or condition being treated,
or for the diagnosis for which it is being prescribed, has successfully completed a phase III
clinical trial of the federal Food and Drug Administration.

(c) Any person who has been diagnosed with a condition that creates a life expectancy in that
person of less than two years and who has been denied an otherwise covered procedure,
treatment or drug on the grounds that it is experimental may request an expedited
appeal as provided in section 38a-226¢ and may appeal a denial thereof to the Insurance
Commissioner in accordance with the procedures established in section 38a-478n.

(d) For the purposes of conducting an appeal pursuant to section 38a-478n on the grounds
that an otherwise covered procedure, treatment or drug is experimental, the basis of such
an appeal shall be the medical efficacy of such procedure, treatment or drug. The entity
conducting the review may consider whether the procedure, treatment or drug (1) has
been approved by the National Institute of Health or the American Medical Association,
(2) is listed in the United States Pharmacopoeia Drug Information Guide for Health Care
Professionals (USP-DI), the American Medical Association Drug Evaluations (AMA-DE), or
the American Society of Hospital Pharmacists’ American Hospital Formulary Service Drug
Information (AHFS-DI), or (3) is currently in a phase III clinical trial of the federal Food
and Drug Administration.

In April 2010, CPHHP and Ingenix Consulting (IC) requested and received 2007 and 2008 claims data
related to the mandated benefit from six insurers and managed care organizations (MCOs) domiciled in
Connecticut that cover approximately 90 percent of the population in fully insured group and individual
health insurance plans in Connecticut (1.25 million persons). The findings of this report are based on an
actuarial analysis of received claims data and reviews of pertinent literature and other information related to
the mandated benefit.

Current coverage
The experimental treatments mandate was enacted in 1999 and effective January 1, 2000 (PA. 99-284).

Premium impact
Group plans: Three of the six insurers/MCOs provided claims data for group plans. On a 2010 basis,
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medical cost is estimated to be $0.01 per member per month (PMPM). Estimated total cost (insurance
premium, administrative fees, and profit) of the mandated services in 2010 in group plans is $0.01 PMPM,

which is less than 0.01 percent of estimated total costs in group plans. Estimated cost sharing in 2010 in
group plans is $0.00 PMPM.

Individual policies: Three of the six insurers/MCOs provided claims data for individual health insurance
policies. On a 2010 basis, medical cost is estimated to be less than $0.01 PMPM. Estimated total cost
(insurance premium, administrative fees, and profit) of the mandated services in 2010 in individual policies
is less than $0.01 PMPM, which is less than 0.01 percent of estimated total costs in individual policies.
Estimated cost sharing in 2010 in individual plans is $0.00 PMPM. Individual policies data is less credible
than group data primarily due to small sample size.

Self-funded plans

Four health insurers/MCOs domiciled in Connecticut provided information about their self-funded plans,
which represents an estimated 45 percent of the total population in self-funded plans in Connecticut.
These four insurers/MCOs report that 16.3 percent of enrollees in their self-funded plans have coverage for
the mandated services.

This report is intended to be read in conjunction with the General Introduction to this volume and the
Ingenix Consulting Actuarial and Economic Report, which is included as Appendix II.

II. Background

An experimental treatment may be a drug, procedure, therapy, or device. According to the National Library
of Medicine, an experimental treatment, also called an investigational treatment, investigational therapy or
innovative therapy, refers a treatments undergoing a clinical trial or for which there is insufficient evidence to
determine its effects on health outcomes."

A medical dictionary defines an experimental treatment as an unproven therapy that may or may not be
superior to a current ‘gold standard’ therapy. Additional criteria for experimental treatments include that
they are not generally accepted by the medical community as effective and proven; not recognized by
professional medical organizations as conforming to accepted medical practice; not approved by the FDA
or other requisite government body; are in clinical trials or need further study; are rarely used, novel, or
unknown and lack authoritative evidence of safety and efficacy.?

The Connecticut statute under review prohibits health insurance policies from denying a procedure,
treatment or drug as experimental if such procedure, treatment or drug has successfully completed an FDA
Phase III clinical trial for the illness or condition being treated or for the diagnosis for which it is being

prescribed.

There are several different phases of clinical trials. Phase I trials test the maximum tolerated dose and side
effects of a new drug. Phase [ trials also evaluate the frequency of administration and determine how new
drugs should be given (by mouth, injected into the blood, or injected into the muscle). A Phase I trial
usually enrolls only a small number of patients. Phase II trials continue to test the safety of the drug, and
begin to evaluate how well the new drug works. Phase II studies usually focus on a particular subtype of

The National Library of Medicine. Medical Subject Heading. Available at: http://www.nlm.nih.gov/mesh/MBrowser.html. Accessed
December 27, 2010.

2 McGraw Hill Concise Dictionary of Modern Medicine. 2002. The McGraw-Hill Companies, Inc. Available at:
http://medical-dictionary.thefreedictionary.com/experimental +treatment. Accessed December 27, 2010.
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disease or condition (e.g., a particular type of cancer).

The Connecticut experimental treatments mandate concerns Phase I1I clinical trials. Phase III trials test a
new drug, a new combination of drugs, or a new surgical procedure in comparison to standard therapy to
evaluate response to treatment, survival, and quality of life. Phase III trials often enroll 400-1000 people
and may be conducted at many doctors’ offices, clinics, and particular disease centers (e.g., cancer centers)
nationwide. A successful Phase III trial results in submission to the Food and Drug Administration (FDA)
for approval. Upon FDA approval, the drug or treatment is made available for commercial use in patients
with the specifically tested disease or condition and subtype (e.g., type of cancer). Phase IV trials evaluate
the side effects, risks, and benefits of a drug over a longer period of time and involve thousands of people—
far more than phase I1I trials.

The most common conditions and diseases treated with experimental treatments include:’
e Cancer
* Cardiology—stroke and cardiovascular disease
* Dentistry and oral health care
e  Dermatology
* Infectious discase—HIV and infectious diseases
*  Ophthalmology
*  Psychiatry—anxiety disorders, cognitive behavior therapy, psychotherapy for depression

* Reproductive health—contraception, gynecology and infertility, early pregnancy termination,
maternal and perinatal health

* Respiratory Medicine

* Surgery and anesthesia—anesthesia and pain, general surgery, plastic surgery, reconstructive
surgery.

* Transplantation

*  Other procedures—wound healing, palliative care, complementary medicine.

II1. Methods

Under the direction of CPHHP, medical librarians at the Lyman Maynard Stowe Library at the University of
Connecticut Health Center (UCHC) gathered published articles and other information related to medical,
social, economic, and financial aspects of the required benefit. Medical librarians conducted literature
searches using the following terms alone and/or in combination:

Therapy, therapies, investigational, treatment, treatments, experimental, innovative, clinical trials, high risk/
special populations/patients, health services accessibility, health services needs, demand, barriers, blocks,
adverse effects, effectiveness, efficacy, costs, cost analysis, economics, pharmaceutical, risk assessment,
health insurance, benefit, cost savings, prevention, early detection, neoplasms, cardiovascular diseases, tooth
diseases, oral health, dentistry, communicable diseases, diet therapy, drug therapy, nursing, radiotherapy,
surgery, mental disorders, prevention and control, rehabilitation.

Resources searched include:

> Machin D, Day S, Green S, (eds). 2006. Textbook of Clinical Trials.
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— PubMed

— SCOPUS

— UpToDate

— Cochrane Systematic Review

— Lyman Maynard Stowe Library Catalog (University of Connecticut Health Center Library)
— Google

CPHHP staft conducted independent literature searches using PubMed and Google, with similar search

terms as those used by the UCHC medical librarians. Where available, articles published in peer-reviewed
journals are cited to support the analysis. Other sources of information may also be cited in the absence of
peer-reviewed journal articles. Content from such sources may or may not be based on scientific evidence.

CPHHP staff consulted with clinical faculty and staff from the University of Connecticut School of
Medicine on matters pertaining to medical standards of care, current, traditional and emerging practices,
and evidence-based medicine related to the benefit. Additionally, staff may have consulted practitioners in
the community for additional and/or specialized information.

Staff gathered additional information through telephone and e-mail inquiries to appropriate state,
federal, municipal, and non-profit entities and from internet sources such as the State of Connecticut
website, Centers for Medicare and Medicaid Services (CMS) website, other states’ websites, professional
organizations’ websites, and non-profit and community-based organization websites.

CPHHP and the CID contracted with Ingenix Consulting (IC) to provide actuarial and economic analyses
of the mandated benefit. Further details regarding the insurer/MCO claims data and actuarial methods used
to estimate the cost of the benefit and economic methods used to estimate financial burden may be found in

Appendix II.

IV. Social Impact

1. The extent to which the treatment, service or equipment, supplies or drugs, as applicable, is
utilized by a significant portion of the population.

The estimated 1,393,444 persons in Connecticut in fully insured group and individual health insurance
plans would have access to insurance coverage for experimental treatments as defined in the statute. Precise
estimates of utilization rates are unknown, but are expected to be very low. Because experimental treatments
are not FDA approved, there is no charge for them. The only potential medical costs that could occur are
treatments required due to an adverse reaction or side effect of the experimental treatment. Few persons
undergo experimental treatments and only a small percentage of these patients experience side effects or
adverse reactions requiring treatment, thus utilization of the mandated services would appear to be very low.

Total costs reported by insurers/MCOs for the experimental treatments mandate are extremely low, which
suggests that experimental treatments are utilized by very few persons in fully insured group and individual
health insurance plans in Connecticut. For further information, please see Appendix II: Ingenix Consulting
Actuarial and Economic Report, page 8.

4 University of Connecticut, Center for Public Health and Health Policy. 2009. Review and Evaluation of Public Act 09-188, An Act
Concerning Wellness Programs and Expansion of health insurance coverage. University of Connecticut. Available at:
http://publichealth.uconn.edu/images/reports/InsuranceReview09.pdf. Accessed October 8, 2010.
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2. The extent to which experimental treatments are available to the population, including, but
not limited to, coverage under Medicare, or through public programs administered by charities,
public schools, the Department of Public Health, municipal health departments or health districts
or the Department of Social Services.

Medicare

Medicare generally does not provide coverage for experimental procedures, treatments or drugs. However,
Medicare has an appeals process for individuals denied coverage for experimental treatments. Individuals
may file an appeal if they believe that Medicare should have paid for an item or service. All beneficiaries,
including those in traditional Medicare, a Medicare managed care plan, and a Medicare prescription drug
plan have the right to appeal any decision about Medicare services.’

Under traditional Medicare, enrollees may file appeals in cases where it is believed that Medicare should have
paid for, or did not pay enough for, an item or service.® Under Medicare managed care plans, proper written
notice is required in cases where services or payments are denied in whole or in part and enrollees have the
rights to expedited appeals.” Under Part D plans, a beneficiary can appeal a plan sponsor’s decision not to
provide or pay for a Part D prescription drug and in cases where serious medical harm is possible, expedited
appeals are available.?

Public Programs Administered by Charities

No information was found that would indicate charities would be a source of funding for experimental
treatments. Most drug and medical device manufacturers provide experimental treatments free of charge as
part of compassionate care programs and as part of the research process.

Public Programs Administered by Public Schools

No information was found that would indicate public schools would be a source of funding for experimental
treatments.

The Department of Public Health (DPH)
No information was found that would indicate the Connecticut Department of Public Health provides
experimental treatments or provides funding for experimental treatments or therapies.

Municipal Health Departments
No information was found that would indicate local and municipal health departments in Connecticut
provide experimental treatments or funding for experimental treatments or therapies.

The Department of Social Services (DSS)

Generally, Medicaid does not provide coverage for experimental treatments, drugs or clinical trials.
According to the Department of Social Services, “[t]he department shall not pay for anything of an
unproven, experimental or research nature...” However, if an experimental treatment or therapy is
determined to be medically necessary it will be covered. Medicaid pays for medically necessary services
appropriate for the patient/condition.'

Medicare Appeals and Grievances (http://www.medicare.gov/basics/appeals.asp).
6 Ibid.

7 Centers for Medicaid and Medicare Services (CMS) Overview of Medicaid Medicare Managed Care Appeals and Grievances
Available at: http://www.cms.gov/MMCAG/.

Medicare Appeals and Grievances (http://www.medicare.gov/navigation/medicare-basics/understanding-claims/medicare-appeals-and-
grievances.aspx#AppealRightsOrigMedicare).

9 DSS Provider Manual; Medical Services, p. 6.

10 Personal communication. Carolyn M. Treiss, Legislative Program Manger. Connecticut Department of Social Services. October 12, 2010.
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There does not appear to be an appeals process in place as is the case for Medicare. Enrollees may submit
a prior authorization request for an experimental treatment or drug. However, unless it can be proven that
the experimental drug or service is medically necessary, it is unlikely that the prior authorization will be

approved.

3. The extent to which insurance coverage is already available for the treatment, service or

equipment, supplies or drugs, as applicable.

State of Connecticut law requires coverage and notice regarding experimental treatments as defined in the
statute in fully insured group and individual health insurance plans as of January 1, 2000."" 2007 and 2008
claims data from six insurers/MCOs that cover 90 percent of the population in fully insured group and
individual insurance plans in Connecticut showed evidence that claims are paid for the mandated services.
Information received from three insurers/MCOs domiciled in Connecticut which represents an estimated 45
percent of the total population in self-funded plans in Connecticut shows that 16.3 percent of members in
these self-funded plans have coverage for the benefit.

4. If the coverage is not generally available, the extent to which such lack of coverage results in
persons being unable to obtain necessary health care treatment.

Not applicable. Coverage is required and generally available for persons enrolled in fully insured group and
individual health insurance plans.

5. If the coverage is not generally available, the extent to which such a lack of coverage results in
unreasonable financial hardships on those persons needing treatment.

As noted above, coverage and notice regarding experimental treatments is required to be included in fully
insured group and individual insurance plans issued in Connecticut. Costs associated with experimental
treatments are generally covered by the drug or device manufacturer; however, costs can vary due to several
factors such as the type of treatment, procedure, or drug; disease being treated; required health professional
services associated with the experimental treatment; and location of facility. Most experimental treatments,
due to the fact that they are experimental, are not as costly as fully approved treatments, procedures, and
drugs. Financial hardships due to experimental treatments are more likely to be experienced by those
without insurance coverage than for the insured population.

Depending on the severity of disease and progression at time of diagnosis, a disease or condition that does
not respond to approved treatments, procedures, and drugs often results in significant health and economic
costs for the individual and their family, even for those with comprehensive health benefits. By the time
experimental treatments are contemplated, family resources may be exhausted. Additionally, lost work time
and income are common, as well as other costs associated with treatment (e.g., travel) that are not covered by
health insurance.

6. The level of public demand and the level of demand from providers for the treatment, service or
equipment, supplies or drugs, as applicable.

Medical librarians and CPHHP staff found no published literature regarding the level of public demand or

level of demand from providers for experimental treatments as defined in the statute.

7. The level of public demand and the level of demand from providers for insurance coverage for the

treatment, service or equipment, supplies or drugs, as applicable.

A physician testified in favor of insurance coverage for the mandated services during the time legislation

' CONNECTICUT GENERAL STATUTES ANNOTATED § 38A-483C (INDIVIDUAL INSURANCE POLICIES); § 38A-513B (GROUP INSURANCE POLICIES).
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for the mandated benefit was under consideration by the Connecticut General Assembly in March 1999."
Medical librarians and CPHHP staff found no other published literature regarding the level of demand from

the public or from providers for insurance coverage for experimental treatments as defined in the statute.

8. The likelihood of achieving the objectives of meeting a consumer need as evidenced by the
experience of other states.

According to the National Association of Insurance Commissioners, Connecticut is the only state that
requires coverage and notice regarding experimental treatments in fully insured group and individual health
insurance policies.”> CPHHP researchers found no evidence of the mandated benefit in any other state.

9. The relevant findings of state agencies or other appropriate public organizations relating to the
social impact of the mandated health benefit.

Internet searches and telephone inquiries found no relevant findings from state agencies and public
organizations related to the social impact of mandated insurance coverage for experimental treatments as
defined in the statute. Internet searches of and/or telephone inquiries were conducted with states that

have or had an established process for studying mandated health insurance benefits, with a relatively large
number of mandated health benefits, or located in the Northeastern U.S. States searched included Arkansas,
California, Colorado, Indiana, Louisiana, Maine, Maryland, Massachusetts, Minnesota, New Jersey, New
York, North Dakota, Ohio, Oklahoma, Oregon, Pennsylvania, Rhode Island, South Carolina, Texas,

Virginia, Washington, and Wisconsin.

10. The alternatives to meeting the identified need, including but not limited to, other treatments,
methods or procedures.

Experimental treatments are generally attempted when standard-of-care treatments, methods or procedures
have been attempted unsuccessfully. The alternative to an experimental treatment might include a different
experimental treatment. Because the statute applies equally to all experimental treatments, any alternative
experimental treatments would not be treated any differently by the insurer/MCO.

11. Whether the benefit is a medical or broader social need and whether it is consistent with the role
of health insurance and the concept of managed care.

Coverage for experimental treatments as defined in the statute fulfills a medical need that might not
otherwise be met. Fully approved treatments, procedures, and drugs and disease management strategies for
the specified disease or condition are frequently unsuccessful or the patient is near death when experimental
treatments are contemplated. Experimental treatments can be more clinically effective than fully approved
treatments, procedures, or drugs.

The statute is specific in defining experimental treatments and in describing processes for appeal and is thus
consistent with the role of health insurance and the concept of managed care.

12. The potential social implications of the coverage with respect to the direct or specific creation of a
comparable mandated benefit for similar diseases, illnesses, or conditions.

It is possible that the basic structure of the mandate could be replicated for other types of treatments. If
denials of insurance coverage for treatments similar to experimental as defined in the statute were viewed
as unfair or restricted access for a particular constituency, it is possible that mandated coverage could be
proposed where currently, mandated coverage does not exist.

12" Connecticut General Assembly. Report on Bills Favorably Reported By Committee. Public Health Committee. SB-1331. March 18, 1999.

'3 National Association of Insurance Commissioners. 2008. NAIC Compendium of State Laws on Insurance Topics. Issued August 2008.
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13. The impact of the benefit on the availability of other benefits currently offered.

Because the experimental treatments and therapies are generally provided at no cost, the benefit is likely
to have little impact on the availability of other benefits currently offered. The claims data provided by
insurers/MCOs shows that costs associated with experimental treatments are extremely low. For further
information, please see page 8 of the Ingenix Consulting Actuarial and Economic Report, attached as

Appendix II.

14. The impact of the benefit as it relates to employers shifting to self-funded plans and the extent to
which the benefit is currently being offered by employers with self-funded plans.

Due to the low number of persons participating in experimental treatments and negligible financial effect on
health insurance premiums, it is not anticipated that employers shifted or will shift to self-funded plans as

a result of this single mandated benefit. It is also not anticipated that repeal of this single mandated benefit
would lead to a shift from self-funded plans to fully insured plans among employers. Employers cognizant
of the cumulative financial effects of mandated benefits and large enough to assume the risk of employee
health care costs are more likely to consider shifting to self-funded plans.

There are several reasons for health insurance premium increases, including medical cost inflation, an aging
population and an aging workforce, and required benefits or “mandates.” Employers contemplating a shift
to self-funded plans are likely to weigh these and other factors. Employers also may shift to plans with
higher coinsurance amounts to keep premiums at a more affordable level (“benefit buy down”). Benefit buy
down can result in employees not taking up coverage and thus being uninsured or not accessing care when it

is needed because of high deductibles.

Four insurers/ MCOs domiciled in Connecticut provided information about coverage for experimental
treatments in their self-funded plans, representing approximately 45 percent of the total population of
Connecticut residents in self-funded plans. These four insurers/MCOs report that 16.3 percent of enrollees
in their self-funded plans have coverage for the mandated services.

15. The impact of making the benefit applicable to the state employee health insurance or health
benefits plan.

The experimental treatments mandate is a current benefit that has been included in the state employee
health insurance and health benefits plans since 2000. Thus the social impact of the benefit for the
approximately 134,344 covered lives in state employee plans and 30,000 state retirees not enrolled in
Medicare'* is expected to be the same or similar to the social impact for persons covered in non-state
employee health insurance plans as discussed throughout Section IV of this report.

State employee claims are included in the 2007 and 2008 claims data provided by insurersyMCOs for
their fully insured group insurance enrollees. Because the state shifted to self-funded status on July 1,
2010 (during the time this report was being written), utilization under self-funded status is unknown. All
self-funded plans, including those that provide coverage for state employees, are not regulated by the state
insurance department and are exempt from state health insurance required benefit statutes.

In terms of financial impact, if the state employee health insurance/benefit plans continue to provide
coverage for the required benefit, the IC actuarial analysis estimates the medical cost to the state employee

1 Personal communication. Scott Anderson, State of Connecticut Comptroller’s Office. September 14, 2010.
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health insurance plan will total $11,073 in 2010.7

16. The extent to which credible scientific evidence published in peer-reviewed medical literature
generally recognized by the relevant medical community determines the experimental treatments
to be safe and effective.

Not applicable due to the nature of the mandated benefit. Experimental treatments by definition have not
been proven to be safe and effective. They have not completed the full process of approval by the FDA or
other regulatory agency as applicable to the type of treatment, procedure or therapy. However, the statute
requires some degree of safety and effectiveness of experimental treatments in order for such treatments to
be covered in fully insured group and individual health insurance plans. The statute requires experimental
treatments to be appropriate for the illness or condition being treated or for the diagnosis for which it is
being prescribed and requires the experimental treatment to have successfully completed a Phase III clinical
trial of the federal Food and Drug Administration.

IV. Financial Impact

1. The extent to which the mandated health benefit may increase or decrease the cost of experimental
treatments over the next five years.

The mandate is not expected to materially alter the cost or availability of experimental treatments or costs
associated with adverse events or side effects of experimental treatments over the next five years. Costs of
mandated services are likely to increase (or decrease) at the same rate as any other medical service.

2. The extent to which the mandated health benefit may increase the appropriate or inappropriate
use of experimental treatments over the next five years.

For those persons whose insurance plans would not otherwise cover experimental treatments as defined in
the statute, the mandated health benefit may increase appropriate use of the service. For those covered by
self-funded plans, using out-of-pocket funds, or receiving experimental treatments as defined in the statute
from other sources, a mandated benefit may not increase appropriate use. Inappropriate use is not expected
to be a potential factor due to the nature of the mandated service and low overall utilization.

3. The extent to which the mandated health benefit may serve as an alternative for more expensive
or less expensive treatment, service or equipment, supplies or drugs, as applicable.

Not applicable due to the nature of the mandated benefit. Experimental treatments are generally
administered following ineffective courses of standard treatments, thus they do not serve as alternatives to
more or less expensive treatments, services, equipment, supplies or drugs. For further information, please see
Appendix II, Ingenix Consulting Actuarial and Economic Report, page 40-41.

4. The methods that will be implemented to manage the utilization and costs of the mandated health
benefit.

It is anticipated that insurers and MCOs utilize the same utilization management methods and cost controls
that are used for other covered benefits. The legislation does not prohibit insurers and MCOs from

!5 The estimate is calculated by multiplying the estimated 2010 weighted average PMPM medical cost in fully insured plans in Connecticut by
12 to get an annual cost per insured life, and then multiplying that product by 163,334 covered lives, as reported by the State Comptroller’s
office. The actual cost of this mandate to the State plans may be higher or lower, based on the actual benefit design of the State plans and the
demographics of the covered lives (e.g., level of cost-sharing, average age of members, etc.). Retention costs are not included in this estimate
because the State is now self-funded and the traditional elements of retention do not apply. State costs for administration of this mandated
benefit would be in addition to the above amount. See Appendix II, Ingenix Consulting Actuarial and Economic Report, for further
discussion.
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employing utilization management, prior authorization, or other utilization tools at their discretion. The
legislation also restricts experimental treatments as those that have successfully completed a phase III clinical
trial of the federal Food and Drug Administration.

5. The extent to which insurance coverage for the treatment, service or equipment, supplies or drugs,
as applicable, may be reasonably expected to increase or decrease the insurance premiums and
administrative expenses for policyholders.

Insurance premiums include medical cost and retention costs. Medical cost accounts for medical services.
Retention costs include administrative cost and profit (for for-profit insurers/MCOs) or contribution

to surplus (for not-for-profit insurers/MCOs). For further discussion, please see Appendix II, Ingenix
Consulting Actuarial and Economic Report, page 15-16.

Group plans: When the medical cost of the mandate is spread to all insureds in group plans, medical costs
are estimated to be $0.01 PMPM and retention costs are estimated to be $0.00 PMPM in 2010. Thus

the total effect on insurance premiums is estimated at $0.01 PMPM in 2010. Insurance coverage for the
mandated benefit may be reasonably expected to increase group health insurance premiums accordingly, that
is, $0.12 per year per insured.

Individual plans: When the medical cost of the mandate is spread to all insureds in individual plans,
medical costs are estimated to be $0.00 PMPM and retention costs are estimated to be $0.00 PMPM in
2010. Thus the total effect on insurance premiums is estimated at $0.00 PMPM in 2010. Insurance
coverage for the mandated benefit may be reasonably expected to increase individual health insurance
premiums accordingly, that is, $0.00 per year per insured.

For further information, please see Appendix II: Ingenix Consulting Actuarial and Economic Report.

6. The extent to which experimental treatments are more or less expensive than existing treatments,
services or equipment, supplies or drugs, as applicable, that are determined to be equally safe and
effective by credible scientific evidence published in peer-reviewed medical literature generally
recognized by the relevant medical community.

Not applicable due to the nature of the mandated benefit. Experimental treatments, by definition, have not
reached a fully proven level of safety or effectiveness based on scientific evidence (i.e., full FDA approval).
Experimental treatments are also administered following ineffective courses of standard treatments, thus they
do not serve as alternatives to more or less expensive treatments, services, equipment, supplies or drugs. For
further information, please see Appendix II, Ingenix Consulting Actuarial and Economic Report, page 40-

41.

7. The impact of insurance coverage for experimental treatments on the total cost of health care,
including potential benefits or savings to insurers and employers resulting from prevention or
early detection of disease or illness related to such coverage.

The total cost of health care is understood to be the funds flowing into the medical system, which are the
medical costs of insurance premiums and cost sharing. Actuarial analysis of claims data received from
insurers/ MCOs in Connecticut shows an expected cost in 2010 of $96,911 for medical costs associated
with experimental treatments for Connecticut residents covered by fully insured group and individual health
insurance plans.

Due to the nature of experimental treatments and the types of patients who undergo them, no prevention
and early detection effects are anticipated.
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8. The impact of the mandated health care benefit on the cost of health care for small employers, as
defined in § 38a-564 of the general statutes, and for employers other than small employers.

No published literature was found regarding the effect of mandated coverage for experimental treatments as
defined in the statute on the cost of health care for small employers. Although small employers may be more
sensitive to premium increases than other employers, the estimated cost of the mandate ($0.01 PMPM)
suggests little difference in effects among different types of employers.

For further information regarding the differential effect of mandates on small group versus large group
insurance, please see Appendix II: Ingenix Consulting Actuarial and Economic Report, page 30-31.

9. The impact of the mandated health benefit on cost-shifting between private and public payers of

health care coverage and on the overall cost of the health care delivery system in the state.

Cost-shifting between private and public payers of health care coverage generally occurs when formerly
privately insured persons, after enrolling in a public program or becoming un- or underinsured, require and
are provided health care services. Cost-shifting also occurs when a formerly publicly funded service becomes
the responsibility of private payers, which can result following enactment of a health insurance mandate.

Most persons formerly covered under private payers lose such coverage due to a change in employer, change
in employment status, or when private payers discontinue offering health care coverage as an employee
benefit or require employee contributions to premiums that are not affordable. Because this required benefit
in its current form became effective January 1, 2000, it is unlikely that the mandate, taken individually, has
any impact on cost-shifting between private and public payers of health care coverage at present.

The overall cost of the health delivery system in the state is understood to include total insurance premiums
(medical costs and retention) and cost sharing. Actuarial analysis of claims data received from insurers/
MCO:s in Connecticut shows an expected cost in 2010 of $113,392 for coverage and notice regarding
experimental treatments for Connecticut residents covered by fully insured group and individual health
insurance plans.

For further information, please see Appendix II, Ingenix Consulting Actuarial and Economic Report.
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I. Overview

In Public Act 09-179, An Act Concerning Reviews of Health Insurance Benefits Mandated in this State,

the Connecticut General Assembly directed the Connecticut Insurance Department to review statutorily
mandated health benefits existing on or effective on July 1, 2009. This report is a part of that review and
was conducted following the requirements stipulated under Public Act 09-179. The review is a collaborative

effort of the Connecticut Insurance Department and the University of Connecticut Center for Public Health
and Health Policy.

CGSA §§ 38a-518b and 381-492b mandate that group and individual health insurance policies issued,
renewed or continued in this state provide coverage for off-label drugs prescribed for the treatment of cancer
if the prescribed drug is recognized for treatment of the cancer for which it is prescribed in one of three drug
reference compendia.

Specifically, CGSA § 38a-518b provides that...

...Coverage for off-label drug prescriptions. (a) Each group health insurance policy delivered,
issued for delivery or renewed in this state on or after October 1, 1994, which provides
coverage for prescribed drugs approved by the federal Food and Drug Administration for
treatment of certain types of cancer shall not exclude coverage of any such drug on the basis
that such drug has been prescribed for the treatment of a type of cancer for which the drug
has not been approved by the federal Food and Drug Administration, provided the drug is
recognized for treatment of the specific type of cancer for which the drug has been prescribed
in one of the following established reference compendia: (1) The U.S. Pharmacopoeia

Drug Information Guide for the Health Care Professional (USP DI); (2) The American
Medical Association’s Drug Evaluations (AMA DE); or (3) The American Society of Hospital
Pharmacists’ American Hospital Formulary Service Drug Information (AHFS-DI).

(b) Nothing in subsection (a) of this section shall be construed to require coverage for
any experimental or investigational drugs or any drug that the federal Food and Drug
Administration has determined to be contraindicated for treatment of the specific type of
cancer for which the drug has been prescribed.

(c) Nothing in this section shall be construed to create, impair, limit or modify authority to
provide reimbursement for drugs used in the treatment of any other disease or condition.

(PA. 94-49,S. 1)

§ 38a-492b mandates the same coverage in individual health insurance policies delivered, issued for delivery,
renewed or continued in Connecticut.

In March 2010, CPHHP and Ingenix Consulting (IC) requested and received 2007 and 2008 claims data
related to the mandated benefit from six insurers and managed care organizations (MCOs) domiciled in
Connecticut that cover approximately 90 percent of the population in fully insured group and individual
health insurance plans in Connecticut (1.25 million persons). Based on that claims data, a review of the
legislative history, reviews of pertinent literature and the Ingenix Consulting report, this review found the
following:
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Current coverage
This mandate has been in effect since 1994 (PA. 94-49).

Premium impact

Group plans: None of the Connecticut carriers was able to submit claims data on this mandate. They
could not separate claims paid for cancer drugs prescribed off-label from those paid for other cancer drug
prescriptions. Based on Ingenix Consulting data, it is estimated that, on a 2010 basis, the medical cost of
this mandate is $2.86 PMPM.'¢ Estimated total cost to insurers (insurance premium, administrative fees,
and profit) of the mandated services on a 2010 basis in group plans is $3.43 PMPM, which is 1.0 percent of
estimated total premium costs in group plans. Estimated cost sharing on a 2010 basis in group plans is not
available.

Individual policies: Four of the six insurersy MCOs provided claims data for individual health insurance
policies. None of the Connecticut carriers was able to submit claims data on this mandate. They could not
separate claims paid for cancer drugs prescribed off-label from those paid for other cancer drug prescriptions.
Based on Ingenix Consulting data, it is estimated that, on a 2010 basis, medical cost is $1.91 PMPM.
Estimated total cost (insurance premium, administrative fees, and profit) of the mandated services in 2010
in individual plans is $2.48 PMPM, which is 0.9 percent of estimated total premiums in individual plans.
Estimated cost sharing on a 2010 basis in individual plans is not available.

Self-funded plans

Data on how many self-funded plans provide coverage that equals or exceeds this mandate was not available.

It should be noted that most of this cost is duplicative of the cost that was reported in Volume I, Chapter 11
for mandated coverage of tumors and leukemia.

I1. Background

“Off-label drug prescription” or off-label use of a drug refers to the use of an FDA approved drug for a
treatment that is not listed on its FDA approved label. It does not refer to the use of investigational drugs
that have not yet received FDA approval.'” Off-label use may refer to an approved drug that is:

e Used for a different disease or medical condition,
* Given in a different way (such as by a different route), or

* Given in a different dose than in the approved label."

FDA approval is necessary in order for pharmaceutical companies to market new drug treatments. FDA
approval is based on the results of the clinical trials that were submitted to the FDA as part of the approval
process and it is often very narrow in its application. The FDA considers the marketing of an approved new
drug for unapproved use to be an unapproved new drug with respect to that use (FD&C Act §§ 505(a),
301(d), 21 U.S.C. 355(a), 33 1(d)), and the marketing of a drug for an unapproved use to be misbranding

because the label does not include the new use or adequate directions for the unapproved use."”

16 Ingenix Consulting report, Appendix 11, p. 8.

17 National Cancer Institute. 2004. Understanding the Approval Process for New Cancer Treatments. Available at: http://newscenter.cancer.
gov/clinicaltrials/learning/approval-process-for-cancer-drugs/allpages/print#Anchor-Wha-26668. Accessed on January 8, 2011.

'8 American Cancer Society. Off-label Drug Use. Available at: heep://www.cancer.org/ Treatment/ TreatmentsandSideEffects/ Treatment Types/
Chemotherapy/off-label-drug-use. Accessed on January 8, 2011.

!9 U.S. Department of Health and Human Services, Food and Drug Administration. 2009. Good reprint practices for the distribution of
medical journal articles and medical or scientific reference publications on unapproved new uses of approved drugs and approved or cleared

medical devices. Available at: http://www.fda.gov/OHRMS/DOCKETS/98fr/FDA-2008-D-0053-gdl.pdf. Accessed on January 8, 2011.
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The drug manufacturer is not required to seek FDA approval for new uses of an approved drug. It simply
may not market or recommend the drug for a use for which it is not approved. The FDA does allow
manufacturers to provide reprints of articles from peer-reviewed journals supporting an off-label use of an

approved drug in some circumstances, provided the manufacturer does not promote the use of its drug for
that off-label use.?

However, the FDA does not regulate the practice of medicine; once a drug is approved by the FDA as safe
and effective, a licensed physician may prescribe it for any purpose for which it is deemed to be medically
appropriate.”’ New clinical trials may establish a drugs effectiveness against other cancers of a similar type
or against the same cancer at other stages than the stage for which it is approved. According to the National
Cancer Institute, the standard of care for a particular type of cancer frequently involves the off-label use of
one or more drugs.”

Drug Compendia

Of the three compendia listed in Connecticut’s mandate, only one is still in existence. The American
Medical Association Drug Evaluations and the United States Pharmacopeia Drug Information for the Health
Professional (U.S. Pharmacopeia) have been discontinued. The content of the U.S. Pharmacopeia was
included in DrugPoints, a successor compendium.” In 2008 CMS added three new compendia, Clinical
Pharmacology, DRUGDEX, and the National Comprehensive Cancer Network Drugs and Biologics
Compendium, to its list of approved compendia for Medicare.* CMS requires approved compendia to have
a publicly transparent process for evaluating therapies and for identifying conflicts of interest. In addition,
compendia approved after 2010 must explicitly identify the indications that are not medically accepted as
well as the indications that are medically accepted for a particular drug.”

Peer-reviewed Literature

Medicare Part B also allows reimbursement for off-label use of drugs in anticancer treatment if such use is
medically accepted based on supportive clinical evidence in peer reviewed medical literature appearing in
publications that have been identified for purposes of this subclause by the Secretary of Health and Human
Services.” However, some authors have questioned whether peer review can ensure the quality of the
evidence presented in an article.”

Cancer drugs

For an in-depth discussion of chemotherapy, the most common type of off-label drug use for cancer, see
Chemotherapy Principles: An In-depth Discussion of the Techniques and Its Role in Cancer Treatment on
the web-site of the American Cancer Society.”® This article describes how chemotherapy works and lists the

2 Jbid.

2

American Cancer Society. Off-label Drug Use. Available at: hetp://www.cancer.org/Treatment/TreatmentsandSideEffects/ TreatmentTypes/
Chemotherapy/off-label-drug-use. Accessed on January 8, 2011.

2 National Cancer Institute. 2004. Understanding the Approval Process for New Cancer Treatments. Available at: htep://newscenter.cancer.

gov/clinicaltrials/learning/approval-process-for-cancer-drugs/allpages/print#Anchor-Wha-26668. Accessed on January 8, 2011.

# Abernethy A, Raman G, Balk E, ez 2. 2009. Systematic review: reliability of compendia methods for off-label oncology indications. Ann

Intern Med 150(5);336.

2 Ibid,

» Centers for Medicare and Medicaid. 2008. Thompson Micromedex Drugdex Compendium Revision Request - CAG00391. Available at:
http://www.cms.gov/med/ncpe_view_document.asp?id=16. Accessed on January 8, 2011.

2% Social Security Administration. Compilation of Social Security Laws. Part E — Miscellaneous Provisions, Definitions. 42USC sec 1861(t)(2)

(B)(ii)(I). Available at: http://www.ssa.gov/OP_Home/ssact/title18/1861.htm. Accessed on January 9, 2011.

Curtiss F, Fairman K. 2009. Contradictory actions of off-label use of prescription drugs? The FDA and CMS versus the U.S. Justice
Department. Journal of Managed Care Pharmacy 15(2);162.

American Cancer Society. 2010. http://www.cancer.org.
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many possible negative side effects associated with different chemicals used in it.

II1. Methods

Under the direction of CPHHP, medical librarians at the Lyman Maynard Stowe Library at the University of
Connecticut Health Center (UCHC) gathered published articles and other information related to medical,
social, economic, and financial aspects of the required benefit. Medical librarians conducted literature
searches using: PubMed, Scopus, UptoDate, DynaMed, Cochrane Database, EMedicine, Micromedex, and
Web Search using Google and Bing.

General search terms used included: off-label, drug labeling, cancer, neoplasm, social impact, insurance,
health reimbursement, and economics.

CPHHP staff conducted independent literature searches using similar search terms used by the UCHC
medical librarians. Where available, articles published in peer-reviewed journals are cited to support the
analysis. Other sources of information may also be cited in the absence of peer-reviewed journal articles.
Content from such sources may or may not be based on scientific evidence.

CPHHP staff consulted with clinical faculty from the University of Connecticut Schools of Medicine and
Pharmacy on matters pertaining to medical standards of care, traditional, current and emerging practices,
and evidence-based medicine related to the benefit.

Staff gathered additional information through telephone and e-mail inquiries to appropriate state, federal,
municipal, and non-profit entities and from internet sources such as the State of Connecticut website,
Centers for Medicare and Medicaid (CMS) website, other states’ websites, professional organizations’
websites, and non-profit and community-based organization websites.

With the assistance of the Connecticut Insurance Department (CID), CPHHP and Ingenix Consulting
requested and received 2007 and 2008 claims data from insurance companies and MCOs domiciled in
Connecticut. None of the six companies were able to provide claims data on this mandate. Claims paid for
off-label prescriptions for cancer are indistinguishable from claims paid for drugs approved by the FDA for
that cancer.

CPHHP and the CID contracted with Ingenix Consulting (IC) to provide actuarial and economic analyses
of the mandated benefit. Further details regarding the insurer/MCO claims data and actuarial methods used
to estimate the cost of the benefit and economic methods used to estimate financial burden may be found in

Appendix II.

IV. Social Impact

1. The extent to which the treatment, service or equipment, supplies or drugs, as applicable, is
utilized by a significant portion of the population.

Estimates of the number of cancer drug prescriptions that are off-label vary between 30 percent and 50
percent of all cancer treatments.”” The American Cancer Society reports that a 1991 study indicated that
half of all chemotherapy drugs are used off-label and a 1997 study indicated that 60 percent of oncologists

2 American Society of Clinical Oncology. 2006. Reimbursement for cancer treatment: coverage of off-label drug indications. Journal of

Clinical Oncology 24:3206-3208.
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had prescribed a chemotherapy drug off-label.*® In addition, other drugs such as anti-depressants and
anti-nausea drugs may also be prescribed off-label for cancer patients. A 2009 study by researchers at
the University of Texas M.D. Anderson Cancer Center found that more than one-third of patients with
metastatic breast cancer have received chemotherapy off-label.’!

2. The extent to which the treatment, service or equipment, supplies or drugs, as applicable, is
available to the population, including, but not limited to, coverage under Medicare, or through
public programs administered by charities, public schools, the Department of Public Health,
municipal health departments or health districts or the Department of Social Services.

Medicare

Part B

Prior to 1993, Medicare and many commercial insurers did not pay for drugs prescribed off-label, deeming
such use to be experimental or investigational. In 1993, Congress directed CMS to pay for anticancer
drugs and biologics for off-label uses if they were included in the same compendia that are listed in the
Connecticut law (two of which are no longer in existence) or were supported by clinical evidence in peer-
reviewed medical literature appearing in publications that have been identified for this purpose by the
Secretary.® It also empowered the Secretary of Health and Human Services to revise the list of compendia
provided the included compendia have a publicly transparent process for evaluating therapies and for
identifying potential conflicts of interests. In 2008, CMS added three additional compendia to its list.

Part D

Medicare contractors are required to provide coverage for accepted off-label uses published in the recognized
compendia. However, they have discretion over coverage of off-label uses that are only referenced in peer-
reviewed literature.”® In order to receive coverage for an off-label drug, the beneficiary or provider must
submit evidence in support of the prescribed use to the drug plan.**

Medicaid

The Social Security Act provides for coverage of off-label drugs in Title 19, § 1927(g)(1)(b)(i) and (k)(6). It
allows such drugs to be subject to prior authorization and to be excluded from formularies by the states if the
excluded drug does not have a clinical advantage over other drugs that are included in the formulary

[S 1927(d)] and if coverage for the removed drug can be requested under prior authorization.

Connecticut Department of Public Health
No information was found on the CT DPH website regarding the off-label use of drugs for the treatment of
cancer.

Partnership for Prescription Assistance
The Partnership for Prescription Assistance (PPA) program is a group of drug companies, health care

30

American Cancer Society. Off-label Drug Use. Available at:

heep://www.cancer.org/Treatment/ TreatmentsandSideEffects/ Treatment Types/ Chemotherapy/off-label-drug-use. Accessed on January 8,

2011.

31 University of Texas M.D. Anderson Cancer Center. 2009. Prevalence, impact of off-label chemotherapy in breast cancer evaluated. Science
Daily. Retrieved March 8, 2010 from htep://www.sciencedaily.com/releases/2009/05/090514221929.htm.

32 Social Security Administration. Compilation of Social Security Laws. Part E — Miscellaneous Provisions, Definitions. 42USC sec 1861(t)
(2). Available at: http://www.ssa.gov/OP_Home/ssact/title18/1861.htm. Accessed on January 8, 2011.

33 Centers for Medicaid and Medicare Services: 2010. Medicare Benefit Policy Manual; Chapter 15 Covered medical and other health services.
Sec. 50.4.5 Off-label use of drugs and biologicals in anticancer chemotherapeutic regimen.
Available at: http://www.cms.gov/manuals/Downloads/bp102¢15.pdf. Accessed on January 10, 2011.

34 Center for Medicare Advocacy, Medicare Coverage for Off-label Drug Use

(hetps://www.medicareadvocacy.org/InfoByTopic/PartDandPrescDrugs/10_09.16.OffLabel DrugCoverage.htm).
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providers, patient advocacy organizations, and community groups. They help people who do not have
prescription coverage and find assistance programs that are right for them. There are more than 475 public
and private patient assistance programs, including more than 200 programs offered by drug companies.”

3. The extent to which insurance coverage is already available for the treatment, service or

equipment, supplies or drugs, as applicable.

These services have been mandated since 1994 in individual and group health insurance policies delivered,
renewed or amended in Connecticut.

4. If the coverage is not generally available, the extent to which such lack of coverage results in
persons being unable to obtain necessary health care treatment.

Cancer drugs are costly. If coverage were not available for off-label drugs for cancer treatments, it is likely
that many patients would not be able to afford them and would choose not to use them.*

5. If the coverage is not generally available, the extent to which such a lack of coverage results in
unreasonable financial hardships on those persons needing treatment.

Cancer drugs can cost up to $10,000 per month. Assuming a conservative average annual cost of $50,000,
the actuarial report indicates that an off-label cancer drug can cost a family’s entire annual income for
families earning $50,000 annually, if there is no insurance for it. These costs pose a significant financial
burden for all income levels except for the very wealthy.’”

6. The level of public demand and the level of demand from providers for the treatment, service or
equipment, supplies or drugs, as applicable.

Approximately half of the uses for anti-cancer chemotherapy drugs are prescribed off-label, according to the
American Society of Clinical Oncology.”®

7. The level of public demand and the level of demand from providers for insurance coverage for the

treatment, service or equipment, supplies or drugs, as applicable.

The American Society of Clinical Oncology published a statement in 2006 calling on the Secretary of
Health and Human Services to ensure access to medically appropriate treatment for cancer as reflected in
reports of studies in the medical literature, as well as in timely compendia listings.* They have also called
for third-party payers to be required to cover off-label indications for anti-cancer drugs if such indications
are listed in the compendia or supported in peer-reviewed medical literature.®

8. The likelihood of achieving the objectives of meeting a consumer need as evidenced by the
experience of other states.

The National Association of Insurance Commissioners lists 33 states that mandate insurance coverage for

3 American Cancer Society. 2010. Prescription Drug Assistance Programs. Available at: http://www.cancer.org/ Treatment/

FindingandPayingforTreatment/ManaginglInsurancelssues/PrescriptionDrugAssistancePrograms/prescription-drug-assistance-programs-if-you-
need-financial-help. Accessed on January 10, 2011.
36

Ingenix Consulting report, Appendix II, p. 43.

%7 Ingenix Consulting report, Appendix II, p. 43.

% American Society of Clinical Oncology. 2006. Reimbursement for cancer treatment: coverage of off-label drug indications. Journal of

Clinical Oncology 24:3206-3208.
3 Ibid.

40

American Society of Clinical Oncology. ASCO’s position. Available at: http://www.asco.org/ASCOv2/Public+Policy/Policy+Issues/ Off-
Label+Drug+Indications/ASCO’s+Position. Accessed on January 8, 2011.
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off-label prescription drugs.*! Sixteen states limit the mandate to cancer treatments. Three states have
mandates for cancer treatments and HIV/AIDS. Sixteen states have mandates that apply to treatments for
any illness or to treatments for life-threatening illness (some states have more than one statute on off-label
drug coverage). Most states require that the drug be recognized for the use for which it is prescribed by

at least one standard medical reference compendia or a medically recognized peer-reviewed journal. Only
Connecticut and Nevada specify which compendia are to be used.

Table IV.2.1 State Mandates for Off-label Use of Prescription Drugs

State

Statue

Details

AL

§27-1-10.1

Insurance policy may not exclude coverage on the grounds that the drug is being used
for other purposes than approved by the FDA if the drug treatment is recognized in at
least one standard reference compendium.

Does not require insurers to provide coverage for any experimental or investigational
drug that the FDA has found to be contraindicated for treatment of a condition.

§ 20-2326

Shall not limit or exclude coverage of prescription drugs, prescribed as a cancer
treatment, because the FDA approval is limited to treatment of a different type of
cancer, if the off-label use is recognized as safe and effective in at least one standard
medical reference compendia listed.

AR

§ 23-79-147

Shall not limit or exclude coverage of prescription drugs, prescribed as a cancer
treatment, because the FDA approval is limited to treatment of a different type of
cancer, if the off-label use is recognized as safe and effective in at least one standard
medical reference compendia listed.

CA

Ins. §§ 10123.195;
Health and Safety
§1367.21

Shall not limit or exclude prescription coverage because a drug is prescribed for a
different use than approved by the FDA if it meets one of the following conditions:

1) the drug is prescribed for a life threatening condition, 2) the drug is medically
necessary to treat a chronic and seriously debilitating condition and the drug is on the
insurer’s formulary, or 3) the drug usage is recognized by one of the listed standard
medical reference compendia.

CT

§§ 38a-518b;
38a-492b

Shall not limit or exclude coverage of prescription drugs, prescribed as a cancer
treatment, because the FDA approval is limited to treatment of a different type of
cancer, if the off-label use is recognized as safe and effective in at least one standard
medical reference compendia listed.

FL

§ 627.4239

Shall not limit or exclude coverage of prescription drugs, prescribed as a cancer
treatment, because the FDA approval is limited to treatment of a different type of
cancer, if the off-label use is recognized as safe and effective in standard medical
reference compendia or its use is recommended in medical literature.

GA

§§ 33-24-59.11;
33-53-2

Shall not limit or exclude prescription coverage because a drug is prescribed for a
different use than approved by the FDA, if it meets one of the following conditions:
1) the drug is prescribed for a life threatening condition, 2) the drug is medically
necessary to treat the condition and the drug is on the insurer’s formulary, or 3) the
drug usage is recognized by one of the listed standard medical reference compendia.

Source: NAIC’s Compendium of State Laws on Insurance Topics

41 National Association of Insurance Commissioners. 2010. Compendium of State Laws on Insurance Topics, vol. II-HB-10-12 ez seq.
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Table IV.2.1 State Mandates for Off-label Use of Prescription Drugs

State | Statue Details

1L 215 ILCS 5/370r; | Shall not limit or exclude coverage of prescription drugs, prescribed as a cancer

125/4-6.3; treatment, because the FDA approval is limited to treatment of a different type of

375/6.4 cancer, if the off-label use is recognized as safe and effective in at least one standard
medical reference compendia listed.

IN §§ 27-8-20-1 to Insurance policy that includes prescription coverage may not exclude coverage on the

27-8-20-9 grounds that the drug is being used for other purposes than approved by the FDA if
the drug treatment is recognized in at least one standard reference compendium or
the use is found to be safe and effective in formal clinical studies and the results are
published in a peer-reviewed medical journal

KS § 40-2,168 Shall not limit or exclude coverage of prescription drugs, prescribed as a cancer
treatment, because the FDA approval is limited to treatment of a different type of
cancer, if the off-label use is recognized as safe and effective in at least one standard
medical reference compendia listed or in substantially accepted peer-review medical
publication.

LA § 22:215.20 Any plan that covers the treatment of cancer shall not exclude coverage of prescription
drugs used to treat cancers of a different type than approved by FDA, if recommended
in medical literature or standard medical reference compendia, except for individually
underwritten health insurance.

ME | tit. 24 §S 2320-F; | Shall not limit or exclude coverage of prescription drugs, prescribed as a cancer

2745-E; 2837-F; treatment, because the FDA approval is limited to treatment of a different type of
cancer, if the off-label use is recognized as safe and effective in at least one standard

tit. 24 §2320-G; | medical reference compendia listed or a medically recognized peer-reviewed journal.

2745-F; 2837-G;

4234-E 4234-D Policies that cover prescription drugs may not exclude coverage for any drugs
prescribed for the treatment of HIV or AIDS because the drug has not been FDA
approved for that indication, if it is a recognized use by standard medical reference
compendia or a peer-reviewed medical journals

MD | Ins. § 15-804 A policy or contract that provides coverage for prescription drugs may not exclude
coverage of a drug for an off-label use of the drug if the drug is recognized for
treatment in any of the standard reference compendia or in the medical literature.

MA | ch. 175:47K Policies that cover prescription drugs may not exclude coverage for any drugs

to 175:47L; prescribed for the treatment of cancer because the drug has not been FDA approved

176B:4N; for that indication, if it is a recognized use by standard medical reference compendia

176G:4E or a peer-reviewed medical journal or by the commissioner.

ch. 175:470 Policies that cover prescription drugs may not exclude coverage for any drugs

to 175:47D; prescribed for the treatment of HIV or AIDS because the drug has not been FDA

176B:4P; approved for that indication, if it is a recognized use by standard medical reference

176G:4G compendia or peer-reviewed medical journals or by the commissioner.

Source: NAIC’s Compendium of State Laws on Insurance Topics
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Table IV.2.1 State Mandates for Off-label Use of Prescription Drugs

State | Statue Details

MI §§ 500.3406q; If provide coverage for prescription drugs, shall provide coverage for off-label use
550.1416¢ of a federal FDA approved drug when the drug is prescribed for a life threatening

condition or a chronic and seriously debilitating condition, if the use is recognized in
one of the listed sources.

MN | §62Q.525 Shall not limit or exclude coverage of prescription drugs, prescribed as a cancer
treatment, because the FDA approval is limited to treatment of a different type of
cancer, if the off-label use is recognized as safe and effective in at least one standard
medical reference compendia listed or a medically recognized peer-reviewed journal.

MS § 83-9-8 Shall not limit or exclude coverage of prescription drugs, prescribed as a cancer
treatment, because the FDA approval is limited to treatment of a different type of
cancer, if the off-label use is recognized as safe and effective in at least one standard
medical reference compendia listed or a medically recognized peer-reviewed journal.

NE § 44-788 No policy that provides prescription drug coverage shall exclude coverage of a drug
prescribed to treat cancer, AIDS, HIV or immunodeficiency syndrome because the
FDA approval is limited to a different use, if the off-label use is recognized by medical
literature.

NV | §§ 689A.0404; If the policy includes prescription coverage for an FDA approved drug, must include
689B.0365; coverage for any other use of the drug for cancer treatment, if the United States
695B.1908; Pharmacopoeia Drug information or the American Hospital Formulary Service Drug
695C.1733 Information recognize that use.

NH | §§ 415:6-g; If provide coverage for prescription drugs, shall not exclude drug for other indication
415:18-j; 420-A:2; | than approved by FDA if recommended in medical literature.

420-B:20

NJ §S 17:48-6h; If provide coverage for prescription drugs, shall provide benefits for expenses incurred
17B-26-2.1g; in prescribing drugs for treatment for that they have not been approved by the FDA,
17B:27-46.1g; if the drug is recognized as being medically appropriate for the specific treatment in a
17:48E-35.5; listed reference compendia. Off-label drug use is legal when prescribed in a medically
17:48A-7¢ appropriate way.

§ 26:1A-36.9

NC | §§ 58-51-59; 58- Shall not limit or exclude coverage of prescription drugs, prescribed as a cancer
65-94; 58-67-78; | treatment, because the FDA approval is limited to treatment of a different type of
58-50-156 cancer, if the off-label use is recognized as safe and effective in at least one standard

medical reference compendia listed or a medically recognized peer-reviewed journal.

ND | §26.1-36-06.1 Contracts that cover prescription drugs shall provide benefits for expenses incurred in

prescribing drugs for treatment for which they have not been approved by the FDA
if the drug is recognized as being medically appropriate for the specific treatment in a
listed reference compendia.

Source: NAIC’s Compendium of State Laws on Insurance Topics
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Table IV.2.1 State Mandates for Off-label Use of Prescription Drugs

State

Statue

Details

OH

§1751.66

§ 3923.60

Shall not limit or exclude coverage of prescription drugs, prescribed as a cancer
treatment, because the FDA approval is limited to treatment of a different type of
cancer, if the off-label use is recognized as safe and effective in at least one standard
medical reference compendia listed.

No group or individual policy of sickness and accident insurance that provides
coverage for prescription drugs shall limit or exclude coverage for any drug approved
by the FDA on the basis that the drug has not been approved by the United States
food and drug administration for the treatment of the particular indication for
which the drug has been prescribed, provided the drug has been recognized as safe
and effective for treatment of that indication in one or more of the standard medical
reference compendia listed.

OK

tit. 63 § 1-2604

No individual policy of accident and health insurance issued that provides coverage
for prescription drugs, nor any group blanket policy of accident and health insurance
issued that provides coverage for prescription drugs shall exclude coverage of drugs
for cancer treatment or the study of oncology because the off-label use of such drug
has not been approved by FDA for that indication in one of the standard reference
compendia listed.

OR

743.697

No insurance policy or contract providing coverage for a prescription drugs shall
exclude coverage of that drug for a particular indication solely on the grounds that the
indication has not been approved by the FDA if the Health Resources Commission
determines that the drug is recognized as effective for the treatment of that indication.

RI

§§ 27-55-1 to 27-
55-3

No policy that covers prescription drugs shall drugs shall exclude coverage of drugs

for cancer treatment or the study of oncology because the off-label use of such drug
has not been approved by FDA for that indication in one of the standard reference

compendia listed or medical literature.

SC

§ 38-71-275

No policy that covers prescription drugs shall exclude coverage of any such drug used
for the treatment of cancer on the grounds that the drug has not been approved by
FDA for the treatment of the specific type of cancer for which the drug has been
prescribed; provided, that such drug is recognized for treatment of that specific type
of cancer in one of the standard reference compendia or in the medical literature.

SD

§§ 58-17-100 to
58-17-106

If cover prescription drugs shall covers drugs used to treat cancer or other life
threatening illness even if they have not been approved by the FDA for that indication
if the drug is recognized in medical literature or one of the standard reference
compendia.

TN

§ 56-7-2352

If cover prescription drugs, shall cover off-label drug use when it is prescribed in a
medically appropriate way, and medical literature or standard reference compendia
recognize the use.

X

I.C. Sec. 1369.004

If cover prescription drugs, shall covers off-label drugs used to treat a patient for a
covered chronic, disabling or life-threatening illness if recognized for treatment of the
illness in a reference compendium or peer-received literature.

Source: NAIC’s Compendium of State Laws on Insurance Topics
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Table IV.2.1 State Mandates for Off-label Use of Prescription Drugs

State | Statue Details

VA § 38.2-3407.5 If cover prescription drugs, may not exclude coverage on the grounds that the drug
is being used for other purposes than approved by the FDA if the drug treatment is
recognized in at least one standard reference compendium.

$2.2-2818 No policy that covers prescription drugs shall exclude coverage of any such drug used
for the treatment of cancer on the grounds that the drug has not been approved by
FDA for the treatment of the specific type of cancer for which the drug has been
prescribed; provided, that such drug is recognized for treatment of that specific type
of cancer in one of the standard reference compendia or in the medical literature.

WA | Reg. 284-30-450 | Insurance policy may not exclude coverage on the grounds that the drug is being used
for other purposes than approved by the FDA if the drug treatment is recognized in at

least one standard reference compendium.

Source: NAIC’s Compendium of State Laws on Insurance Topics

The Council on Affordable Health Insurance lists an additional five states with insurance mandates for off-
label use of prescription drugs: Delaware, Missouri, New York, Vermont and New Mexico.*

9. The relevant findings of state agencies or other appropriate public organizations relating to the
social impact of the mandated health benefit.

Internet searches and telephone inquiries found several studies from state agencies and public organizations
related to the social impact of mandated insurance coverage for off-label drug prescriptions.

Maine: In December 2009, the Maine Bureau of Insurance reviewed the cumulative impact of mandates
in Maine. The report notes that HMOs claim to already cover off-label drugs, in which case there would
be no additional cost. However, the report notes that providers testified that claims have been denied on
this basis. Maine’s 1998 report states a “high-end cost” estimate of $1 PMPM (0.6 percent of premium)
if it is assumed there is currently no coverage for off-label drugs, which the 2009 reports estimates half this
amount, or 0.3 percent.”

Massachusetts: In July 2008, the Division of Health Care Finance and Policy (DHCEFP) provided a
Comprehensive Review of Mandated Benefits in Massachusetts. The report reviewed a mandate for off-
label use of prescription drugs to treat HIV/AIDS and a mandate for off-label use of prescription drugs

to treat cancer. DHCFP noted that to estimate of the costs of off-label drug use for HIV/AIDS would
require a large, dedicated research effort, a comprehensive claims database, and extensive clinical definition
of potential off-label use, associated diagnoses, etc. The report notes that using off-label prescriptions is an
integral part of the community standard of care to treat AIDS and/or prevent HIV-related opportunistic
infections. Further, health care providers also turn to off-label drugs when no licensed therapies are available
to treat various AIDS conditions. According to DHCFP, AIDS providers have found that third-party payers
are reluctant to reimburse for off-label drug use. Additionally, DHCFP noted that similar to the problem
of how to measure costs associated with off-label use of prescription drugs to treat HIV/AIDS, it is also not

42 Council on Affordable Health Insurance. 2010. Health Insurance Mandates in the States, 2010.

% Maine Bureau of Insurance, 2009. Cumulative Impact of Mandates in Maine.
http://www.maine.gov/ pfr/legislative/documents/mandatecumcost2009.pdf. Accessed December 20, 2010.
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feasible to measure off-label prescription drug use for the treatment of cancer in Massachusetts.*

Wisconsin: In 2003, the State of Wisconsin Office of the Commissioner of Insurance reviewed Assembly
Bill (AB) 364, relating to health insurance coverage of off-label drug prescriptions to treat cancer. Major
findings of the report include that 227,000 adults in Wisconsin have been diagnosed with cancer in their
lifetime, 116,000 of whom are over the age of 65. The report notes that total health care costs attributable
to AB 364 are because there is not sufficient data to determine if such medication coverage would replace
existing treatments or if it would be in addition to existing coverage. It is also not possible to determine
what portion of the population that is afflicted with cancer would benefit from the passage of AB 364.
Further, the report notes that the increase in costs could widen the disparity between insured plans and non-
state regulated self-funded plans, decreasing the effectiveness and protections afforded by state regulation.
Finally, the increase in costs, coupled with double-digit annual increases in health insurance premiums,
could lead employers to discontinue prescription drug coverage in order to preserve other health benefits for
their employees.®

States searched for which no evidence of a review was found include Alabama, Alaska, Arizona, Arkansas,
California, Colorado, Delaware, Florida, Georgia, Hawaii, Idaho, Illinois, Indiana, lowa, Kansas, Maryland,
Virginia, Louisiana, New Jersey, Pennsylvania, Washington and Texas.

10. The alternatives to meeting the identified need, including but not limited to, other treatments,
methods or procedures.

Cancer drugs are prescribed off-label because effective treatment options for cancer are often limited,

g
prognoses are often grim, and submission of FDA applications for every combination of agent and cancer is
impractical .

11. Whether the benefit is a medical or broader social need and whether it is consistent with the role
of health insurance and the concept of managed care.

The use of off-label drugs for the treatment of cancer as described in this mandate is a medical treatment and
meets a medical need.

12. The potential social implications of the coverage with respect to the direct or specific creation of a
comparable mandated benefit for similar diseases, illnesses, or conditions.

This mandate may have implications for off-label drugs prescribed for other medical conditions. It may also
have implications for benefit mandates on experimental treatments and clinical trials.

13. The impact of the benefit on the availability of other benefits currently offered.

Mandates generally increase the cost of insurance in conjunction with medical trends. Individuals and
groups may respond at time of renewal by purchasing a lower level of coverage with increased member cost-
sharing, rather than by dropping coverage altogether. High levels of member cost-sharing can act as a barrier
to access, especially for low-income members.

# Massachusetts Division of Health Care Finance and Policy, 2008. Comprehensive Review of Mandated Benefits in Massachusetts. Available
at: heep://www.mass.gov/Eeohhs2/docs/dhcfp/r/pubs/mandates/comp_rev_mand_benefits.pdf. Accessed December 20, 2010.

© State of Wisconsin Office of the Commissioner of Insurance, 2010. Review of Assembly Bill 364. Available at http://oci.wi.gov/finimpct/
sfiab364.pdf. Accessed December 14, 2010.

4 Abernethy A, Raman G, Balk E, ez 2/, 2009. Systematic review: reliability of compendia methods for off-label oncology indications. Ann
Intern Med 150(5);336.
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14. The impact of the benefit as it relates to employers shifting to self-funded plans and the extent to
which the benefit is currently being offered by employers with self-funded plans.

Data on how many self-funded plans provide coverage that equals or exceeds this mandate was not available.

15. The impact of making the benefit applicable to the state employee health insurance or health
benefits plan.

This is a currently mandated benefit and as such has been included in the state employee health insurance
and health benefits plans, at least in part since 1994. Based on the IC estimated average cost PMPM, the
total annual cost for this mandate in 2010 is estimated to be $5,639,943.

(This has been calculated by multiplying the IC estimated 2010 PMPM medical cost in of they mandate
by 12 to get an annual cost per insured life, and then multiplying that product by 163,334 covered lives, as
reported by the State Comptroller’s office.” The number of covered lives in the State plans includes both
active employees and retirees who are not covered by Medicare.)

Caveat: This estimate is calculated using weighted averages for all claims paid by Connecticut-domiciled
insurers and health maintenance organizations in the State. The actual cost of this mandate to the State
plans may be higher or lower, based on the actual benefit design of the State plans and the demographics of
the covered lives (e.g., level of cost-sharing, average age of members, etc.).

Retention costs are not included in this estimate because the State is now self-funded and the traditional
elements of retention do not apply. State costs for administration of the plans would be in addition to the
above amount.

16. The extent to which credible scientific evidence published in peer-reviewed medical literature
generally recognized by the relevant medical community determines the treatment, service or

equipment, supplies or drugs, as applicable, to be safe and effective.

Off-label prescribing is widespread and is critical in treating cancer, where effective treatment options are
often limited, and prognoses are often grim.** Drug compendia can be a mechanism for ensuring that

patients have access to the newest, most effective drugs when evidence becomes available to support specific
off-label uses.®

According to the National Cancer Institute, use of a drug off-label may cause harm when the drug’s effect
against a kind of cancer has not been demonstrated and there is no medical reason to believe the drug might
be an effective treatment for that kind of cancer. All drugs have side effects; the side effects of cancer drugs
vary depending on the kind of cancer being treated. When a drug’s effect against a type of cancer has not
been demonstrated, and its side effects are unknown, the possible risks of giving the drug may outweigh the
possible benefits.’® The risks of using a drug off-label should be carefully weighed against the benefits of its
use for a particular patient.

According to the American Cancer Society, chemotherapy (one of the most frequent types of off-label
drug use) has many potential side effects, some of which can be life-threatening and some of which can be

47 Personal communication with Scott Anderson, State Comptroller’s office, September 14, 2010
8 Abernethy A, Raman G, Balk E, er 2. 2009. Systematic review: reliability of compendia methods for off-label oncology indications. Ann
Intern Med 150(5);336.

Y Ibid. p. 341.

50 National Cancer Institute. 2010. Understanding the approval process for new cancer treatments: can off-label use be harmful? Available at:

http://newscenter.cancer.gov/clinicaltrials/learning/approval-process-for-cancer-drugs/allpages/print#Anchor-Ca-47238. Accessed on January
10, 2011.
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permanent.”’ One of the biggest problems related to the widespread off-label prescribing of chemotherapy
agents is the lack of information about such drug use for off-label conditions. One of the most reliable and
easy-to-find sources of information on drugs is the drug label, but drug labels do not contain information
regarding off-label use of the drug. Lack of information on off-label drug use and outcomes may put
patients at a higher risk for medication errors, side effects, and unwanted drug reactions or interactions with
other drugs.’?

There is some argument that allowing wide-spread off-label use of approved drugs gives manufacturers a
disincentive to engage in the rigorous clinical trials that would establish the efficacy and effectiveness of the
drug for those off-label uses.”

V. Financial Impact

1. The extent to which the mandated health benefit may increase or decrease the cost of the
treatment, service or equipment, supplies or drugs, as applicable, over the next five years.

This mandate has been in effect since 1994 in Connecticut. Over the next five years, the cost is expected to

rise from $2.86 PMPM in 2010 to $3.35 PMPM in 2014.5*

2. The extent to which the mandated health benefit may increase the appropriate or inappropriate
use of the treatment, service or equipment, supplies or drugs, as applicable, over the next five
years.

Cancer drugs tend to be higher priced than most pharmaceuticals™ and they are also widely prescribed off-
label. If there were no insurance coverage for such off-label prescriptions, utilization would likely be reduced

due to affordability.

3. The extent to which the mandated health benefit may serve as an alternative for more expensive
or less expensive treatment, service or equipment, supplies or drugs, as applicable.

Off-label prescribing is common in cancer treatment in part because there are frequently few FDA approved
treatment options available.”® In addition, many cancer treatments involve a combination of drugs, and it
would be impractical to require FDA applications for every possible combination.””

4. The methods that will be implemented to manage the utilization and costs of the mandated health
benefit.

The mandate is limited to coverage for an off-label drug that is prescribed by a licensed health care provider
for the treatment of cancer. It is also limited as to the circumstances under which it may be prescribed: it
must be recognized as appropriate for treatment of that cancer in one of three named reference compendia.
In addition, all other terms of the policy apply, so that utilization review, pre-authorization, and other

5! American Cancer Society. 2010. Chemotherapy Principles: An In-depth Discussion of the Techniques and Its Role in Cancer Treatment:

what are the possible side effects of chemotherapy? Available at: http://www.cancer.org/acs/groups/cid/documents/webcontent/002995-pdf.
pdf. Accessed on January 10, 2011.

American Cancer Society. 2010. Off-label drug use: what problems are caused by off-label drug use? Available at: http://www.cancer.org/
Treatment/ TreatmentsandSideEffects/ TreatmentTypes/ Chemotherapy/off-label-drug-use. Accessed on January 10, 2011.

53 Ratner M, Gura T. 2008. Off-label or off-limits? Nature Biotechnology 26(8);871.
54

52

Ingenix Consulting Summary Report.

55 Ingenix Consulting report, Appendix II, p. 8.

°¢ American Cancer Society. 2010. Off-label drug use: why are drugs used off-label? Available at: http://www.cancer.org/ Treatment/

TreatmentsandSideEffects/TreatmentTypes/ Chemotherapy/off-label-drug-use. Accessed on January 10, 2011

57 Abernethy A, Raman G, Balk E, ez /. 2009. Systematic review: reliability of compendia methods for off-label oncology indications. Ann

Intern Med 150(5);336.
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utilization management tools can be exercised by the carriers to avoid inappropriate use of the benefit.

5. The extent to which insurance coverage for the treatment, service or equipment, supplies or drugs,
as applicable, may be reasonably expected to increase or decrease the insurance premiums and
administrative expenses for policyholders.

Insurance premiums include medical cost and retention costs. Medical cost accounts for medical services.
Retention costs include administrative cost and profit (for for-profit insurers/MCOs) or contribution

to surplus (for not-for-profit insurers/MCOs). (For further discussion, please see Appendix II, Ingenix
Consulting Actuarial and Economic Report, page 14.)

Group plans: When the IC estimated medical cost of this mandate is spread to all insureds in group plans,
medical costs are estimated to be $2.86 PMPM and retention costs are estimated to be $0.57 PMPM in

2010. Thus the total effect on insurance premiums is estimated at $3.43 PMPM in 2010, which is 1.0
percent of premium.

Individual plans: When the IC estimated medical cost of this mandate is spread to all insureds in
individual plans, medical costs are estimated to be $1.91 PMPM and retention costs are estimated to be
$0.57 PMPM in 2010. Thus the total effect on insurance premiums is estimated at $2.48 PMPM in 2010,
which is 0.9 percent of premium.

For further information, please see Appendix II: Ingenix Consulting Actuarial and Economic Report.*®

6. The extent to which the treatment, service or equipment, supplies or drugs, as applicable, is
more or less expensive than an existing treatment, service or equipment, supplies or drugs, as
applicable, that is determined to be equally safe and effective by credible scientific evidence
published in peer-reviewed medical literature generally recognized by the relevant medical
community.

Some off-label prescriptions are for older, generic cancer treatments that are less expensive than new drugs,
but many are for very expensive biologics.”” This mandate is limited to off-label uses of FDA-approved
drugs that are recognized in the specified drug compendia, some of which no longer exist. The mandate
does not permit the use of peer-reviewed medical literature to support the off-label use of a cancer drug.

7. The impact of insurance coverage for the treatment, service or equipment, supplies or drugs, as
applicable, on the total cost of health care, including potential benefits or savings to insurers
and employers resulting from prevention or early detection of disease or illness related to such
coverage.

The total cost of health care is understood to be the funds flowing into the medical system, which are the
medical costs portion of insurance premiums and the cost sharing of the insureds. Cost sharing data for this
mandate was unavailable from the Connecticut carriers. The IC actuarial analysis estimates an impact in
2010 of $45,844,017 in paid medical costs from insurers/MCOs for off-label cancer drugs for Connecticut
residents covered by fully insured group and individual health insurance.

8. The impact of the mandated health care benefit on the cost of health care for small employers, as
defined in § 38a-564 of the general statutes, and for employers other than small employers.

The actuarial report found that this mandate is expected to have roughly the same effect on the allowed cost

%% Ingenix Consulting report, Appendix II, p.8.
%9 Gillick M. 2009. Controlling off-label medication use. Ann Intern Med 150(5);344.
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of small group plans as it does on large group plans.”” However, the small group market is more sensitive to
the cost of health insurance and may be somewhat more likely to drop coverage as a result of cost increases
generally.

Employees of small employers tend to pay a larger share of allowed costs through higher co-pays, deductibles
and co-insurance, as well as a larger share of the premium.

9. The impact of the mandated health benefit on cost-shifting between private and public payers of

health care coverage and on the overall cost of the health care delivery system in the state.

The Ingenix Consulting report estimates the impact of this mandate on the overall cost of the health care
delivery system in the state in 2010 to be $45,844,017. This includes only the medical cost included in
premiums. It does not include member cost sharing (which also adds to the impact on the overall cost of the
health care delivery system) because the insurersy MCOs were unable to provide data on this mandate.®!

The estimated impact on the overall cost of the health care delivery system in the state assumes that the State
of Connecticut plans continue to comply with this mandate even though these plans are now self-funded.

% Ingenix Consulting report, Appendix 11, 30-31.

o1 Ingenix Consulting report, Appendix II, p. 8.
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I. Overview

The Connecticut General Assembly directed the Connecticut Insurance Department to review the health
benefits required by Connecticut law to be included in fully insured group and individual health insurance
policies as of July 1, 2009. The review was conducted following the requirements stipulated under Public
Act 09-179. Reviews of required health insurance benefits are a collaborative effort of Connecticut
Insurance Department and the University of Connecticut Center for Public Health and Health Policy

(CPHHP).

Connecticut General Statutes, Chapter 700, §§ 38a-504a-g and 38a-542a-g state that each individual and
group health insurance policy,

...shall provide coverage for the routine patient care costs...associated with cancer clinical
trials...As used in this section... ‘cancer clinical trial’ means an organized, systematic,
scientific study of therapies, tests or other clinical interventions for purposes of treatment or
palliation or therapeutic intervention for the prevention of cancer in human beings...

...routine patient care costs’ means: (1) Coverage for medically necessary health care
services that are incurred as a result of the treatment being provided to the insured person

for purposes of the cancer clinical trial that would otherwise be covered if such services were
not rendered pursuant to a cancer clinical trial. Such services shall include those rendered by
a physician, diagnostic or laboratory tests, hospitalization or other services provided to the
patient during the course of treatment in the cancer clinical trial for a condition, or one of its
complications, that is consistent with the usual and customary standard of care and would be
covered if the insured person were not enrolled in a cancer clinical trial. Such hospitalization
shall include treatment at an out-of-network facility if such treatment is not available in-
network and not eligible for reimbursement by the sponsors of such clinical trial; and (2)
coverage for routine patient care costs incurred for drugs provided to the insured person, in
accordance with section 38a-518b, provided such drugs have been approved for sale by the
federal Food and Drug Administration.

In April 2010, CPHHP and Ingenix Consulting (IC) requested 2007 and 2008 claims data related to the
mandated benefit from six insurers and managed care organizations (MCOs) domiciled in Connecticut that
cover approximately 90 percent of the population in fully insured group and individual health insurance
plans in Connecticut (1.25 million persons). Due to the structure of the mandated benefit, insurers/MCOs
were unable to isolate claims for routine patient care costs associated with cancer clinical trials in their claims
databases. The findings of this report are based on an actuarial analysis of received claims data and reviews
of pertinent literature and other information related to the mandated benefit.

Current coverage
This mandate went into effect on January 1, 2002 (PA. 01-171).

Premium impact
For both fully insured group plans and individual health insurance policies, the actuarial analysis estimates
the net effect of the mandate to be de minimus.

Self insured plans

Coverage of the benefit in self-funded plans is unknown.
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This report is intended to be read in conjunction with the General Introduction to this volume and the
Ingenix Consulting Actuarial and Economic Report which is included as Appendix II.

I1. Background

Clinical trials are research studies that allow physicians and scientists to investigate ways to improve health
and care of patients through finding better ways to prevent, diagnose, or treat a disease or condition. A
clinical trial is one of the final stages of a long and careful research process to find out whether promising
approaches to prevention, diagnosis, and treatment are safe and effective. For cancer patients and their
families and physicians, decisions on therapy are largely based on what is known about treatment outcomes
for patients with similar types and stages of cancer. In general, the most accurate data are derived from the
experience of a large group of patients treated in a standard manner, such as those enrolled in clinical trials.

A vast catalog of cancer clinical trials is currently underway. Investigators are researching many different
types of cancer, treatments, drugs, prevention strategies, detection methods, and quality of life of cancer
patients in attempts to improve prevention of cancer, increase rates of survival, and improve treatment
methods and reduce side effects of treatment. The United States National Institutes of Health currently
documents 17,463 cancer clinical trials in the United States, 1060 in Connecticut.®®

There are several different types of cancer clinical trials. Treatment trials test new treatments, e.g., a new
drug, new approaches to surgery or radiation therapy, new combinations of treatments, or novel methods.
Prevention trials test new approaches, such as medicines, vitamins, minerals, or other supplements that may
lower the risk of a certain cancer. Screening trials test the best way to detect cancer, especially in its early
stages. Quality of Life trials (also called Supportive Care trials) explore ways to improve comfort and quality
of life for cancer patients.®

There are also several different phases of cancer clinical trials. Phase I trials test the maximum tolerated
dose and side effects of a new drug. Phase I trials also evaluate the frequency and determine how a new
drug should be given (by mouth, injected into the blood, or injected into the muscle). A Phase I trial
usually enrolls only a small number of patients with advanced cancer. Phase II trials continue to test the
safety of the drug, and begin to evaluate how well the new drug works. Phase II studies usually focus on

a particular type of cancer. Phase III trials test a new drug, a new combination of drugs, or a new surgical
procedure in comparison to standard cancer therapy to evaluate tumor response to treatment, survival, and
quality of life. Phase III trials often enroll 400-1000 people and may be conducted at many doctors’ offices,
clinics, and cancer centers nationwide. A successful Phase II1 trial results in submission to the Food and
Drug Administration (FDA) for approval. Upon FDA approval, the drug or treatment is made available for
commercial use in patients with the specifically tested type of cancer. Phase IV trials evaluate the side effects,
risks, and benefits of a drug over a longer period of time and involve thousands of people—far more than
Phase III trials.

While enrolled in a clinical trial, cancer patients continue to receive the routine health care such as doctor
visits, hospital stays, clinical laboratory tests, x-rays, recommended treatment, drugs, etc., that they would
receive whether or not they were participating in a clinical trial. A common clinical trial design is delivery
of the investigational treatment in addition to “standard of care” services; often, the “standard of care”

services are included in routine health care costs. Due to their own financial constraints and the high cost

2 National Cancer Institute. 2010. Studies related to cancer in the United States. United States National Institutes of Health. Available at:
http://clinicaltrials.gov/ct2/results?term=Cancer&cntry1=NA%3AUS. Accessed September 22, 2010.

6 National Cancer Institute. Clinical Trials. United States National Institutes of Health. Available at: http://www.cancer.gov/clinicaltrials.
Accessed September 23, 2010.
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of existing cancer treatments, clinical trial sponsors generally do not cover routine health care costs for trial
participants. Insurance coverage of medically necessary routine patient care costs for persons enrolled in
cancer clinical trials may be a factor in the decision to enroll in a clinical trial, which can affect the survival,
health outcome, quality of life and recovery time of cancer patients, and affect the progress of cancer research
on the whole.

Organizations that chart state health insurance mandates report differing numbers of states that require
the mandate. The National Cancer Institute reports 33 states require insurance policies to cover the
routine health care costs for persons enrolled in clinical trials;* the National Association of Insurance
Commissioners reported 17 states required coverage in 2006.%5 A recent review found 25 states with active
cancer clinical trials legislation and one state with an expired statute.®

II1. Methods

Under the direction of CPHHP, medical librarians at the Lyman Maynard Stowe Library at the University of
Connecticut Health Center (UCHC) gathered published articles and other information related to medical,
social, economic, and financial aspects of the required benefit. Medical librarians conducted literature
searches using PubMed. Search terms included health knowledge, attitudes, practice; health care costs;
health care disparities; insurance, health, reimbursement; insurance coverage; cost effectiveness analysis;
clinical trials, economics, legislation, jurisprudence; cancer; biomedical research; demography; research
support; insurance benefits; cancer therapy.

CPHHP staff conducted independent literature searches using the Cochrane Review, Scopus, and Google
Scholar under the search terms of cancer clinical trials and routine patient care costs/cancer clinical trials.
Where available, articles published in peer-reviewed journals are cited to support the analysis. Other sources
of information may also be cited in the absence of peer-reviewed journal articles. Content from such sources
may or may not be based on scientific evidence.

CPHHP staff consulted with clinical faculty and staff from the University of Connecticut School of
Medicine on matters pertaining to medical standards of care; traditional, current and emerging practices;
and evidence-based medicine related to the benefit.

Staft gathered additional information through telephone and e-mail inquiries to appropriate state,
federal, municipal, and non-profit entities and from internet sources such as the State of Connecticut
website, Centers for Medicare and Medicaid Services (CMS) website, other states’ websites, professional
organizations’ websites, and non-profit and community-based organization websites.

With the assistance of the Connecticut Insurance Department (CID), CPHHP and Ingenix Consulting
requested 2007 and 2008 claims data from six insurance companies and MCOs domiciled in Connecticut.
The insurers/MCOs were unable to provide claims data for routine costs associated with cancer clinical trials
for their fully insured group and individual plan participants or for the self-funded plans they administer.

CPHHP and the CID contracted with Ingenix Consulting (IC) to provide actuarial and economic analyses
of the mandated benefit. Further details regarding the insurer/MCO claims data and actuarial methods used
to estimate the cost of the benefit and economic methods used to estimate financial burden may be found in

64 National Cancer Institute. 2010. States that require health plans to cover patient care costs in clinical trials. United States National Institutes
of Health. Available at: http://www.cancer.gov/clinicaltrials/developments/laws-about-clinical-trial-costs. Accessed September 24, 2010.

6 National Association of Insurance Commissioners. 2006. NAIC Compendium of State Laws on Insurance Topics.

6 Taylor PL. 2010. State payer mandates to cover care in US oncology trials: Do science and ethics matter? Journal of the National Cancer
Institute 102:1-15.
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Appendix II.

IV. Social Impact

1. The extent to which cancer clinical trials are utilized by a significant portion of the population.

The Connecticut Department of Public Health (DPH) compiles cancer statistics and information for
Connecticut. DPH documents 8,469 cases of invasive cancer in 2006 among adults age 20-64 and 152
cases of invasive cancer in 2006 among children age 0-19. An estimated three percent of adults and 71
percent of children with invasive cancer enter a clinical trial each year.®***”° Based on cancer incidence in
Connecticut and estimated participation in clinical trials, and estimated 254 adults (age 20-64) and 108 (age
0-19) children enter a cancer clinical trial each year.”! Of these, 118 adults and 50 children are estimated to
be covered by group and individual insurance policies subject to the mandated benefit.”?

The actuarial analysis estimated that 0.023 percent of all insureds in Connecticut had a diagnosis code for
participation in a clinical trial, which would be approximately 320 persons. The diagnosis code includes
participation in any clinical trial (not specifically a cancer clinical trial); however, the majority of clinical
trials occurring in the United States are related to cancer. For further information, please see Appendix II:
Ingenix Consulting Actuarial and Economic Report, page 9.

Demographic disparities are apparent in cancer clinical trials enrollment. For example, relative to white
patients, participation in surgical oncology clinical trials is lower among racial/ethnic minorities; men are less
likely to enroll in surgical oncology clinical trials than women; and patients 65-74 years of age are less likely
to enroll than patients 20-44 years of age”> Enrollment in surgical oncology clinical trials is very low across

all demographics.

2. The extent to which routine patient care costs associated with cancer clinical trials are available
to the population, including, but not limited to, coverage under Medicare, or through public
programs administered by charities, public schools, the Department of Public Health, municipal
health departments or health districts or the Department of Social Services.

Medicare

In 2000, Medicare policy changed to include coverage of routine patient care costs of clinical trials.”
Medicare pays for routine health care costs for beneficiaries enrolled in most treatment clinical trials that are
funded by federal agencies, including office visits, tests, hospital stays, surgery, tests and treatments for side
effects. Medicare does not pay for some clinical trial treatments, tests that collect information only for the

%7 Connecticut Department of Public Health. 2008. Cancer incidence in Connecticut, 2006. Available at:
http://www.ct.gov/dph/lib/dph/ctr/pdf/CancerIncidenceinConnecticut2006.pdf. Accessed September 24, 2010.

68 Stein PM. 2006. Clinical trials. In The Gale Encyclopedia of Cancer, JL Longe, ed. Gale: Detroit, ML

% National Cancer Institute. 2005. Doctors, patients face different barriers to clinical trials. U.S. National Institutes of Health. Available at:

http://www.cancer.gov/clinicaltrials/developments/doctors-barriers0401. Accessed September 27, 2010.
7

Umutyan A, Chiechi C, Beckett LA, ¢t al. 2008. Overcoming barriers to cancer clinical trial accrual: impact of a mass media campaign.
Cancer 112(1): 212-9.

US Census. 2008 Population estimates for the USA and Connecticut. Available at: http://www.census.gov/popest/states/NST-ann-est.html.
Accessed September 24, 2010.

72 University of Connecticut, Center for Public Health and Health Policy. 2009. Review and Evaluation of Public Act 09-188, An Act
Concerning Wellness Programs and Expansion of health insurance coverage. University of Connecticut. Available at:
http://publichealth.uconn.edu/images/reports/InsuranceReview09.pdf. Accessed October 8, 2010.

71

73 Stewart JH, Bertoni AG, Staten JL, ez al. 2007. Participation in surgical oncology clinical trials: gender-, race/ethnicity- and age-based

disparities. Annals of Surgical Oncology 14(12): 3328-34.

Unger JM, Coltman CA, Crowley J], ez al. 2006. Impact of the year 2000 Medicare policy change on older patient enrollment to cancer
clinical trials. Journal of Clinical Oncology 24(1): 141-4.

74
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trial, and coinsurance and deductibles.”

Public Programs Administered by Charities

The American Cancer Society (ACS) does not offer health care insurance, and does not have the means to
provide all the people who need it with financial assistance. It does offer answers to financial and insurance
questions and funds research on the causes of cancer and its potential prevention and treatment.”®

There is a wide array of cancer charities throughout the country that offer financial assistance for
cancer patients and their families. Charitable cancer organizations are in general supported by private
contributions, thus resources are not unlimited. Eligibility for financial assistance is generally based on need.

The ACS and other cancer charities also help with transportation and lodging, which are particularly
important needs for clinical trials participants and their families. Clinical trials participants often must travel
long distances to participate in a specific clinical trial during treatment and for follow-up, thus financial
assistance for travel and lodging for patients and their families can offset significant financial burdens not
covered by health insurance or the clinical trial sponsor.

Public Programs Administered by Public Schools

No information was found that would indicate public schools would be a source of funding for routine
patient care costs associated with cancer clinical trials. While school-based health centers may provide the
types of routine health care services covered by the mandate for students, it is unlikely provision of such care
occurs for students with cancer due to their involvement with other health care providers and facilities as a
result of their cancer diagnosis.

The Department of Public Health (DPH)

No information was found regarding the availability of funding for routine patient care costs associated with
cancer clinical trials through the Connecticut Department of Public Health. A search of “cancer clinical
trials” on the DPH website yielded an overview of Public Act 07-67, which summarizes the insurance
mandate under review. The summary includes information on insurance coverage for routine patient

care costs, as well as qualifications for out-of-network care coverage. No other information was available
regarding this mandate on the DPH website.

Municipal Health Departments

No information was found regarding the availability of funding for routine patient care costs associated with
cancer clinical trials through local and municipal health departments in Connecticut. Because local and
municipal health departments generally focus on public health endeavors, it would seem unlikely that they
would provide funding for medical care for individuals.

The Department of Social Services (DSS)
Medicaid covers medical services based on medical necessity, thus it is expected that routine patient care
costs associated with cancer clinical trials would be covered.

3. The extent to which insurance coverage is already available for routine patient care costs
associated with cancer clinical trials.

State of Connecticut law requires coverage for routine patient care costs associated with cancer clinical trials

75 National Cancer Institute. 2009. Clinical trials and insurance coverage. National Institutes of Health. Available at: heep://www.cancer.gov/
clinicaltrials/education/insurance-coverage/page3. Accessed September 23, 2010.

76" American Cancer Society. 2007. “Access to Health Care”. Available at: heep://www.cancer.org/docroot/subsite/accesstocare/content/
Frequently_Asked_Questions.asp. Accessed June 1, 2010.
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in fully insured group and individual health insurance plans as of January 1, 2002.”7 Coverage in self-funded
plans in Connecticut is unknown because insurersy MCOs domiciled in Connecticut were unable to isolate
claims for routine patient care costs associated with cancer clinical trials. A Maryland analysis of existing
mandated benefits conducted in 2008 found that “significantly more than half but not all employers with
self-funded plans provide benefits” that covered patient costs for clinical trials.”® It would seem likely that
coverage for the mandated benefit in self-funded plans in Connecticut is similar to that in Maryland.

4. If the coverage is not generally available, the extent to which such lack of coverage results in
persons being unable to obtain necessary health care treatment.

Coverage is required and generally available for persons enrolled in fully insured group and individual health
insurance plans in Connecticut. Persons enrolled in fully insured group and self-funded plans represent

the vast majority of covered lives. The uninsured and underinsured represent the largest population groups
in Connecticut that may lack access the subject mandated benefit. While Connecticut residents who are
uninsured and underinsured may obtain treatment through the health care safety net or from providers

on a no- or low- cost basis, they may be more likely receive a delayed diagnosis and require more intensive
treatment because the disease may have progressed further than for an individual with health insurance.

5. If the coverage is not generally available, the extent to which such a lack of coverage results in
unreasonable financial hardships on those persons needing treatment.

As noted above, coverage for routine patient care costs associated with cancer clinical trials is required to be
included in fully insured group and individual insurance plans issued in Connecticut. Depending on the
level of cost-sharing and personal financial resources available, that coverage may or may not be sufficient for
the insured’s family to avoid unreasonable financial hardship. There is a range of costs for routine patient
care costs associated with cancer clinical trials; several factors contribute such as the type of clinical trial, type
of cancer being treated, and location of facility. Financial hardships due to routine patient care costs for
those without insurance coverage for the mandated benefit may be significant.

Depending on the severity of disease and progression at time of diagnosis, a cancer diagnosis often results in
significant health and economic costs for the individual and their family, even for those with comprehensive
health benefits. If a cancer diagnosis is delayed, disease progression may have advanced to a point where

if requires more intensive treatment or results in premature mortality. In such cases, lost work time and
income are common, as well as other costs associated with treatment (e.g., travel) that are not covered by
health insurance.

The costs of the treatment under investigation do not generally result in financial hardships for the
patient or their families because investigational treatments are provided free-of-charge by the sponsoring
organization or with minimal cost to the participant/patient.

Further discussion of financial and socioeconomic effects of the mandated benefit may be found in
Appendix II: Ingenix Consulting Actuarial and Economic Report, page 37-39.

6. The level of public demand and the level of demand from providers for routine patient care

associated with cancer clinical trials.

Because clinical trials may provide patients with life-threatening conditions the best opportunities for

77 CONNECTICUT GENERAL STATUTES ANNOTATED § 38A-504A-G (INDIVIDUAL INSURANCE POLICIES); § 38A-542A-G (GROUP INSURANCE POLICIES).

78 Maryland Health Care Commission. 2008. Study of Mandated Health Insurance Services: A Comparative Evaluation.
Available at: http://mhcc.maryland.gov/health_insurance/mandated_1207.pdf. Accessed December 1, 2010.
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finding effective treatment, it is expected that the mandated benefit might enjoy broad public and provider
support. However, public demand is tempered due to lack of awareness of the availability of clinical trials
and widespread misconceptions about clinical trials among lay persons (e.g., fear of getting a placebo instead
of actual treatment, being a “guinea pig”).”” Provider demand, while assumed to be generally strong due to
the scientific background of health care practitioners, may be moderated due to structural barriers in the

way the practice of medicine is organized, such as lack of time, staff, or funding to enroll patients and lack of
strong connections with research institutions where clinical trials occur.

7. The level of public demand and the level of demand from providers for insurance coverage for

routine patient care costs associated with cancer clinical trials.

Medicare policy changed in 2000 to include coverage of routine patient care costs associated with clinical
trials. It is likely that public and provider demand for Medicare coverage for the benefit contributed to the
change in policy. Several members of the public and providers testified in favor of insurance coverage for
the mandated services during the time legislation for the mandated benefit was under consideration by the
Connecticut General Assembly.*

Public and provider demand for the services and for insurance coverage of the services is also indicated by
the large number of states that mandate coverage for patient care costs associated with cancer clinical trials as

described below.

8. The likelihood of achieving the objectives of meeting a consumer need as evidenced by the
experience of other states.

Washington DC and 32 states including Connecticut require coverage for patient care costs for patients
enrolled in cancer clinical trials.®’ Washington DC and 22 states require coverage for “routine” patient

care costs associated with cancer clinical trials, using similar statutory language as in Connecticut. # The
remaining ten states use different statutory language but cover essentially the same patient costs.®* For
example, Massachusetts requires coverage for “patient care service,” defining patient care service as “a health
care item or service that is furnished to an individual enrolled in a qualified clinical trial, which is consistent
with the usual and customary standard of care for someone with the patienvs diagnosis, is consistent with
the study protocol for the clinical trial, and would be covered if the patient did not participate in the clinical
trial.”® Similarly, North Carolina requires coverage for “medically necessary costs of health care services...
associated with participation in a covered clinical trial, including those related to health care services typically
provided absent a clinical trial...”® Although these states” statutes do not include the phrase “routine patient
care costs,” the statutes require coverage of essentially the same patient care costs as Connecticut’s mandate
for routine patient care costs associated with cancer clinical trials.

9. The relevant findings of state agencies or other appropriate public organizations relating to the
social impact of the mandated health benefit.

7% National Cancer Institute. 2005. Doctors, patients face different barriers to clinical trials. U.S. National Institutes of Health. Available at:

http://www.cancer.gov/clinicaltrials/developments/doctors-barriers0401. Accessed September 27, 2010.
80" Connecticut General Assembly. Report on Bills Favorably Reported By Committee. Public Health Committee. SB-325. March 22, 2001.
U.S. National Institutes of Health. National Cancer Institute. States That Require Health Plans to Cover Patient Care Costs in Clinical Trials.

Available at: http://www.cancer.gov/clinicaltrials/education/laws. Accessed December 1, 2010.
82 California, Colorado, Delaware, Florida, Georgia, Indiana, Iowa, Kentucky, Maine, Michigan, Missouri, Nebraska, New Hampshire, New
Jersey, New Mexico, Ohio, Oregon, South Carolina, Texas, Vermont, West Virginia and Wyoming.
8 Arizona, Louisiana, Maryland, Massachusetts, Nevada, North Carolina, Rhode Island, Tennessee, Virginia and Wisconsin.
84 Commonwealth of Massachusetts. General Laws, Chapter 175, Section 110L.

8 General Assembly of North Carolina. Session 2001. Senate Bill 199. Ratified Bill.
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CPHHP staff found several studies from state agencies and public organizations related to the social impact
of the mandated benefit. Records searched included those of states that have or had an established process
for studying mandated health insurance benefits, with a relatively large number of mandated health benefits,
or located in the Northeast. States searched included Arkansas, California, Colorado, Indiana, Louisiana,
Maine, Maryland, Massachusetts, Minnesota, New Jersey, New York, North Dakota, Ohio, Oklahoma,
Oregon, Pennsylvania, Rhode Island, South Carolina, Texas, Virginia, Washington, and Wisconsin.

Reviews completed in Maine, Maryland, and Pennsylvania provide no analysis of relevant social costs.®*#

A Louisiana review based on 2005-2007 claims data also provides no analysis of social costs but lists 22 states
that require insurance coverage for the benefit.¥’

Reviews completed in Massachusetts and Wisconsin provide analyses of social costs of the mandated benefit.
In 2008, Massachusetts reported that approximately 10 million adults in the United States have cancer, and
despite the fact that sometimes the best hope for a person with a serious illness is to become a subject in a
clinical drug trial, only 3 to 5 percent of cancer patients take part in clinical trials each year. Massachusetts
found that financial considerations and misconceptions about the nature of clinical trials, along with
insurance hurdles, contribute to the reluctance of many cancer patients to join clinical trials and, often, their
doctors’ reluctance to suggest that they participate.”

In 2005, Wisconsin reported that there is a small pool of individuals with cancer who are actually eligible
to participate in cancer clinical trials. For Wisconsin, it was noted that approximately 1-2 percent of cancer
patients were participating in cancer clinical trials. Health insurance coverage seems to have a direct effect
on participation in cancer clinical trials with over 71 percent of clinical trials participants having health
insurance coverage, self-funded coverage included. This number jumps to over 94 percent when Medicare,
Medicaid and military participants are included. Wisconsin report authors suggest it would appear that the
biggest deterrent to participating in a cancer clinical trial is having no insurance coverage at all.”

10. The alternatives to meeting the identified need, including but not limited to, other treatments,
methods or procedures.

The subject benefit covers routine health care costs which include a wide range of treatments, procedures,
drugs, tests and imaging. In light of a comprehensive and undefined set of services included in the
mandated benefit, identification and review of all applicable alternatives is not attempted.

11. Whether the benefit is a medical or broader social need and whether it is consistent with the role
of health insurance and the concept of managed care.

Coverage for routine patient care costs associated with cancer clinical trials fulfills a medical need that
might not otherwise be met. Treatment options and disease management strategies for cancer are not

8 Maryland Health Care Commission. 2008. Study of Mandated Health Insurance Services: A Comparative Evaluation. Available at:

http://mhcc.maryland.gov/health_insurance/mandated_1207.pdf. Accessed September 29, 2010.

87 Maine Insurance Department. 2009. Cumulative Impact of Mandates in Maine. Available at:

http://www.maine.gov/pfr/legislative/documents/mandatecumcost2009.pdf. Accessed September 29, 2010.

88 Pennsylvania Health Care Cost Containment Council. Mandated benefits review-Senate Bill 1198-review. Available at:

http://www.phc4.org/reports/mandates/SB1198/review.htm. Accessed September 30, 2010.

8

]

Office of Health Insurance. Louisiana Department of Insurance. Mandated benefits healthcare study 2005-2007.
Available at: http://www.ldi.state.la.us/Documents/Health/MandatedHealthcareBenefitsStudy.pdf.  Accessed September 30, 2010.

Bachman SS, Highland J, Nordahl K, ez /. 2008. Comprehensive review of mandated benefits in Massachusetts. Report to the legislature.
Division of Health Care Finance and Policy, Commonwealth of Massachusetts.
Available at: http://www.mass.gov/Eeohhs2/docs/dhcfp/r/pubs/mandates/comp_rev_mand_benefits.pdf. Accessed September 29, 2010.

90

9

Gomez J. 2005. Social and financial impact report — Senate Bill 288/Assembly Bill 617. Office of the Commissioner of Insurance, State of
Wisconsin. Available at: http://oci.wi.gov/finimpct/stisb288.pdf. Accessed September 29, 2010.
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always successful. Cancer clinical trials attempt to identify treatments and disease management methods
that are more effective than those currently available while giving persons with advanced cancers treatment
opportunities that they would otherwise not have access to. Required insurance coverage for routine patient
care costs associated with cancer clinical trials may also serve broad social needs because it may allow the
sponsors of clinical trials to reach a larger population of subjects. As such, development of more effective
cancer treatments with fewer side effects is facilitated, contributing to the public good.

12. The potential social implications of the coverage with respect to the direct or specific creation of a
comparable mandated benefit for similar diseases, illnesses, or conditions.

Clinical trials are one of the primary methods of medical research that involve human subjects. Thus, it

is possible that the basic structure of the mandate (i.e., required coverage for routine health care costs for
clinical trials enrollees) could be replicated for non-cancer clinical trials, for example, clinical trials related to
mental health, diabetes, or heart disease. If denials of insurance coverage for routine patient care costs for
patients participating in non-cancer clinical trials commonly occur or restrict access to care for a particular
constituency, it is possible that mandated coverage could be proposed where currently it does not exist.

13. The impact of the benefit on the availability of other benefits currently offered.

Insurers and MCOs may cut costs by eliminating or restricting access to, or placing limits on other non-
mandated benefits currently offered. However, the availability of any benefit to be restricted may be limited.
Existing benefits may be administratively costly to restrict and insurers may be contractually obligated to
provide them. Additionally, many of the benefits that could be targets for elimination are included in plans
for competitive advantage.

14. The impact of the benefit as it relates to employers shifting to self-funded plans and the extent to
which the benefit is currently being offered by employers with self-funded plans.

Due to the low number of persons participating in cancer clinical trials, it is not anticipated that employers
shifted or will shift to self-funded plans as a result of this single mandated benefit. It is also not anticipated
that repeal of this single mandated benefit would lead to a shift from self-funded plans to fully insured plans
among employers. Employers cognizant of the cumulative financial effects of mandated benefits and large
enough to assume the risk of employee health care costs are more likely to consider shifting to self-funded
plans.

There are several reasons for health insurance premium increases, including medical cost inflation, an aging
population and an aging workforce, and required benefits or “mandates.” Employers contemplating a shift
to self-funded plans are likely to weigh these and other factors. Employers also may shift to plans with
higher coinsurance amounts to keep premiums at a more affordable level (“benefit buy down”). Benefit buy
down can result in employees not taking up coverage and thus being uninsured or not accessing care when it

is needed because of high deductibles.

Coverage in self-funded plans in Connecticut is unknown because insurers/MCOs domiciled in Connecticut
were unable to isolate claims for routine patient care costs associated with cancer clinical trials. A Maryland
analysis of existing mandated benefits conducted in 2008 found that “significantly more than half but not all
employers with self-funded plans provide benefits” that covered patient costs for clinical trials.”” If coverage
for the mandated benefit in self-funded plans in Connecticut is similar to that in Maryland, it is likely that
the mandate has little to no direct effect on employers shifting to self-funded plans.

2 Maryland Health Care Commission. 2008. Study of Mandated Health Insurance Services: A Comparative Evaluation.
Available at: http://mhcc.maryland.gov/health_insurance/mandated_1207.pdf. Accessed December 1, 2010.
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15. The impact of making the benefit applicable to the state employee health insurance or health
benefits plan.

Required coverage of routine patient care costs associated with cancer clinical trials is a current benefit that
has been included in the state employee health insurance and health benefits plans at least in part since
2002. Thus the social impact of the benefit for the approximately 134,344 covered lives in state employee
plans and 30,000 state retirees not enrolled in Medicare™ is expected to be the same or similar to the social
impact for persons covered in non-state employee health insurance plans as discussed throughout Section IV
of this report.

Because the state shifted to self-funded status on July 1, 2010 (during the time this report was being
written), utilization under self-funded status is unknown. All self-funded plans, including those that provide
coverage for state employees, are not regulated by the state insurance department and are exempt from state
health insurance required benefit statutes.

16. The extent to which credible scientific evidence published in peer-reviewed medical literature
generally recognized by the relevant medical community determines that the routine patient care
costs associated with cancer clinical trials are safe and effective.

The subject benefit covers routine health care costs which include a wide range of treatments, procedures,
drugs, tests and imaging. In light of a comprehensive and necessarily undefined set of services included in
the mandated benefit, review of the safety and effectiveness of the services included is not attempted.

IV. Financial Impact

1. The extent to which the mandated health benefit may increase or decrease the cost of routine
patient care costs associated with cancer clinical trials over the next five years.

Medical librarians found one study of the incremental treatments costs in cancer clinical trials. The study
found that over a 2.5 year period, direct care costs were 6.5 percent higher for trial participants than
nonparticipants.” The study found that incremental costs were higher for patients who died and who were
in early phase studies and concluded that the additional treatment costs for government-sponsored cancer
clinical trials appear minimal.”

2. The extent to which the mandated health benefit may increase the appropriate or inappropriate
use of routine patient care costs associated with cancer clinical trials over the next five years.

For those persons whose insurance plans would not otherwise cover routine patient care costs associated
with cancer clinical trials, the mandated health benefit may increase appropriate use of the service. For those
covered by self-funded plans, use out-of-pocket funds, or receive routine patient care costs associated with
cancer clinical trials from other sources, a mandated benefit may not increase appropriate use.

Inappropriate use is not expected to occur, due to the specific and restricted nature of the development of
and highly restricted enrollment procedures for cancer clinical trials. Additionally, the legislation requiring
the coverage references eligibility guidelines for cancer clinical trials.

3. The extent to which the mandated health benefit may serve as an alternative for more expensive
or less expensive treatment, service or equipment, supplies or drugs, as applicable.

% Personal communication. Scott Anderson, State of Connecticut Comptroller’s Office. September 14, 2010.

94 Goldman DP, Berry SH, McCabe MS, ez al. 2003. Incremental treatment costs in national cancer institute-sponsored clinical trials. Journal of

the American Medical Association 289(22): 2970-7.
95 Ibid.
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The subject benefit covers routine health care costs which include a wide range of treatments, procedures,
drugs, tests and imaging. In light of a comprehensive and undefined set of services included in the
mandated benefit, it is not possible to identify and review all applicable alternatives and whether such
alternatives might be more or less expensive.

4. The methods that will be implemented to manage the utilization and costs of the mandated health
benefit.

It is anticipated that insurers and MCOs utilize the same utilization management methods and cost
controls that are used for other covered benefits. The legislation does not prohibit insurers and MCOs
from employing utilization management, prior authorization, or other utilization tools at their discretion.
The legislation also defines eligibility guidelines for cancer clinical trials and “routine patient care costs.”
Utilization and cost impact is limited due to the small number of beneficiaries enrolled in cancer clinical
trials.

5. The extent to which insurance coverage for routine patient care costs associated with cancer
clinical trials may be reasonably expected to increase or decrease the insurance premiums and
administrative expenses for policyholders.

The design of many oncology clinical research trials is to provide an additional treatment or drug in addition
to the standard recommended treatment for the patient’s type and stage of cancer. In effect, the “routine
patient care costs” for trial participants is the standard recommended treatment for the patient’s type and
stage of cancer. The cost of such “routine” treatment is not insignificant; cancer is a high cost disease to

treat and for which to provide continuity of care. Connecticut requires health insurance coverage for

cancer treatment, thus it is not anticipated that the health insurance mandate for routine patient care costs
associated with cancer clinical trials increases or decreases health insurance premiums and administrative
expenses for policyholders.

Connecticut insurers/ MCOs were unable to provide claims data associated with the routine health care costs
for their members participating in cancer clinical trials. Actuarial analysis found a very small number of
enrollees in cancer clinical trials in Connecticut and estimated the costs of routine patient care for clinical
trials participants to be de minimus. For further discussion, please see Appendix II: Ingenix Consulting
Actuarial and Economic Report, page 15-16.

6. The extent to which routine patient care costs associated with cancer clinical trials is more or less
expensive than an existing treatment, service or equipment, supplies or drugs, as applicable, that
is determined to be equally safe and effective by credible scientific evidence published in peer-

reviewed medical literature generally recognized by the relevant medical community.

The subject benefit covers routine health care costs which include a wide range of treatments, procedures,
drugs, tests and imaging. In light of a comprehensive and undefined set of services included in the
mandated benefit, it is not possible to identify and review all applicable alternatives and whether such
alternatives might be more or less expensive.

7. The impact of insurance coverage for routine patient care costs associated with cancer clinical
trials on the total cost of health care, including potential benefits or savings to insurers and
employers resulting from prevention or early detection of disease or illness related to such
coverage.

The total cost of health care is understood to be the funds flowing into the medical system, which are the
medical costs of insurance premiums and cost sharing. Insurers/MCOs in Connecticut were unable to
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provide claims data for the routine patient care costs associated with cancer clinical trials, thus no actuarial
analysis of claims data is available.

Economic benefits of the mandate may accrue to employers in terms of worker productivity. The economic
benefits to business of employees with cancer returning to work or on-the-job productivity may offset some
of the costs of routine patient care associated with cancer clinical trials covered by the mandate.

8. The impact of the mandated health care benefit on the cost of health care for small employers, as
defined in § 38a-564 of the general statutes, and for employers other than small employers.

No published literature was found regarding the effect of mandated coverage for routine patient care costs
associated with cancer clinical trials on the cost of health care for small employers. Because Connecticut
mandates coverage for cancer treatment and “routine patient care costs’ for trial participants is the standard
recommended treatment for the patient’s type and stage of cancer, it is unlikely that the subject mandate
results in different effects among different types of employers.

For further information regarding the differential effect of the mandates on small group versus large group
insurance, please see Appendix II: Ingenix Consulting Actuarial and Economic Report, page 31.)

9. The impact of the mandated health benefit on cost-shifting between private and public payers of
health care coverage and on the overall cost of the health care delivery system in the state.

Cost-shifting between private and public payers of health care coverage generally occurs when formerly
privately insured persons, after enrolling in a public program or becoming un- or underinsured, require and
are provided health care services. Cost-shifting also occurs when a formerly publicly-funded service becomes
the responsibility of private payers, which can result following enactment of a health insurance mandate.

Most persons formerly covered under private payers lose such coverage due to a change in employer, change
in employment status, or when private payers discontinue offering health care coverage as an employee
benefit or require employee contributions to premiums that are not affordable. Because this required benefit
became effective January 1, 2002, it is unlikely that the mandate, taken individually, has any impact on cost-
shifting between private and public payers of health care coverage at present.

Additionally, due to the low number of cancer patients enrolling in clinical trials in Connecticut and in
the insured population, the mandated benefit is not estimated to have an impact on cost-shifting between
private and public payers.

The overall cost of the health delivery system in the state is understood to include total insurance premiums
(medical costs and retention) and cost sharing. Because insurers/MCOs were unable to isolate claims for
routine patient care costs associated with cancer clinical trials, actuarial analysis of claims data was not
available. For several reasons including those described above, the actuarial analysis suggests the cost of the
mandate to be de minimus.

For further information, please see Appendix II, Ingenix Consulting Actuarial and Economic Report.
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I. Overview

In Public Act 09-179, An Act Concerning Reviews of Health Insurance Benefits Mandated in this State, the
Connecticut General Assembly directed the Connecticut Insurance Department (CID) to review statutorily
mandated health benefits existing on or effective on July 1, 2009. This report is a part of that review and

was conducted following the requirements stipulated under Public Act 09-179. The review is a collaborative

effort of the Connecticut Insurance Department and the University of Connecticut Center for Public Health
and Health Policy.

CGSA §§ 38a-518a and 38a-492a mandate that group and individual health insurance policies issued,
renewed or continued in this state provide coverage for hypodermic needles and syringes when prescribed for
administration of medications. Specifically, CGSA § 518a provides that:

Mandatory coverage for hypodermic needles and syringes. Every group health insurance
policy providing coverage of the type specified in subdivisions (1), (2), (4), (6), (10), (11)
and (12) of section 38a-469, delivered, issued for delivery or renewed in this state on or
after July 1, 1992, shall provide coverage for hypodermic needles or syringes prescribed by

a prescribing practitioner, as defined in subdivision (22) of section 20-571, for the purpose
of administering medications for medical conditions, provided such medications are covered
under the policy. Such benefits shall be subject to any policy provisions that apply to other
services covered by such policy.

(PA. 92-185)

§38a-492a mandates the same coverage in individual health insurance policies delivered, issued for delivery,
renewed or continued in Connecticut.

In March 2010, CPHHP and Ingenix Consulting (IC) requested and received 2007 and 2008 claims data
related to the mandated benefit from six insurers and managed care organizations (MCOs) domiciled in
Connecticut that cover approximately 90 percent of the population in fully insured group and individual
health insurance plans in Connecticut (1.25 million persons). Based on that claims data, a review of the
legislative history, reviews of pertinent literature and the Ingenix Consulting report, this review found the
following:

Current coverage
This mandate has been in effect since 1992 (PA. 92-185).

Premium impact

Group plans: On a 2010 basis, the medical cost of this mandate is estimated to be $0.05 PMPM.
Estimated total cost (insurance premium, administrative fees, and profit) of the mandated services on a 2010
basis in group plans is $0.06 PMPM, which is less than 0.1 percent of estimated total premium costs in
group plans. Estimated cost sharing on a 2010 basis in group plans is $0.04 PMPM.

Individual policies: Four of the six insurers/MCOs provided claims data for individual health insurance
policies. On a 2010 basis, medical cost is estimated to be $0.01 PMPM. Estimated total cost (insurance
premium, administrative fees, and profit) of the mandated services in 2010 in individual plans is de minimis.
Individual data is less credible than group data primarily due to small sample size.

Self-funded plans

Information received from five insurers/MCOs domiciled in Connecticut representing an estimated 47
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percent of the total self-funded population in Connecticut shows that 86 percent of members in self-funded
plans have coverage for this benefit.

This report is intended to be read in conjunction with the General Introduction to this volume and the
Ingenix Consulting Actuarial and Economic Report, which is included as Appendix II.

I1. Background

The mandate specifies coverage for hypodermic needles and syringes as prescribed for the administration of
medications for medical conditions. Presumably, needles and syringes would be prescribed by a provider so
that the patient or a family member could administer the medication without needing to visit the provider
or have a nurse come to the home every time the medication needed to be administered.

Available treatments for many chronic conditions include options that involve the self-administration

of injectable medications by the patient or a family member.”® The most common of these are the self-
administration of insulin by people with diabetes and the self-administration of epinephrine to treat or
prevent anaphylactic shock due to severe allergic reactions. Other conditions include multiple sclerosis,
infertility (for in vitro fertilization), erectile dysfunction, rheumatoid arthritis, osteoporosis, hepatitis C,
acromegaly (severe diarrhea associated with certain cancers), deep vein thrombosis and migraine headaches.””
Self-injections may be required daily, several times daily, every few days or episodically, depending on the
condition and the treatment plan.

The mandate specifies hypodermic needles and syringes. In the eighteen years since the mandate became
effective, a number of alternative delivery devices have also been developed for self-administration of
medications. These medications may be available in multi-dose vials that are administered via prescribed
needles and syringes. They may also be available in pre-filled syringes or pen devices, some of which require
a separate purchase of pen needles and some of which do not. In the case of insulin, continuous delivery
systems (insulin pumps) are available that use infusion sets implanted in the skin rather than needles and
syringes or pens.”® The insulin pump and infusion sets are generally considered durable medical equipment.

% UpToDate. 2010. Search results for “self-injected medications”. Available at http://www.uptodate.com/patients/content/search.do?search=s
elf+injected + medications&source=USER_INPUT &searchOffset=0&_NEXTITEM=&_EVENTNAME=Go&_EVENTARG=undefined&_
POSTBACK=true&_DESTINATION=&_xCoordHolder=0&_yCoordHolder=0. Accessed on December 28, 2010.

97 Communication from Devra Dang, PharmD, BCPS, CDE; Associate Clinical Professor, University of Connecticut School of Pharmacy.
Dated December 23, 2010.

% Communication from Devra Dang, PharmD, BCPS, CDE, Associate Clinical Professor, University of Connecticut School of Pharmacy.
Dated December 23, 2010.
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IT1. Methods

CPHHP staff consulted with medical librarians at the Lyman Maynard Stowe Library at the University

of Connecticut Health Center (UCHC). Medical librarians conducted literature searches from 2000-

2010 under search terms including hypodermic needles, syringes, prescriptions, self-administration, self-
administered injectable drug. More information was supplemented from available texts, government reports
and non-profit organization reports.

Resources searched include:

— PubMed

— Scopus

— EMedicine

— CINAHL

— Web Search through Google

CPHHP staff conducted independent literature searches using Google and Google Scholar using similar
search terms used by the UCHC medical librarians. Where available, articles published in peer-reviewed
journals are cited to support the analysis. Other sources of information may also be cited in the absence of
peer-reviewed journal articles. Content from such sources may or may not be based on scientific evidence.

CPHHP staff consulted with clinical faculty and staff from the University of Connecticut School of
Pharmacy.

Staff gathered additional information through telephone and e-mail inquiries to appropriate state, federal,
municipal, and non-profit entities and from internet sources such as the State of Connecticut website,
Centers for Medicare and Medicaid Services (CMS) website, other states” websites, and non-profit and
community-based organization websites.

With the assistance of the CID, CPHHP and Ingenix Consulting requested and received 2007 and 2008
claims data from insurance companies and MCOs domiciled in Connecticut. Six insurers/MCOs provided
hypodermic needles and syringes claims data for their fully insured group and individual health insurance
plan participants. Five insurers/MCOs also provided information about coverage for hypodermic needles
and syringes in the self-funded plans they administer.

CPHHP and the CID contracted with Ingenix Consulting (IC) to provide actuarial and economic analyses
of the mandated benefit. Further details regarding the insurer/MCO claims data and actuarial methods
used to estimate the cost of the benefit and the economic methods used to estimate financial burden may be

found in Appendix II.

IV. Social Impact

1. The extent to which the treatment, service or equipment, supplies or drugs, as applicable, is
utilized by a significant portion of the population.

People who have Type 1 diabetes and some who have Type 2 diabetes are the most common users of self-
injectable medication. People who have severe allergies or multiple sclerosis may self-inject medication such
as epinephrine (for allergic reactions) or glatiramer acetate (for multiple sclerosis). People with infertility,
erectile dysfunction, hepatitis C, severe diarrhea associated with certain cancers, rheumatoid arthritis,
osteoporosis, and deep vein thrombosis may also self-inject their medications.
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In a 2006 report, the Connecticut Department of Public Health reported that approximately 163,000 adults
age 18 and older have diabetes in Connecticut.”” This is 6.2 percent of the population. Five to ten percent
of this population has Type 1 diabetes.

Connecticut Department of Public Health indicates that approximately 1 in 5 Connecticut residents have
some form of arthritis."” The CDC reports that the prevalence of rheumatoid arthritis in the U.S. is 0.6
percent.'”’ CT DPH reports that there were approximately 12,226 people in Connecticut with chronic or
resolved hepatitis C in 2008.

2. The extent to which the treatment, service or equipment, supplies or drugs, as applicable, is
available to the population, including, but not limited to, coverage under Medicare, or through
public programs administered by charities, public schools, the Department of Public Health,
municipal health departments or health districts or the Department of Social Services.

Medicare

Medicare Part B does not cover insulin, syringes and needles. However, an external insulin pump may be
covered as durable medical equipment.'” Medicare Part B beneficiaries pay 100 percent for insulin (unless
used in a pump), syringes, and needles.'” Part D prescription drug programs may cover certain medical
supplies used to inject insulin such as syringes, needles and gauzes.'™

Medicaid

Medicaid covers diabetic supplies, including insulin, needles and syringes.'” Poor or elderly people who
are eligible for both Medicare and Medicaid receive benefits first through Medicare Part B and Part D, and
then Medicaid pays the remainder.'® Connecticut’s Pharmaceutical Assistance Contract to the Elderly and
Disabled (ConnPACE) also covers prescription drugs, insulin and insulin syringes.'"”

Manufacturers
Some manufacture of needles and syringes, such as Becton Dickinson, provide free needles and syringes to
community health clinics to help those in need.'®

Municipal health departments/health districts

The city of New Haven Health Department and AIDS Project Hartford operates a needle exchange program
that provides clean needles to addicts in exchange for used ones to prevent the spread of HIV.!®!'® The
Department of Public Health also lists AIDS Project Greater Danbury, the city of Bridgeport, and the city of

% Connecticut Department of Public Health. 2006. The burden of diabetes in Connecticut, 2006 Surveillance Report.

1% Connecticut Department of Public Health. 2010. Arthritis. Available at:
htep://www.ct.gov/dph/cwp/view.asp?a=31358q=3930968cdphNav_GID=16018&dphPNavCtr=|#47037. Accessed on December 29, 2010.

19" Centers for Disease Control and Prevention. 2010. Arthritis. Available at: heep://www.cdc.gov/arthritis/basics/rheumatoid.htm. Accessed on
December 29, 2010.

192 Medicare Coverage Guidelines for Diabetes — Insulin and Syringes (Connecticut).
193 1hid,

104 American Diabetes Association, Living with Diabetes. Available at: hetp://www.diabetes.org/living-with-diabetes/treatment-and-care/health-
insurance-options/65-and-older/medicare-part-d.heml.

195 DSS Provider Fee Schedule: MEDS - Medical/Surgical Supplies
106 Helga Neiss. Diabetes Supplies Insurance and Medicare Coverage, June 2, 2006. (http://www.cga.ct.gov/2006/rpt/2006-R-0339.hem).
17 Ibid,

1% Becton Dickinson. 2009. BD and Direct Relief International Team Up to Provide Free Diabetes Insulin Injection Products to Americans
Impacted by the Economic Downturn. Available at: http://www.bd.com/contentmanager/b_article.asp?Item_1D=24064&ContentType_ID=
1&BusinessCode=20001&d=BD+Worldwide&s=&dTitle=&dc=&dcTitle=. Accessed on January 6, 2011.

199 City of New Haven. Health Department. AIDS services. Available at: htep://cityofnewhaven.com/Health/Aids.asp. Accessed January 6, 2011.
110 AIDS Project Hartford. Harm Reduction. Available at: hetp://www.aphct.org/. Accessed January 6, 2011.
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Stamford as also providing a needle exchange program.'"

Public Programs administered by Public Schools
No information was found that would indicate public schools provide funding for hypodermic needles and
syringes.

Department of Public Health
The Department of Public Health administers the Syringe Exchange Programs (SEPs) in Connecticut by the
Department’s Public Health AIDS and Chronic Diseases Division.''?

3. The extent to which insurance coverage is already available for the treatment, service or
equipment, supplies or drugs, as applicable.

Connecticut General Statutes, §§ 38a-518a and 38a-492a require fully insured private insurance policies
delivered, renewed or amended in Connecticut to cover hypodermic needles and syringes. This mandate has
been in effect since January 1, 1992 for individual and group policies.

Connecticut’s public insurance programs also cover hypodermic needles and syringes.

4. If the coverage is not generally available, the extent to which such lack of coverage results in
persons being unable to obtain necessary health care treatment.

The cost of hypodermic needles and syringes has decreased since 1992, when this mandate was enacted.
Lack of insurance coverage is unlikely to prevent persons from obtaining necessary health care treatment. In
addition, self-injectable medications are increasingly available in pre-filled single dose syringes, with the cost
of the syringe included in the cost of the drug itself.'"”

5. If the coverage is not generally available, the extent to which such a lack of coverage results in
unreasonable financial hardships on those persons needing treatment.

The cost of hypodermic needles and syringes does not impose a significant burden. Even without insurance
coverage, a box of 100 single unit disposable needle-syringes costs as little as $25."* For people with
diabetes, the most frequent users of self-injectable medications, this is about one month’s supply. It would
be covered by the mandate for coverage of diabetes equipment and supplies (see Volume I, Chapter 7) if this
mandate did not exist.

For other self-injectable medications, the cost of the drug is usually significantly higher than the cost of the
5

needles and syringes."!
6. The level of public demand and the level of demand from providers for the treatment, service or
equipment, supplies or drugs, as applicable.

This mandate was included in the law that decriminalized the sale of hypodermic needles and syringes
without a prescription in Connecticut (PA. 92-185). Self-injectable medications are used to treat a wide
variety of diseases and conditions.

" Department of Public Health. Connecticut Syringe Exchange Summary FY 2009. Available at:
heep://www.ct.gov/dph/lib/dph/government_relations/2010_reports/sepann0809.pdf. Accessed January 6, 2011.

12 Department of Public Health. Connecticut Syringe Exchange Summary FY 2009. Available at:
http://www.ct.gov/dph/lib/dph/government_relations/2010_reports/sepann0809.pdf. Accessed January 6, 2011.

113 Ingenix Consulting report, Appendix II, p. 44.
4 Ingenix Consulting report, Appendix 11, p 44.
5 Thid.
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7. The level of public demand and the level of demand from providers for insurance coverage for the

treatment, service or equipment, supplies or drugs, as applicable.

The American Diabetes Association, in its Standards of Medical Care in Diabetes — 2010, calls for third-
party payer coverage of various components of its recommended diabetes care, including equipment and
supplies such as needles and syringes for self-injection of insulin.''®

8. The likelihood of achieving the objectives of meeting a consumer need as evidenced by the
experience of other states.

Mandates for coverage of hypodermic needles and syringes were not found for other states. However, 44

states and the District of Columbia mandate insurance coverage of equipment and supplies, including

syringes, for diabetes treatment.'"”

9. The relevant findings of state agencies or other appropriate public organizations relating to the
social impact of the mandated health benefit.

No mandated benefit reviews from other states were found.

10. The alternatives to meeting the identified need, including but not limited to, other treatments,
methods or procedures.

If members cannot purchase or obtain hypodermic needles and syringes for self-injection of prescribed
medications, the alternative is to require the administration of such medication by licensed medical
professionals, either in the provider’s office or the patient’s home (as by a visiting nurse), or to use other
treatment options that may not be the preferred treatment for that individual. Some medications now are
available in pre-filled syringes and pens that do not require separately purchased hypodermic needles and
syringes. In these cases, the cost of the syringe or pen is included in the cost of the drug and would be
covered by the pharmacy benefit.

11. Whether the benefit is a medical or broader social need and whether it is consistent with the role
of health insurance and the concept of managed care.

The mandate is limited to hypodermic needles and syringes that are prescribed for the administration of
prescribed medications for the treatment of medical conditions. Therefore, it meets a medical need and is
consistent with the role of health insurance and managed care.

12. The potential social implications of the coverage with respect to the direct or specific creation of a
comparable mandated benefit for similar diseases, illnesses, or conditions.

The technology of delivery systems for medications continues to evolve. Asan example, insulin can be
delivered by subcutaneous injections using hypodermic needles and syringes, by pre-filled pens with or
without removable needles, or by continuous delivery systems such as insulin pumps.''®

The mandate does not specify these other delivery systems.

13. The impact of the benefit on the availability of other benefits currently offered.

Mandates generally increase the cost of insurance in conjunction with medical trends. Individuals and
groups may respond at time of renewal by purchasing a lower level of coverage with increased member cost-

16 American Diabetes Association. 2010. Standards of Medical Care in Diabetes — 2010. Diabetes Care, vol. 33, Supp. 1 p.
117 National Association of Insurance Commissioners. 2010. Compendium of State Laws on Insurance Topics, vol, I1.

"8 Valentine V, Kruger D. 2010. Considerations in insulin delivery device selection. Diab Tech and Ther 12(supp 1):598-S100. Available at:
heep://www.liebertonline.com/doi/pdfplus/10.1089/dia.2010.0007. Accessed on January 6, 2011.
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sharing, rather than by dropping coverage altogether. High levels of member cost-sharing can act as a barrier
to access, especially for low-income members.

14. The impact of the benefit as it relates to employers shifting to self-funded plans and the extent to
which the benefit is currently being offered by employers with self-funded plans.

Information received from five insurers/MCOs domiciled in Connecticut representing an estimated 47
percent of the total self-funded population in Connecticut shows that 86 percent of members in self-funded
plans have coverage for this benefit.

15. The impact of making the benefit applicable to the state employee health insurance or health
benefits plan.

Because the State plans were fully insured in 2007 and 2008, claims data from the carriers and cost
projections based on that data include the data from the State plans. Assuming that the State plans will
continue to comply with this mandated health benefit, the total annual medical cost for this mandate in
2010 is estimated to be $98,600. This has been calculated by multiplying the 2010 PMPM cost by 12 to
get an annual cost per insured life, and then multiplying that product by 163,334 covered lives, as reported
by the State Comptroller’s office. (This includes those retirees and their dependents who are not receiving
Medicare.)'"

Caveat: This estimate is calculated using weighted averages for all claims paid by Connecticut-domiciled
insurers and health maintenance organizations in the State. The actual cost of this mandate to the State
plans may be higher or lower, based on the actual benefit design of the State plans and the demographics of
the covered lives (e.g., level of cost-sharing, average age of members, etc.).

Retention costs are not included in this estimate because the State is now self-funded and the traditional
elements of retention do not apply.

16. The extent to which credible scientific evidence published in peer-reviewed medical literature
generally recognized by the relevant medical community determines the treatment, service or
equipment, supplies or drugs, as applicable, to be safe and effective.

People with Type 1 diabetes have been self-injecting insulin for several decades. This is the most common
delivery system for insulin, although other delivery systems exist and are becoming more common.'*°

The risks associated with self-injection using needles and syringes include inaccurate dosing due to errors

in drawing the medication, bubbles in the syringe or incomplete administration of the medication due to
patient error; and scarring or infection at the injection site.'”' There is also potential for re-use of the syringe
and needle, which increases the potential for infection.

' Personal Communication with Scott Anderson, Connecticut State Comptroller’s Office, September 14, 2010.

120 American Diabetes Association. 2010. Insulin routines. Available at:
http://www.diabetes.org/living-with-diabetes/treatment-and-care/medication/insulin/insulin-routines.html. Accessed on January 7, 2011.

12! Asakura T, Seino H, Nakano R, et 2/. 2009. A comparison of the handling and accuracy of syringe and vial versus pre-filled insulin pen
(FlexPen). Diabetes Technology and Therapeutics 11(10):657-61.
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V. Financial Impact

1. The extent to which the mandated health benefit may increase or decrease the cost of the
treatment, service or equipment, supplies or drugs, as applicable, over the next five years

The cost of syringes and hypodermic needles has decreased significantly since the mandate was passed.'*
However, delivery systems are continuing to evolve and it is unclear whether this mandate will apply to some
of the new systems.

2. The extent to which the mandated health benefit may increase the appropriate or inappropriate
use of the treatment, service or equipment, supplies or drugs, as applicable, over the next five
years.

The mandate may increase the appropriate use of alternative treatments for many diseases/conditions. As
alternate delivery systems are developed and become more widely used, the mandate may become out-dated.

3. The extent to which the mandated health benefit may serve as an alternative for more expensive
or less expensive treatment, service or equipment, supplies or drugs, as applicable.

To the extent that there are a range of treatment options for a particular disease or condition, this mandate
may make the option for self-injected medications a more viable option for some patients. Whether
self-injection of medication is a more expensive or a less expensive alternative to other treatment options
will depend on the cost of the medication to be injected. Some of the self-injected medications are very
expensive, e.g. growth hormone ($500-$700 per month) or some osteoporosis therapies ($700 or more per
month).!'?

4. The methods that will be implemented to manage the utilization and costs of the mandated health
benefit.

The statutes specifically state that this benefit is subject to any policy provisions that apply to other
services covered by such policy. It is anticipated that insurers and MCOs will employ the same utilization
management methods and cost controls that are used for other covered benefits, such as price negotiations
with suppliers, utilization review, prior authorization, or other utilization tools at their discretion.

5. The extent to which insurance coverage for the treatment, service or equipment, supplies or drugs,
as applicable, may be reasonably expected to increase or decrease the insurance premiums and
administrative expenses for policyholders.

Insurance premiums include medical costs and retention costs. Medical costs are the amounts insurers/
MCOs pay for medical services. Retention costs include administrative cost and profit (for for-profit
insurers/MCOs) or contribution to surplus (for not-for-profit insurers/MCOs). (For further discussion,
please see Appendix II, Ingenix Consulting Actuarial and Economic Report, page 15.)

Group plans: When the medical cost of the mandate is spread to all insureds in group plans, medical costs
are estimated to be $0.05 PMPM and retention costs are estimated to be $0.01 PMPM in 2010. Thus the
total effect on insurance premiums is estimated at $0.06 PMPM in 2010, which is less than one tenth of one
percent of premium.

Individual plans: When the medical cost of the mandate is spread to all insureds in individual plans,
medical costs are estimated to be $0.01 PMPM and retention costs are estimated to be $0.00 PMPM in

122 Ingenix Consulting report, Appendix II, p. 44.
123 Jbid.

62 | Volume IV. Chapter 4



2010. Thus the total effect on insurance premiums is estimated at $0.01 PMPM in 2010, which is de
minimis. (Note: Individual data is less credible than group data primarily due to small sample size.)

It is unclear how much of this cost would be covered by employers and insurance carriers even without the
mandate since coverage for hypodermic needles and syringes is provided by a large percentage of self-funded
plans that are not subject to the mandate.

6. The extent to which the treatment, service or equipment, supplies or drugs, as applicable, is
more or less expensive than an existing treatment, service or equipment, supplies or drugs, as
applicable, that is determined to be equally safe and effective by credible scientific evidence
published in peer-reviewed medical literature generally recognized by the relevant medical
community.

Some medications can only be given by injection, such as insulin, which is the only option for treating Type
1 diabetes. In the case of other conditions, self-injected medications may be one of several options available
to the treating physician. In that case, the cost of the medication will determine whether self-injection is a
more or less expensive alternative to other treatments.

A systematic literature review of the cost-effectiveness of vials/syringes versus pen devices indicated improved
adherence to injection guidelines utilizing an insulin pen. The insulin pens also had decreased costs with
utilization compared to vials/syringes.'** However, insulin delivery through an inhaler (Exubera) was

found not to be cost-effective. Compared to other delivery options, more insulin is required when utilizing
an inhaler, and thus is more costly. Some benefit might be gained for individuals with trouble injecting
insulin.'®

There is growing research on the use of needle-free injectors (NFI) that utilize a high-velocity liquid jet to
puncture the skin and deliver a drug.'* An evaluation of NFI indicated it can be a useful tool for enhanced
drug delivery into skin.'” Although these may be a cost-effective alternative to needles and syringes, the
authors found no scientific evidence in peer reviewed journals or other reputable sources to substantiate the
cost-effectiveness of these devices.

7. The impact of insurance coverage for the treatment, service or equipment, supplies or drugs, as
applicable, on the total cost of health care, including potential benefits or savings to insurers
and employers resulting from prevention or early detection of disease or illness related to such
coverage.

The total cost of health care is understood to be the funds flowing into the medical system, which are the
medical costs portion of insurance premiums and the cost-sharing payments by the insureds. Actuarial
analysis of claims data received from insurers/MCOs in Connecticut shows an expected impact in 2010 of
$1,487,254 for hypodermic needles and syringes for Connecticut residents covered by fully insured group
and individual health insurance plans.

8. The impact of the mandated health care benefit on the cost of health care for small employers, as
defined in section 38a-564 of the general statutes, and for employers other than small employers.

124 Asche CV, Shane-McWhorter L, Raparla S. 2010. Health economics and compliance of vials/syringes versus pen devices: a review of the
evidence. Diabetes Technology and Therapeutics 12(Suppl 1): S101-8.

125 Black C, Cummins E, Royle B, ez a/. 2007. The clinical effectiveness and cost-effectiveness of inhaled insulin in diabetes mellitus: a systematic
review and economic evaluation. Health Technology Assessment 11(33):1-126.

126 Anahtar MN. 2008. Needle-free injectors as a sustainable alternative to syringes. MIT International Review Spring 2008.

7 Inoue N, Todo H, lidaka D, et a/. 2010. Possibility and effectiveness of drug delivery to skin by needle-free injector. International Journal of
Pharmaceutics 391(1-2):65-72.
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In general, the cost of mandates may be part of a premium increase or a redesign of benefits. If the premium
increases, the employer may decide to absorb that cost or increase the employee’s payments toward the
premium. If benefits are redesigned, coverage for other benefits that are not mandated may be dropped.
Alternatively, firms may increase employee cost-sharing at the point of service level with increased co-
payments or deductibles. To some degree, both the employer and the employee are sensitive to increasing
prices. As health insurance costs rise, the employer and/or the employee may opt out of offering/purchasing
health insurance.

Small employers tend to be more sensitive to price changes than large employers. Also, small employers are
more likely to offer less comprehensive insurance coverage at lower cost. As a result, mandates constitute a
larger portion of the health insurance premium for small employers. Any increase in mandates constitutes a
higher percentage rise for small employers compared to large employers. This particular benefit is not likely
to be a large enough increase to change firm behavior but the combined expense of all mandates may cause
small employers to discontinue providing health insurance to their employees.

9. The impact of the mandated health benefit on cost-shifting between private and public payers of

health care coverage and on the overall cost of the health care delivery system in the state.

The estimated annual impact of this mandate on the overall cost of health care delivery in the state is
$1,638,333."% It is not expected to result in cost-shifting between private and public payers of health care
coverage.

This estimated impact assumes that the State of Connecticut plans continue to comply with this mandate
even though these plans are now self-funded and therefore are not required to include i.

128 Ingenix Consulting Summary Report.
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I. Overview

In Public Act 09-179, An Act Concerning Reviews of Health Insurance Benefits Mandated in this State, the
Connecticut General Assembly directed the Connecticut Insurance Department (CID) to review statutorily
mandated health benefits existing on or effective on July 1, 2009. This report is part of that review and was
conducted following the requirements stipulated under Public Act 09-179. This review was a collaborative
effort of Connecticut Insurance Department and the University of Connecticut Center for Public Health

and Health Policy (CPHHP).

Connecticut General Statutes, Chapter 700, §§ 38a-518f and 38a-492f mandate that group and individual
health insurance policies issued, renewed or continued in this state provide coverage for certain prescription
drugs removed from the formulary if these drugs were deemed medically necessary by a health care provider,
if the drugs were covered by the insurance policy prior to the removal of the drug from the formulary, and if
the insured used these drugs to treat a chronic illness prior to the removal of the drug from the formulary.

Specifically, Connecticut General Statutes, Chapter 700, § 38a-518f provides that:

Each group health insurance policy providing coverage of the type specified in subdivisions
(1), (2), (4), (11) and (12) of section 38a-469 delivered, issued for delivery, renewed or
continued in this state on or after January 1, 2000, that provides coverage for outpatient
prescription drugs shall not deny coverage for an insured for any drug that the insurer
removes from its list of covered drugs, or otherwise ceases to provide coverage for, if (1) the
insured was using the drug for the treatment of a chronic illness prior to the removal or
cessation of coverage, (2) the insured was covered under the policy for the drug prior to the
removal or cessation of coverage, and (3) the insured’s attending health care provider states
in writing, after the removal or cessation of coverage, that the drug is medically necessary
and lists the reasons why the drug is more medically beneficial than the drugs on the list of
covered drugs. Such benefits shall be subject to the same terms and conditions applicable to
all other benefits under such policies.

§ 38a-492f mandates the same coverage in individual health insurance policies delivered, issued for delivery,
renewed or continued in Connecticut.

In May 2010, CPHHP and Ingenix Consulting (IC) requested 2007 and 2008 claims data related to the
mandated benefit from six insurers and managed care organizations (MCOs) domiciled in Connecticut that
cover approximately 90 percent of the population in fully insured group and individual health insurance
plans in Connecticut (1.25 million persons). Based on available claims or other data, a review of the
legislative history, reviews of pertinent literature and the Ingenix Consulting report, this review found the
following:

Current coverage
This mandate has been in effect since January 1, 2000 (PA. 99-284, S. 38, 60.).

Premium impact
Group plans: There is no claims data on which to base an estimate of the cost of the mandate.

Individual policies: There is no claims data on which to base an estimate of the cost of the mandate.

Volume IV. Chapter 5 | 67



Self-funded plans

Five health insurerssyMCOs domiciled in Connecticut provided information about their self-funded plans,
which represents an estimated 47 percent of the total population in self-funded plans in Connecticut. These
five insurers/MCOs report that 20 percent of enrollees in their self-funded plans have coverage for the
mandated services.

This report is intended to be read in conjunction with the General Introduction to this volume and the
Ingenix Consulting Actuarial and Economic Report which is included as Appendix II.

I1. Background

Advances in medications in the past several decades have contributed greatly to the prevention, management
and cure of many debilitating diseases. Frequently, medications reduce mortality, limit health complications,
allow patients to remain productive, and avert more costly health care services such as hospitalization and
surgery.'” However, pharmaceutical costs are one of the fastest growing medical expenses increasing nearly
six times from 1990 to present.”® The increase in prescription drug expenditures is due in part to greater
pharmaceutical research budgets, increased spending on advertising, the aging population, the rise of chronic
diseases, the introduction of “lifestyle medications” (e.g. medications for baldness, acne, wrinkles, etc.), and
increased use of newer, higher priced brand name drugs.""

U.S. residents spent approximately $234 billion on prescription drugs in 2008, which represents 10 percent
of national health expenditures."” Prescription drug utilization increased 39 percent from 1999 to 2009
resulting in 3,679,671,222 prescriptions being filled at retail pharmacies in the U.S and 46,489,823
prescriptions being filled at retail pharmacies in Connecticut. '** Per capita, Connecticut residents filled 13.2
prescriptions at retail pharmacies in 2009 with women and senior citizens accessing medications at higher
rates than men and younger residents.

Based on 2007 claims data 69 percent (829,041) of the 1,197,282 individuals covered in group medical
plans also had prescription drug coverage. Similarly, 2008 claims data show that 70 percent (804,438) o