ASTUDY OF NEW JERSEY
SENATE BILL 1313

Mandated Health Benefits Coverage for Opioid
Analgesics with Abuse-Deterrent Properties

The Mandated Health Benefits Advisory Commission
New Jersey Department of Banking and Insurance

Report to the New Jersey State Senate
February 2017

¥/ Banking and
Insurance

Chris Christie
Governor

Richard J. Badolato
Commissioner




Table of Contents

INEFOAUCTION .ottt sttt e s et eb st e be e b et eae s eb et ebesesen e st eebesenben 1
Yo T T | T o] o Y- ot SO PP SRR 1
MEICAI EVIAENCE ..ttt sttt et et st ettt st bt e s b et e aes s eaeees 4
FINANCIAL IMPACT .ottt ettt e e s bbb e e et asesbe st st es seesessanssesseans 8
Conclusion: Balancing the Social Impact, Medical Evidence, and Financial Impact ..................... 14
ENANOTES/REFEIENCES ....evveee ettt ettt et et sttt s sbe s tes s etessa et ensetensasesenssassrentessaneen 16

Appendix | Senate Bill 1313

Appendix Il Overview of Current Cost-Sharing and Plan Design Features

Appendix Il Review Request for Senate Bill 1313



Introduction

The New Jersey Mandated Health Benefits Advisory Commission (MHBAC) has been asked to review
Senate Bill 1313, which would require that health insurers provide coverage for prescribed abuse-
deterrent opioid (ADO) analgesic drugs at a cost that "shall not exceed the lowest cost-sharing level
applied to brand name non-abuse-deterrent opioid drugs....[or] to generic non-abuse-deterrent opioid
drugs covered under the applicable contract.” ' The Mandated Health Benefits Advisory Commission Act
(N.J.S.A. 17B:27D-1) tasks the Commission with providing an independent analysis of the social, medical,
and financial impact of proposed legislation referred to it for review."

The MHBAC prepared this report using its own resources, including staff from the New Jersey
Department of Banking and Insurance. Commission members contributed their professional expertise in
helping to shape the presentation of this report, analyzing published research, and drafting and editing
its various sections.

Social Impact

This section examines the potential social impact of mandating coverage of abuse-deterrent opioids in
the context of an on-going national opioid abuse epidemic, which has not spared New Jersey.

Among the social consequences the MHBAC is asked to address is the extent to which insurance
coverage for the proposed mandated health benefit already exists or, if no coverage exists, the extent to
which the lack of coverage results in inadequate health care or financial hardship for the affected
population of New Jersey. The Commission concludes that:

o The benefit already exists in the State; New Jersey Department of Banking and Insurance
(NJDOBI) rules prohibit insurance carriers from having "closed formularies," in which a drug is
not covered because it is not on the formulary; carriers can, however, designate preferred drugs
on a formulary and institute differential cost sharing, based upon whether or not a drug is in the
preferred category.

e Because NJDOBI rules put a ceiling on co-pays for all drugs, the financial hardship on New Jersey
consumers may be more muted than it might otherwise be.

e Because this bill mandates that higher cost abuse-deterrent opioids will not experience higher
cost-sharing than lower cost alternative opioids, it is expected to restrict the ability of carriers to
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negotiate costs from manufacturers.”,

Background

Opioid and opiate related morbidity and overdose mortality are, together, a major public health
problem in New Jersey. Nationally, in 2014,"nearly 2 million Americans abused or were dependent on
prescription opioids; another 10.3 million (had) used prescription opioids for a non-medical purpose in



the past year." ' Drug-related deaths in New Jersey rose to 1,587 in 2015, a 21.7% increase over 2014
(see Figure 1 for the ten-year trend in drug-related deaths in New Jersey).

Figure 1. New Jersey Drug-Related Deaths, 2006-2015
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Source: New Jersey Office of the State Medical Examiner (OSME)

Among the 1,587 drug-related deaths in 2015, 918 involved heroin and 417 involved fentanyl." We
define “fentanyl” throughout this analysis to include both the prescription compound Fentanyl and the
synthetic, illicit drug fentanyl. (See Table 1 for a four-year comparison of drug-related deaths by the
drugs involved in the deaths.)

Table 1. Drug-Related Deaths, by Drug, 2012-2015

Year Total Heroin Fentanyl Oxycodone
2012 1223 514 42 303
2013 1336 567 46 290
2014 1304 706 142 248
2015 1587 918 417 302

Source: New Jersey Office of the State Medical Examiner (OSME)

[N.B., Some of the drug-related deaths in this table tested positive for multiple drugs. If a single case
tested positive for heroin, fentanyl, and oxycodone, for example, each respective column would include
a count for each drug. The columns for specific drugs, therefore, will sum to a greater number than the
total number of drug deaths in a given year.]



Between January 1, 2015 and December 31, 2015 there were 11,351 instances of naloxone
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deployment.”™ The generic drug, naloxone, also known by the brand name, Narcan, is administered to
counteract the effects of opioid overdose. The number of naloxone doses administered cited above
could include repeat administrations of the drug to the same person in 2015. In the same time period,
the New Jersey Substance Abuse Monitoring System recorded 48,640 unduplicated admissions for
substance abuse treatment. " Opioid abuse comes at an enormous economic cost to the country
related to lost wages and economic productivity, healthcare expenses, and substance abuse treatment;

this cost was estimated to be $78.5 billion for the United States in 2013.*

Discussion

Opioid prescriptions are the gateway for three associated problems. The first problem is the unintended
addiction of patients prescribed opioids for pain, whether they are an immediate-release, a sustained-
release, or an abuse-deterrent formulation. While no data exist regarding the extent of this problem in
New Jersey, a study of outpatients prescribed opioids for chronic, non-cancer-related pain at the
Geisinger Clinic, determined that 26% met the criteria for current opioid dependence; age above 65 and
concurrent depression, psychotropic medications and pain impairment all increased the risk of
dependence. " In a different study examining adolescent substance abuse, Vosburg and colleagues found
that 17% of those addicted obtained their first opioid via a legal prescription for pain.”

The second problem is that opioids in the home lead to accidental ingestions. Between 1997 and 2012,
pediatric hospitalizations for accidental opioid ingestion increased two-fold; the greatest risk of
exposure occurred in young children and older adolescents. * Lovegrove and colleagues found that the
drugs most commonly associated with childhood emergency hospitalization for accidental ingestion,
nationally, between 2007-2011, were opioids and benzodiazepines; the most common drug ingredient
in these cases was buprenorphine, a narcotic agonist used in the treatment of opioid addiction, and the
most frequently hospitalized were children between one and two years of age." A related and
burgeoning problem is the five-fold increase, over the past decade, of newborns born opioid-dependent
to opioid-addicted mothers; SAMSHA (U.S. Substance Abuse, Mental Health and Addiction Services)
reports that as of January 2017, about 21,000 pregnant women/month are using opioids for non-

medical purposes.*”

The third problem is the diversion of prescription opioids into the street or illegal market. Among the
participants in Vosburg's study of adolescent substance abuse, 56% were given prescription opioids by
family or friends, 17% took them from family or friends, and 11% purchased them from a friend.””
Between 2013 and 2014 (after abuse-deterrent opioid formulations were available for oxycodone,
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hydrocodone and morphine),™ the New Jersey Medical Examiner determined that there was a 14%
reduction in opioid overdose deaths due to oxycodone, a 42% reduction in deaths from oxymorphone,
and a 60% reduction in deaths due to morphine. At the same time there was a 9% rise in deaths due to

hydrocodone, a 23% rise in deaths to heroin, and a staggering 208% rise in deaths due to fentanyl. This



reveals, overall, fewer deaths due to prescription opioids, and a parallel rise in the deaths due to illegal,
cheaper heroin and fentanyl, either alone or in combination with heroin and prescription opioids.*" The
numbers reported here are proportions, not rates, so it’s possible for proportions to change without a
change in rates.

Medical Evidence

This section reviews the medical literature for evidence of the impact of abuse-deterrent opioids, as
demonstrated in well-designed, empirical studies. An examination of the New Jersey data for a four-year
period shows an alarming trend in overdose deaths involving heroin and fentanyl. As presented in Table
1 above, between 2012 and 2015 heroin involvement as a percentage of drug overdose deaths
increased nearly 38%, fentanyl involvement in overdose deaths increased 665% in the same period,
while oxycodone involvement in overdose deaths decreased 23% between 2012 and 2015.

This begs the question: has the introduction of abuse-deterrent opioids (ADOs) reduced accidental

exposure to or abuse of opioids? Extended-release opioids (EROs) are associated with a greater risk of
abuse and overdose than immediate-release opioids (IROs).*"
*® One study used data from the National Poison Control Data

Currently, abuse-deterrent formulations
exist only for EROs and not for IROs.
System (NPCDS) to compare outcomes for these different opioid formulations. It is important to note
that the NPCDS data come from voluntary telephone calls to poison control centers and, therefore, do
not represent a random sample of opioid poisonings and might not accurately reflect the population
experience. In this study, the authors compared NPCDS data from two years before to two years after
the introduction of an abuse-deterrent formulation of extended release oxycodone. The authors use the
abbreviation ERO for extended-release opioids and SE for single-entity, immediate-release opioids.
Coplan and colleagues found that:

"Abuse exposures for ERO decreased 36% (130 to 83), increased 20% for other SE oxycodone (229 to
273), and increased 42% (356 to 505) for heroin. Unintentional therapeutic errors affecting patients for
ERO decreased 20% (161 to 129) and increased 19% (223 to 265) for other SE oxycodone. Unintentional
general (accidental) exposures for ERO decreased 39% (75 to 46), changed 0% (189 to 189) for other SE
oxycodone, and increased 21% for heroin (22 to 27). The majority (63%) of unintentional general
exposures were among children 1 to 2% years of age. In the age category of 12 to 29.9 months of age,
accidental exposures decreased by 51% (95%Cl: -60%, -40%) from before to after reformulation."

Therapeutic errors are defined by the National Poison Data System as errors affecting patients resulting
from unintentional deviation from a proper therapeutic regimen that results in a wrong dose, incorrect
route of administration, administration to the wrong person, or administration of the wrong substance.
(Coplan, op.cit., p.3).



While there is some indication in the literature that the introduction of abuse-deterrent formulations
decreased the abuse of extended-release opioids in the first years after their introduction, experts differ
in their opinions as to whether or not ADOs have driven the increase in abuse of illicit opioids, like
heroin and fentanyl.™, *" ADOs are resistant to crushing (and therefore snorting) and they are more
expensive than non-abuse-deterrent formulations; switching to easier to use non-ADOs and cheaper
alternatives (i.e.,illicit heroin and fentanyl) is widely reported *" *". It is estimated that only about 4% of
individuals abusing prescription opioid formulations move on to heroin abuse, but this constitutes a

large population, because so many abuse the former.™

The evidence from empirical studies is mixed. Compton and colleagues, for instance, conclude that a rise
in heroin abuse began in 2006, before the introduction of ADOs, and has paralleled the rise in all non-
medical opioid use. These authors assert that the introduction of ADO formulations and other abuse-
deterrent strategies, like the mandated use of prescription monitoring programs in states, and
institutionally-based policies limiting prescriptions for types and quantity of opioids, cannot be
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construed as causing the heroin epidemic.

In sharp contrast, a January, 2017 National Bureau of Economic Research (NBER) working paper
explicitly links the introduction of the abuse-deterrent formulation of OxyContin with a rise in the abuse
of and overdose deaths due to heroin. While the working paper’s authors acknowledge a reduction in
the abuse of OxyContin itself in the first years after the introduction of its abuse-deterrent formulation,
this was overcome by a switch to abuse of other prescription opioid formulations, to heroin, and most
recently, to fentanyl." The evidence on the causal relationship between the introduction of ADOs and
the increased use of other drugs, such as heroin and fentanyl, is therefore contradictory and
inconclusive.

The introduction of ADOs has been associated in some notable instances with unforeseen, unintended
and negative consequences. Substance abusers driven by the high "likeability" (i.e., positive effects/few
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negative effects)”"" of extended-release oxycodone, have successfully overcome the tamper-resistance
of the abuse-deterrent formulation by melting it down and injecting it. Needle sharing, not uncommon
among those injecting opioids, increases the risk of contracting HIV, as well as Hepatitis B and C.
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Additionally, ADOs continue to be abused in oral form.™ Twenty five percent of the teenagers in
Vosburg's study claimed that ADOs might have reduced the likelihood that they would have begun to
abuse them; data from that study also showed that the small subgroup of prescription opioid abusers
most likely to move to heroin use were those who had manipulated extended-release opioids for

chewing, snorting or injection.”™

When primary care physicians’ knowledge about opioid abuse and diversion was assessed by national
sample in 2014, 46% of doctors incorrectly answered that abuse-deterrent formulations were less
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addictive than other opioids.”™ The phrase "abuse-deterrent" is apparently associated with a false sense
of security among a significant number of prescribers, underscoring the necessity of prescriber

education to help address the on-going epidemic. Ironically, given this “misconception” that ADOs are



less addictive than other opioids, the availability of ADOs may lead to increased prescribing, which may
lead to an increase in addiction.

In its 2016 "Guideline for Prescribing Opioids for Chronic Pain," the Centers for Disease Control and
Prevention (CDC) exclude abuse-deterrent formulations, noting that: "The abuse-deterrent label does
not indicate that there is no risk for abuse. No studies were found in the clinical evidence review
assessing the effectiveness of abuse-deterrent technologies as a risk mitigation strategy for deterring or
preventing abuse. In addition, abuse-deterrent technologies do not prevent unintentional overdose
through oral intake. Experts agreed that recommendations could not be offered at this time related to
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use of abuse-deterrent formulations.

Summary

In summary, abuse-deterrent opioids are not the panacea for opioid addiction that their title might
suggest, given their increased cost compared to other formulations, the fact that they are not fully
abuse-resistant and can be abused orally, the unanticipated associated risks of increasing heroin and
fentanyl abuse when individuals switch to these cheaper alternatives, and the potential for increased
rates of diseases like HIV and Hepatitis B and C when they are melted down and injected with shared
needles. Studies suggest that the most positive social impact that ADOs have had are on reducing
immediate fatalities in children after accidental ingestion, and reducing prescribing errors by clinicians.
These pros and cons are delineated in Table 2, below.



Table 2. Pros and Cons of Abuse-deterrent Opioid (ADO) Formulations

PROS

e Resistant to immediate abuse by snorting
or crushing

o Reduced rates of (immediate) fatalities
from accidental ingestion by children,
because pills are not chewable.

e Reduced rates of therapeutic errors by
prescribers

CONS

Not fully abuse-resistant; can still be
abused orally or melted for injection or
snorting

Abuse-resistance properties and higher
cost may lead some to switch to cheaper
heroin and illicit fentanyl

Higher lethality from heroin and fentanyl
overdose

Risk of HIV, Hepatitis B & C from injections
of all opioids

Prescribers’ false sense of security about
addiction- and abuse-potential might
increase prescribing of ADOs, possibly
leading to more addiction and an
increased supply of opioids in the
community

Increased costs for all payors



Finally, Table 3 lists the major risk factors associated with opioid overdose:

Table 3: Opioid Overdose Risk Factors:

Male

Non-Hispanic white

Lower Socioeconomic status

Rural residence

Middle age

Mental illness

Medical condition involving chronic pain

High dose prescription for opioid
Concomitant prescription of benzodiazepine
Multiple prescriptions

Multiple prescribers

Community where higher than average number of opioid prescriptions being written

Adapted from: Paulozzi, L. (2012). Prescription drug overdoses: A Review. Journal of Safety Research. 43:
283-289.

Financial Impact

The MHBAC is tasked with evaluating the impact of the passage of S 1313 on the costs of health
insurance and prescription coverage in New Jersey, as well as examining how those costs are likely to be

allocated among the various payors. S 1313 requires coverage of at least one prescribed ADO per opioid

analgesic active ingredient on a health plan’s formulary or prescription drug list.

Xxxiii

This requirement is

placed on the following:

hospital/medical/health service corporation contracts,
health maintenance organization contracts,

individual and group health insurance policies,
individual and small employer health benefit plans,
State Health Benefits Commission, and

School Employees Benefits Commission.



As a result, New Jersey’s commercial health insurance markets, comprised of the Individual Health
Coverage (IHC), Small Employer Health (SEH), and mid- and large-employer insured markets, are
affected by S 1313. Approximately 1.7 million New Jersey lives are covered by insured health plans from
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these commercial markets.

In addition, S 1313 impacts New Jersey’s State health plans - State Health Benefits Program (SHBP) and
School Employees’ Health Benefits Program (SEHBP). These programs are self-funded by the State and
provide health benefits to New Jersey’s state and school employees, retirees, and their dependents. The
number of lives covered by the State’s health prescription drug plans is approximately 700,000 as of
2016

Cost of S1313
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The estimated cost of S 1313 for the first full year after passage is $111 million.™"' This cost represents
our “medium” estimate of the change in prescription drug costs for commercial carriers and the New
Jersey State health plans from the passage of S 1313. These costs are borne by the individuals,
employers, and carriers participating in the commercial markets, and by the State and its employees and
retirees participating in the SHBP and SEHBP. These extra costs arise because of the price difference
between ADOs and non-ADOs and expected substitution of ADOs for non-ADOs prescriptions. In effect,
the cost estimate anticipates manufacturers of ADOs to use passage of S 1313 as an opportunity to
market and tout the advantages of ADOs being covered as a Tier 1 drug benefits that qualifies for the
most favorable cost-sharing provisions. ™"

The cost estimate of $111 million was developed using health plan enrollment data and opioid drug
price and claims data supplied by the New Jersey Department of Banking and Insurance, New Jersey
Department of Treasury (Division of Pensions and Benefits), and commercial market insurance carriers.
The cost estimate is based on the average prices of ADO and non-ADO scripts, calculated from a number
of different opioid medications, and the number of opioid scripts consumed per person per year.*"
These assumptions were derived from the data provided by the sources above.

S 1313 would increase insurance costs as a result of the price difference between non-ADO and ADO
formulations. The price of a typical ADO script is many times higher than the price of a comparable non-
ADO script. For example, a 30-day supply of Pfizer’s abuse-deterrent Embeda, a combination drug
containing morphine, costs $268, while a 30-day supply of generic morphine costs roughly $38.**

If passed, S 1313 will have an ongoing effect. The estimated costs for the first ten years after passage are
shown on the chart below.
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After the first year, the estimated cost increases from $111 to $118 million and steadily increases to
$203 million by the tenth year after passage. The present value (in current dollars) of these costs for the
ten-year period is approximately $1.3 billion.™*

The yearly cost increases are not due to an increase in the number of individuals and employers
purchasing health coverage in the commercial markets, nor an increase in the number of participants in
the State health programs. The data indicate the growth in the number of purchasers in the commercial
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markets and participants in the State health plans has been relatively flat.”™ Hence, it was assumed that

the number of lives covered in the commercial markets and State health plans would remain constant.

Rather, the reason for the increase in estimated yearly costs for the ten-year period is the assumption
that prescription opioid drug prices will increase 7% annually.*"" This assumption is based on
prescription drug cost increase projections found in carrier rate filings submitted to the New Jersey
Department of Banking and Insurance and historical prescription drug claims data found in the State
health plans annual rate renewal reports.""

A key assumption used in developing the cost estimates is the percentage of future opioid scripts that
are ADO scripts (versus non-ADO scripts). The New Jersey data show that ADO scripts currently comprise
approximately 1% of all opioid scripts. Upon passage of S 1313, this percentage is assumed to increase
due to the requirement that ADOs be in health plans’ formularies, increased awareness of potential
opioid drug abuse, increased marketing efforts and the anticipated behavior of prescribing physicians.*"""
In developing the cost estimates, the medium estimate assumed that 40% of all future opioid scripts will
be ADO scripts. At the time of this writing, there are no empirical data available to develop and assess
this assumption, since states have only recently enacted laws to mandate the inclusion of ADOs in

health plans, in particular at the lowest cost-sharing levels.
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In order to provide the sensitivity of the cost estimates to this assumption, we provide cost estimates
using alternative assumptions for the percentage of future opioid scripts that are ADO scripts. The chart
below shows three sets of cost estimates denoted by low, medium and high. The medium cost estimates
use the assumption that 40% of all future opioid scripts will be ADO scripts. The low and high cost

estimates assume 20% and 60%, respectively.*"’
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The chart shows the first year low and high cost estimates to be $55 and $166 million, respectively. The
costs increase steadily until the tenth year, when costs are $102 (low) and $305 (high) million. The
present value (in current dollars) of these costs for the ten-year period for the low and high assumptions
is $S0.7 and $2.0 billion, respectively. The ultimate payers of these costs will be discussed in the next
section.

Cost Allocation

In the previous section, we provide cost estimates from the passage of S 1313. In this section, we discuss
how these costs will be allocated and paid among the individuals, employers, and carriers participating
in the commercial markets, and among the State and its employees and retirees participating in the
SHBP and SEHBP.
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For this discussion, we assume a hypothetical individual is prescribed a non-ADO with a cost of $125 per
script. We further assume the passage of S 1313 results in the individual’s prescription being changed to
an ADO with a cost of $550 per script. These drug cost assumptions are developed from the claims data

and are the same ones used in the development of the cost estimates presented in the previous section.

In the commercial markets, a typical health plan would have a coinsurance cost-sharing provision for
prescription drugs. Based on the data provided by the carriers, the typical prescription drug coinsurance
is 20%, meaning 20% of the drug’s cost is paid by the insured and the remaining 80% of the cost is paid
by the carrier.

In the case of this hypothetical individual, her coinsurance increases $85, from $25 to $110 (20% of
$550). The cost to the carrier increases by $340 (from $100 to $440) and is ultimately passed on to
purchasers of health coverage in the future in the form of higher premiums. The table below illustrates
the changes in costs from S 1313 for this hypothetical individual.

Before Senate Bill 1313 | After Senate Bill 1313 Cost Increase
Cost of Opioid Script $125 (Non-ADO) $550 (ADO) $425
Cost Share Provision 20% Coinsurance 20% Coinsurance NA
Paid by Patient $25 $110 $85
Paid by Carrier $100 $440 $340
Cost Covered by Premiums $100 $440 $340

In contrast to the commercial market health plans, the most frequently chosen State health plans have a
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copay cost-sharing provision for prescription drugs.” " Under a copay arrangement, the person covered

by the health plan pays a fixed dollar amount, no matter the cost of the prescription drug.

Under a State health plan with a $7 prescription drug copay, for example, the hypothetical individual’s
cost will not change if she is prescribed an ADO, rather than a non-ADO. She will pay the same $7 copay
for the ADO script. The increase in the cost of her prescription is $425 (from $118 to $543, both after
the $7 copay) and is paid by the State Plans. The State may cover all of this cost or pass some along to
members by increasing future health plan contributions from its employees and retirees. The table
below illustrates the changes in costs from S 1313 for this hypothetical individual.
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Before Senate Bill After Senate Bill 1313 Cost Increase
1313
Cost of Opioid Script $125 (Non-ADO) $550 (ADO) $425
Cost Share Provision $7 Copay $7 Copay™™" NA
Paid by Patient S7 S7 SO
Paid by State Plans $118 $543 $425

The difference between the State and the commercial market health plans, all things equal, is that the
consumer of the ADO script pays more of its cost under a commercial market health plan.

Potential Unintended Consequences

In this section we discuss potential unintended consequences from the passage of S 1313. These
consequences include the following:

e future changes in prescription drug cost sharing and/or formularies,
e future increases in the price of ADOs, and
e future increases in cost of health care waste.

As discussed in the previous section, how the cost is allocated among the carriers and purchasers of
health insurance in the commercial markets and the State and its employees and retirees depends on
the prescription drug plan cost sharing provisions. One way to change the allocation of these costs as a
result of the passage of S 1313 is to change the prescription drug cost-sharing provisions.

If S 1313 passes, the State might move to minimize the cost that is passed on to non-consumers of
ADOs. To do this, a coinsurance rather than a copay could be incorporated into the State health plan
design. Or, if a copay design is preferred, the level of the copay could be increased, such that more of
the cost is borne by the individual consuming the ADO. Although, the intent of such changes might be to
pass on more of the cost to ADO consumers, changing prescription drug designs in the manner
described above may result in increased copay and/or coinsurance for all State health plan users of
prescription drugs.

Since S 1313 requires coverage of at least one prescribed ADO per opioid active ingredient on the
formulary, a carrier may choose to limit the number of non-ADO formulations in the formulary in such a
13




manner as to manage the higher ADO costs. Thus, individuals who medically require certain opioids not
included in the health plan formulary may find themselves paying a higher copay/coinsurance for a non-
preferred prescription drug.

The cost estimates presented in the previous section assume baseline opioid drug prices remain the
same before and after the passage of S 1313, aside from across-the-board price inflation after the first
year. This may not prove to be the case. Price increases beyond assumed inflation might occur due to
the loss of leverage of carriers and health plan sponsors in the negotiation of prescription drug prices,

due to the bill’'s mandates.*""

Carriers and health plan sponsors offer placement on preferred cost-
sharing tiers as a tool to try to negotiate lower prices and larger rebates from pharmaceutical
companies. When there is no longer an advantage to use one preferred drug over another, carriers and
health plan sponsors will have a more challenging environment in which to negotiate discounts on

behalf of their member. Price decreases are also possible as more ADO scripts come to market.

Finally, there is a necessary waste component to the replacement of non-ADO prescriptions with ADO
prescriptions. Not all patients receiving ADO scripts are likely to need ADO formulations. For every ADO
script written for such a patient, the cost of the drug represents a waste of resources. Furthermore, a
percentage of opioid pills prescribed are never taken by the patient. The higher the proportion of ADO
scripts written, the greater the waste of resources represented by the unused part of the more
expensive prescription. The presence of unused ADOs in households can also lead to accidental
ingestions by children or the diversion of the pills into illegal markets, additional forms of waste that are
more severe than the waste of unused non-ADOs.

Conclusion: Balancing the Social, Economic, and Medical Considerations

The crisis of opioid addiction and overdose deaths in New Jersey is a serious social and public health
concern and requires attention from policymakers, medical professionals and prescribers, first
responders, law enforcement officials, and society at large. Existing New Jersey insurance regulations
permit prescribers to write prescriptions for ADOs, as warranted, and forbid insurance carriers to close
formularies to ADO formulations in the segments of the insurance market regulated by NJDOBI.

The empirical evidence on the impact of introducing ADOs into a market is inconclusive and sometimes
contradictory. Some researchers have reported that the abuse-deterrent properties do, in fact, reduce
overdose deaths associated with a particular opioid. Other researchers, however, point out that the
abuse-deterrent properties in and of themselves do not prevent addiction, and that the higher cost and
the more difficult abuse demands of the abuse-deterrent formulation drive users to cheaper and more
lethal alternatives, such as heroin and fentanyl, the core cause of the epidemic in overdoses and
overdose deaths in New Jersey and across the country. We noted as important that the latest CDC
guidelines do not find current persuasive empirical evidence that ADOs are compelling alternatives to
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non-ADO formulations and do not suggest that more widespread use of ADOs will have a significant
impact in combatting the opioid epidemic.

It is clear that use of ADO formulations should be accompanied by a broad education outreach to
prescribers. As noted above, one study found that nearly half of the physicians surveyed believed that
ADOs were less addictive than non-ADO formulations. Such misconceptions about the relative “safety”
of ADOs could lead to the unintended consequence of an even higher level of addiction, if ADOs are
prescribed at a higher rate, as a result of their wrongly perceived lower association with addiction.

The expense of mandating the availability of ADOs at the lowest cost sharing levels appears likely to
result in higher insurance costs to payors, including individuals, employers, and the State. The mandate
could result in much higher rates of prescribing of ADOs, as abuse-deterrent formulations are added to
formularies at favorable cost sharing levels, as ADOs are increasingly perceived as a response to the
opioid epidemic, both among prescribers and the public, and as marketing efforts in favor of ADOs
increase.

Mandating the availability of ADOs at the lowest cost-sharing levels is also likely to have unintended
consequences. Among these are changes in broader prescription drug cost-sharing schemes and/or the
design of plan formularies as a response to higher ADO costs, possible increases in ADO prices, and
increasing costs of pharmaceutical waste. The possibility that ADO costs could decline as a result of an
increase in the volume of ADO scripts as a proportion of all opioid scripts, and the possibility that future
ADO costs could decline due to increased competition is acknowledged.

Thus, the single element of expanding the availability of ADOs appears unlikely to be a “silver bullet” or
have a decisive impact on the opioid addiction and overdose epidemic in New Jersey. A policy that may
have a more significant impact is a multi-faceted program addressing a number of aspects of the opioid
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crisis. Public health experts urge a broad-based approach to addressing the opioid epidemic.

Strategies identified by experts for addressing the opioid epidemic include, but are not limited to:

1. Increasing opioid education for prescribers,

2. Expanding community education concerning the dangers of opioid addiction,

3. Making non-opioid measures first line options for pain relief,

4. Prescribing ADOs where appropriate, recognizing their limitations,

5. Expanding and improving Prescription Monitoring Programs (PMPs) to include all prescribers,
6. Embracing harm reduction strategies,

7. Increasing the number of/access to substance abuse treatment programs,

8. Expanding support programs for families dealing with opioid abuse/overdose,

9. Improving community availability of Narcan,

10. Addressing the supply-side of opioid availability via drug enforcement, and

11. Increasing market availability of drug treatment/maintenance program substitutes, such as
methadone and buprenorphine.
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S1313 VITALE
2

AN AcCT concerning health benefits coverage for opioid analgesics
with abuse-deterrent properties and supplementing various parts
of the statutory law.

BE IT ENACTED by the Senate and General Assembly of the State
of New Jersey:

1. a. A hospital service corporation contract that provides
hospital or medical expense benefits and is delivered, issued,
executed or renewed in this State, or approved for issuance or
renewal in this State by the Commissioner of Banking and
Insurance, on or after the effective date of this act, shall provide
coverage on its formulary, drug list, or other lists of similar
construct for at least one prescribed abuse-deterrent opioid
analgesic drug product per opioid analgesic active ingredient,
subject to the following requirements:

(1) Cost sharing for brand name abuse-deterrent opioid
analgesic drug products covered pursuant to this subsection shall
not exceed the lowest cost sharing level applied to brand name
non-abuse deterrent opioid drugs covered under the applicable
contract;

(2) Cost sharing for generic abuse deterrent opioid analgesic
drug products covered pursuant to this subsection shall not exceed
the lowest cost sharing level applied to generic non-abuse deterrent
opioid drugs covered under the applicable contract;

(3) An increase in patient cost sharing or disincentives for a
prescriber or dispenser shall not be allowed to achieve compliance
with this section; and

(4) Any prior authorization requirements or other utilization
review measures for opioid analgesic drugs, and any service denials
made pursuant thereto, shall not require first use of non-abuse-
deterrent opioid analgesic drugs in order to access opioid analgesic
drugs with abuse-deterrent properties. Nothing in this subsection
shall be construed to prevent the application of prior authorization
requirements to abuse-deterrent opioid analgesic drugs, provided
that those requirements are also applied to non-abuse-deterrent
versions of that opioid.

b. The provisions of this section shall apply to all hospital
service corporation contracts in which the hospital service
corporation has reserved the right to change the premium.

c. Asused in this section:

“Abuse-deterrent opioid analgesic drug” means a brand or
generic opioid analgesic drug approved by the United States Food
and Drug Administration with abuse-deterrence labeling claims
indicating its abuse-deterrent properties are expected to deter or
reduce its abuse.
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S1313 VITALE
3

“Cost sharing” means any coverage limit, copayment,
coinsurance, deductible, or other out-of-pocket expense
requirements.

“Opioid analgesic drug” means a drug in the opioid analgesic
drug class prescribed to treat moderate to severe pain or other
conditions, whether in immediate release or extended release form,
and whether or not combined with other drug substances to form a
single drug product or other dosage form.

2. a. A medical service corporation contract that provides
hospital or medical expense benefits and is delivered, issued,
executed or renewed in this State, or approved for issuance or
renewal in this State by the Commissioner of Banking and
Insurance, on or after the effective date of this act, shall provide
coverage on its formulary, drug list, or other lists of similar
construct for at least one prescribed abuse-deterrent opioid
analgesic drug product per opioid analgesic active ingredient,
subject to the following requirements:

(1) Cost sharing for brand name abuse-deterrent opioid
analgesic drug products covered pursuant to this subsection shall
not exceed the lowest cost sharing level applied to brand name non-
abuse deterrent opioid drugs covered under the applicable contract;

(2) Cost sharing for generic abuse deterrent opioid analgesic
drug products covered pursuant to this subsection shall not exceed
the lowest cost sharing level applied to generic non-abuse deterrent
opioid drugs covered under the applicable contract;

(3) An increase in patient cost sharing or disincentives for a
prescriber or dispenser shall not be allowed to achieve compliance
with this section; and

(4) Any prior authorization requirements or other utilization
review measures for opioid analgesic drugs, and any service denials
made pursuant thereto, shall not require first use of non-abuse-
deterrent opioid analgesic drugs in order to access opioid analgesic
drugs with abuse-deterrent properties. Nothing in this subsection
shall be construed to prevent the application of prior authorization
requirements to abuse-deterrent opioid analgesic drugs, provided
that those requirements are also applied to non-abuse-deterrent
versions of that opioid.

b. The provisions of this section shall apply to all medical
service corporation contracts in which the medical service
corporation has reserved the right to change the premium.

c. Asused in this section:

“Abuse-deterrent opioid analgesic drug” means a brand or
generic opioid analgesic drug approved by the United States Food
and Drug Administration with abuse-deterrence labeling claims
indicating its abuse-deterrent properties are expected to deter or
reduce its abuse.
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S1313 VITALE
4

“Cost sharing” means any coverage limit, copayment,
coinsurance, deductible, or other out-of-pocket expense
requirements.

“Opioid analgesic drug” means a drug in the opioid analgesic
drug class prescribed to treat moderate to severe pain or other
conditions, whether in immediate release or extended release form,
and whether or not combined with other drug substances to form a
single drug product or other dosage form.

3. a. A health service corporation contract that provides
hospital or medical expense benefits and is delivered, issued,
executed or renewed in this State, or approved for issuance or
renewal in this State by the Commissioner of Banking and
Insurance, on or after the effective date of this act shall provide
coverage on its formulary, drug list, or other lists of similar
construct for at least one prescribed abuse-deterrent opioid
analgesic drug product per opioid analgesic active ingredient,
subject to the following requirements:

(1) Cost sharing for brand name abuse-deterrent opioid
analgesic drug products covered pursuant to this subsection shall
not exceed the lowest cost sharing level applied to brand name non-
abuse deterrent opioid drugs covered under the applicable contract;

(2) Cost sharing for generic abuse deterrent opioid analgesic
drug products covered pursuant to this subsection shall not exceed
the lowest cost sharing level applied to generic non-abuse deterrent
opioid drugs covered under the applicable contract;

(3) An increase in patient cost sharing or disincentives for a
prescriber or dispenser shall not be allowed to achieve compliance
with this section; and

(4) Any prior authorization requirements or other utilization
review measures for opioid analgesic drugs, and any service denials
made pursuant thereto, shall not require first use of non-abuse-
deterrent opioid analgesic drugs in order to access opioid analgesic
drugs with abuse-deterrent properties. Nothing in this subsection
shall be construed to prevent the application of prior authorization
requirements to abuse-deterrent opioid analgesic drugs, provided
that those requirements are also applied to non-abuse-deterrent
versions of that opioid.

b. The provisions of this section shall apply to all health
service corporation contracts in which the health service
corporation has reserved the right to change the premium.

c. Asused in this section:

“Abuse-deterrent opioid analgesic drug” means a brand or
generic opioid analgesic drug approved by the United States Food
and Drug Administration with abuse-deterrence labeling claims
indicating its abuse-deterrent properties are expected to deter or
reduce its abuse.
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S1313 VITALE
5

“Cost sharing” means any coverage limit, copayment,
coinsurance, deductible, or other out-of-pocket expense
requirements.

“Opioid analgesic drug” means a drug in the opioid analgesic
drug class prescribed to treat moderate to severe pain or other
conditions, whether in immediate release or extended release form,
and whether or not combined with other drug substances to form a
single drug product or other dosage form.

4. a. An individual health insurance policy that provides
hospital or medical expense benefits and is delivered, issued,
executed or renewed in this State, or approved for issuance or
renewal in this State by the Commissioner of Banking and
Insurance, on or after the effective date of this act, shall provide
coverage on its formulary, drug list, or other lists of similar
construct for at least one prescribed abuse-deterrent opioid
analgesic drug product per opioid analgesic active ingredient,
subject to the following requirements:

(1) Cost sharing for brand name abuse-deterrent opioid
analgesic drug products covered pursuant to this subsection shall
not exceed the lowest cost sharing level applied to brand name non-
abuse deterrent opioid drugs covered under the applicable contract;

(2) Cost sharing for generic abuse deterrent opioid analgesic
drug products covered pursuant to this subsection shall not exceed
the lowest cost sharing level applied to generic non-abuse deterrent
opioid drugs covered under the applicable contract;

(3) An increase in patient cost sharing or disincentives for a
prescriber or dispenser shall not be allowed to achieve compliance
with this section; and

(4) Any prior authorization requirements or other utilization
review measures for opioid analgesic drugs, and any service denials
made pursuant thereto, shall not require first use of non-abuse-
deterrent opioid analgesic drugs in order to access opioid analgesic
drugs with abuse-deterrent properties. Nothing in this subsection
shall be construed to prevent the application of prior authorization
requirements to abuse-deterrent opioid analgesic drugs, provided
that those requirements are also applied to non-abuse-deterrent
versions of that opioid.

b. The provisions of this section shall apply to those policies in
which the insurer has reserved the right to change the premium.

c. Asused in this section:

“Abuse-deterrent opioid analgesic drug” means a brand or
generic opioid analgesic drug approved by the United States Food
and Drug Administration with abuse-deterrence labeling claims
indicating its abuse-deterrent properties are expected to deter or
reduce its abuse.
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S1313 VITALE
6

“Cost sharing” means any coverage limit, copayment,
coinsurance, deductible, or other out-of-pocket expense
requirements.

“Opioid analgesic drug” means a drug in the opioid analgesic
drug class prescribed to treat moderate to severe pain or other
conditions, whether in immediate release or extended release form,
and whether or not combined with other drug substances to form a
single drug product or other dosage form.

5. a. A group health insurance policy that provides hospital or
medical expense benefits and is delivered, issued, executed or
renewed in this State, or approved for issuance or renewal in this
State by the Commissioner of Banking and Insurance, on or after
the effective date of this act, shall provide coverage on its
formulary, drug list, or other lists of similar construct for at least
one prescribed abuse-deterrent opioid analgesic drug product per
opioid analgesic active ingredient, subject to the following
requirements:

(1) Cost sharing for brand name abuse-deterrent opioid
analgesic drug products covered pursuant to this subsection shall
not exceed the lowest cost sharing level applied to brand name non-
abuse deterrent opioid drugs covered under the applicable contract;

(2) Cost sharing for generic abuse deterrent opioid analgesic
drug products covered pursuant to this subsection shall not exceed
the lowest cost sharing level applied to generic non-abuse deterrent
opioid drugs covered under the applicable contract;

(3) An increase in patient cost sharing or disincentives for a
prescriber or dispenser shall not be allowed to achieve compliance
with this section; and

(4) Any prior authorization requirements or other utilization
review measures for opioid analgesic drugs, and any service denials
made pursuant thereto, shall not require first use of non-abuse-
deterrent opioid analgesic drugs in order to access opioid analgesic
drugs with abuse-deterrent properties. Nothing in this subsection
shall be construed to prevent the application of prior authorization
requirements to abuse-deterrent opioid analgesic drugs, provided
that those requirements are also applied to non-abuse-deterrent
versions of that opioid.

b. The provisions of this section shall apply to those policies in
which the insurer has reserved the right to change the premium.

c. Asused in this section:

“Abuse-deterrent opioid analgesic drug” means a brand or
generic opioid analgesic drug approved by the United States Food
and Drug Administration with abuse-deterrence labeling claims
indicating its abuse-deterrent properties are expected to deter or
reduce its abuse.
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S1313 VITALE
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“Cost sharing” means any coverage limit, copayment,
coinsurance, deductible, or other out-of-pocket expense
requirements.

“Opioid analgesic drug” means a drug in the opioid analgesic
drug class prescribed to treat moderate to severe pain or other
conditions, whether in immediate release or extended release form,
and whether or not combined with other drug substances to form a
single drug product or other dosage form.

6. a. An individual health benefits plan that provides hospital
or medical expense benefits and is delivered, issued, executed or
renewed in this State, or approved for issuance or renewal in this
State by the Commissioner of Banking and Insurance, on or after
the effective date of this act, shall provide coverage on its
formulary, drug list, or other lists of similar construct for at least
one prescribed abuse-deterrent opioid analgesic drug product per
opioid analgesic active ingredient, subject to the following
requirements:

(1) Cost sharing for brand name abuse-deterrent opioid
analgesic drug products covered pursuant to this subsection shall
not exceed the lowest cost sharing level applied to brand name non-
abuse deterrent opioid drugs covered under the applicable contract;

(2) Cost sharing for generic abuse deterrent opioid analgesic
drug products covered pursuant to this subsection shall not exceed
the lowest cost sharing level applied to generic non-abuse deterrent
opioid drugs covered under the applicable contract;

(3) An increase in patient cost sharing or disincentives for a
prescriber or dispenser shall not be allowed to achieve compliance
with this section; and

(4) Any prior authorization requirements or other utilization
review measures for opioid analgesic drugs, and any service denials
made pursuant thereto, shall not require first use of non-abuse-
deterrent opioid analgesic drugs in order to access opioid analgesic
drugs with abuse-deterrent properties. Nothing in this subsection
shall be construed to prevent the application of prior authorization
requirements to abuse-deterrent opioid analgesic drugs, provided
that those requirements are also applied to non-abuse-deterrent
versions of that opioid.

b. The provisions of this section shall apply to all individual
health benefits plans in which the carrier has reserved the right to
change the premium.

c. Asused in this section:

“Abuse-deterrent opioid analgesic drug” means a brand or
generic opioid analgesic drug approved by the United States Food
and Drug Administration with abuse-deterrence labeling claims
indicating its abuse-deterrent properties are expected to deter or
reduce its abuse.
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S1313 VITALE
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“Cost sharing” means any coverage limit, copayment,
coinsurance, deductible, or other out-of-pocket expense
requirements.

“Opioid analgesic drug” means a drug in the opioid analgesic
drug class prescribed to treat moderate to severe pain or other
conditions, whether in immediate release or extended release form,
and whether or not combined with other drug substances to form a
single drug product or other dosage form.

7. a. A small employer health benefits plan that provides
hospital or medical expense benefits and is delivered, issued,
executed or renewed in this State, or approved for issuance or
renewal in this State by the Commissioner of Banking and
Insurance, on or after the effective date of this act, shall provide
coverage on its formulary, drug list, or other lists of similar
construct for at least one prescribed abuse-deterrent opioid
analgesic drug product per opioid analgesic active ingredient,
subject to the following requirements:

(1) Cost sharing for brand name abuse-deterrent opioid
analgesic drug products covered pursuant to this subsection shall
not exceed the lowest cost sharing level applied to brand name non-
abuse deterrent opioid drugs covered under the applicable contract;

(2) Cost sharing for generic abuse deterrent opioid analgesic
drug products covered pursuant to this subsection shall not exceed
the lowest cost sharing level applied to generic non-abuse deterrent
opioid drugs covered under the applicable contract;

(3) An increase in patient cost sharing or disincentives for a
prescriber or dispenser shall not be allowed to achieve compliance
with this section; and

(4) Any prior authorization requirements or other utilization
review measures for opioid analgesic drugs, and any service denials
made pursuant thereto, shall not require first use of non-abuse-
deterrent opioid analgesic drugs in order to access opioid analgesic
drugs with abuse-deterrent properties. Nothing in this subsection
shall be construed to prevent the application of prior authorization
requirements to abuse-deterrent opioid analgesic drugs, provided
that those requirements are also applied to non-abuse-deterrent
versions of that opioid.

b. The provisions of this section shall apply to all small
employer health benefits plans in which the carrier has reserved the
right to change the premium.

c. Asused in this section:

“Abuse-deterrent opioid analgesic drug” means a brand or
generic opioid analgesic drug approved by the United States Food
and Drug Administration with abuse-deterrence labeling claims
indicating its abuse-deterrent properties are expected to deter or
reduce its abuse.
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S1313 VITALE
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“Cost sharing” means any coverage limit, copayment,
coinsurance, deductible, or other out-of-pocket expense
requirements.

“Opioid analgesic drug” means a drug in the opioid analgesic
drug class prescribed to treat moderate to severe pain or other
conditions, whether in immediate release or extended release form,
and whether or not combined with other drug substances to form a
single drug product or other dosage form.

8. a. A health maintenance organization contract that provides
hospital or medical expense benefits and is delivered, issued,
executed or renewed in this State, or approved for issuance or
renewal in this State by the Commissioner of Banking and
Insurance, on or after the effective date of this act, shall provide
coverage on its formulary, drug list, or other lists of similar
construct for at least one prescribed abuse-deterrent opioid
analgesic drug product per opioid analgesic active ingredient,
subject to the following requirements:

(1) Cost sharing for brand name abuse-deterrent opioid
analgesic drug products covered pursuant to this subsection shall
not exceed the lowest cost sharing level applied to brand name non-
abuse deterrent opioid drugs covered under the applicable contract;

(2) Cost sharing for generic abuse deterrent opioid analgesic
drug products covered pursuant to this subsection shall not exceed
the lowest cost sharing level applied to generic non-abuse deterrent
opioid drugs covered under the applicable contract;

(3) An increase in patient cost sharing or disincentives for a
prescriber or dispenser shall not be allowed to achieve compliance
with this section; and

(4) Any prior authorization requirements or other utilization
review measures for opioid analgesic drugs, and any service denials
made pursuant thereto, shall not require first use of non-abuse-
deterrent opioid analgesic drugs in order to access opioid analgesic
drugs with abuse-deterrent properties. Nothing in this subsection
shall be construed to prevent the application of prior authorization
requirements to abuse-deterrent opioid analgesic drugs, provided
that those requirements are also applied to non-abuse-deterrent
versions of that opioid.

b. The provisions of this section shall apply to those contracts
by health maintenance organizations in which the health
maintenance organization has reserved the right to change the
premium.

c. Asused in this section:

“Abuse-deterrent opioid analgesic drug” means a brand or
generic opioid analgesic drug approved by the United States Food
and Drug Administration with abuse-deterrence labeling claims
indicating its abuse-deterrent properties are expected to deter or
reduce its abuse.
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“Cost sharing” means any coverage limit, copayment,
coinsurance, deductible, or other out-of-pocket expense
requirements.

“Opioid analgesic drug” means a drug in the opioid analgesic
drug class prescribed to treat moderate to severe pain or other
conditions, whether in immediate release or extended release form,
and whether or not combined with other drug substances to form a
single drug product or other dosage form.

9. a. The State Health Benefits Commission shall ensure that
every contract purchased by the commission on or after the
effective date of this act that provides hospital or medical expense
benefits shall provide coverage on its formulary, drug list, or other
lists of similar construct for at least one prescribed abuse-deterrent
opioid analgesic drug product per opioid analgesic active
ingredient, subject to the following requirements:

(1) Cost sharing for brand name abuse-deterrent opioid
analgesic drug products covered pursuant to this subsection shall
not exceed the lowest cost sharing level applied to brand name non-
abuse deterrent opioid drugs covered under the applicable contract;

(2) Cost sharing for generic abuse deterrent opioid analgesic
drug products covered pursuant to this subsection shall not exceed
the lowest cost sharing level applied to generic non-abuse deterrent
opioid drugs covered under the applicable contract;

(3) An increase in patient cost sharing or disincentives for a
prescriber or dispenser shall not be allowed to achieve compliance
with this section; and

(4) Any prior authorization requirements or other utilization
review measures for opioid analgesic drugs, and any service denials
made pursuant thereto, shall not require first use of non-abuse-
deterrent opioid analgesic drugs in order to access opioid analgesic
drugs with abuse-deterrent properties. Nothing in this subsection
shall be construed to prevent the application of prior authorization
requirements to abuse-deterrent opioid analgesic drugs, provided
that those requirements are also applied to non-abuse-deterrent
versions of that opioid.

b. As used in this section:

“Abuse-deterrent opioid analgesic drug” means a brand or
generic opioid analgesic drug approved by the United States Food
and Drug Administration with abuse-deterrence labeling claims
indicating its abuse-deterrent properties are expected to deter or
reduce its abuse.

“Cost sharing” means any coverage limit, copayment,
coinsurance, deductible, or other out-of-pocket expense
requirements.

“Opioid analgesic drug” means a drug in the opioid analgesic
drug class prescribed to treat moderate to severe pain or other
conditions, whether in immediate release or extended release form,
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and whether or not combined with other drug substances to form a
single drug product or other dosage form.

10. a. The School Employees’ Health Benefits Commission
shall ensure that every contract purchased by the commission on or
after the effective date of this act that provides hospital or medical
expense benefits shall provide coverage on its formulary, drug list,
or other lists of similar construct for at least one prescribed abuse-
deterrent opioid analgesic drug product per opioid analgesic active
ingredient, subject to the following requirements:

(1) Cost sharing for brand name abuse-deterrent opioid
analgesic drug products covered pursuant to this subsection shall
not exceed the lowest cost sharing level applied to brand name
non-abuse deterrent opioid drugs covered under the applicable
contract;

(2) Cost sharing for generic abuse deterrent opioid analgesic
drug products covered pursuant to this subsection shall not exceed
the lowest cost sharing level applied to generic non-abuse deterrent
opioid drugs covered under the applicable contract;

(3) An increase in patient cost sharing or disincentives for a
prescriber or dispenser shall not be allowed to achieve compliance
with this section; and

(4) Any prior authorization requirements or other utilization
review measures for opioid analgesic drugs, and any service denials
made pursuant thereto, shall not require first use of non-abuse-
deterrent opioid analgesic drugs in order to access opioid analgesic
drugs with abuse-deterrent properties. Nothing in this subsection
shall be construed to prevent the application of prior authorization
requirements to abuse-deterrent opioid analgesic drugs, provided
that those requirements are also applied to non-abuse-deterrent
versions of that opioid.

b. As used in this section:

“Abuse-deterrent opioid analgesic drug” means a brand or
generic opioid analgesic drug approved by the United States Food
and Drug Administration with abuse-deterrence labeling claims
indicating its abuse-deterrent properties are expected to deter or
reduce its abuse.

“Cost sharing” means any coverage limit, copayment,
coinsurance, deductible, or other out-of-pocket expense
requirements.

“Opioid analgesic drug” means a drug in the opioid analgesic
drug class prescribed to treat moderate to severe pain or other
conditions, whether in immediate release or extended release form,
and whether or not combined with other drug substances to form a
single drug product or other dosage form.

11. This act shall take effect on the 90th day after enactment.
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STATEMENT

This bill requires health insurers to provide health benefits
coverage for prescribed abuse-deterrent opioid analgesic drugs.
Opioid analgesic drugs are drugs prescribed to treat moderate to
severe pain or other conditions. Abuse-deterrent opioid analgesic
drugs are a brand or generic opioid analgesic drug approved by the
United States Food and Drug Administration with abuse-deterrence
labeling claims indicating its abuse-deterrent properties are
expected to deter or reduce its abuse.

The bill requires health insurers to provide coverage on the
insurer’s formulary, drug list, or other lists of similar construct, for
at least one prescribed abuse-deterrent opioid analgesic drug
product per opioid analgesic active ingredient, subject to the
following:

(1) Cost sharing for brand name abuse-deterrent opioid
analgesic drug products shall not exceed the lowest cost sharing
level applied to brand name non-abuse deterrent opioid drugs
covered under the applicable contract;

(2) Cost sharing for generic abuse deterrent opioid analgesic
drug products shall not exceed the lowest cost sharing level applied
to generic non-abuse deterrent opioid drugs covered under the
applicable contract;

(3) An increase in patient cost sharing or disincentives for a
prescriber or dispenser shall not be allowed to achieve compliance
with the bill’s provisions; and

(4) Any prior authorization requirements or other utilization
review measures for opioid analgesic drugs, and any service denials
made pursuant thereto, shall not require first use of non-abuse-
deterrent opioid analgesic drugs to access opioid analgesic drugs
with abuse-deterrent properties.

The bill applies to health, hospital and medical service
corporations; commercial individual and group health insurers;
health maintenance organizations; health benefits plans issued
pursuant to the New Jersey Individual Health Coverage and Small
Employer Health Benefits Programs; the State Health Benefits
Program; and the School Employees’ Health Benefits Program.



Appendix Il

Overview of Current Cost-Sharing and Plan Design Features

Cost-sharing refers to how the costs of services covered under the plan are allocated between the
carrier and the covered person. It does not refer to the costs of services NOT covered under the

plan. Cost-sharing is usually divided into three categories: deductibles, coinsurance, and

copayments. Standard plans can have one, two or all three types of cost-sharing. However, coinsurance
and copayments cannot apply to the same services at the same time.

All standard plans have a maximum amount of cost-sharing required for the covered person — referred
to as a maximum out-of-pocket (MOOP) — and when the MOOP is reached, the carrier pays all of the
remaining costs for covered services for the rest of the plan year. Cost-sharing requirements begin
again at the start of each plan year.

Deductibles — Deductibles are the amount of allowed charges for which the covered person is
responsible before the carrier pays anything towards covered charges. For the standard individual
plans, the per person deductible may not exceed $3,000 for Bronze plans and $2,500 for all other
plans. The family deductible is double the per person deductible.

Coinsurance — “Coinsurance” is a term used to express the promise by the carrier to share, on a
percentage basis, payment for allowed charges for covered health care services with the covered
person. Most of the time, coinsurance applies after the deductible is satisfied. For example, a plan
might have a $1000 deductible, then 70% coinsurance, which means that the covered person must pay
$1,000 in covered charges before the carrier pays anything, then the carrier pays 70% of the covered
charges and the covered person pays 30% of the covered charges (until the MOOP is met).

The standard plans may have coinsurance requirements that vary within a range of 50% to 100%. If a
carrier is offering a plan with tiers, different coinsurance could apply to each tier.

Copayments — Copayments are fixed dollar amounts that you pay per visit or service. So, for instance,
the copayment for a visit to your PCP may be $30, the copayment for filling a 30-day supply of a
prescription using generic drugs might be $10, and if you are admitted to a hospital, you might pay $300
per day (for up to 5 days). Sometimes copayments are used in a plan instead of deductibles and
coinsurance. Sometimes copayments apply after the deductible is satisfied.

Maximum Out-of-Pocket (MOOP) — The MOOP is the maximum amount of allowed charges for covered
services that a covered person/family is obligated to pay before the carrier agrees to pay for all of the
allowed charges for covered health care services. All charges the covered person pays towards the
deductible, coinsurance and copayments help to satisfy the MOOP.

(some sections above excerpted from the IHC Buyers Guide- IHC and SEH Programs)...



Tiered Drug Benefits

Drug benefits often feature “tiers.” A tier is a level of coverage. New Jersey Department of Banking and
Insurance Regulations only permit up to a three-tier coverage; four-tier drug plans are not permitted. If
the benefits for drugs feature three tiers they generally are structured as: generic, formulary brand, and
non-formulary brand drugs. The tiers generally have different cost-sharing, which might mean different
levels of copayment, but could include a combination of deductible, copayments, and coinsurance.

Formularies

A formulary is a list of drugs developed by a carrier’s pharmacy and therapeutics committee, which by
regulation must be composed of health care professionals with recognized knowledge and expertise in
clinically appropriate prescribing, dispensing and monitoring of outpatient drugs. The committee is
required to consist of at least two-thirds licensed and actively practicing physicians and pharmacists, and
at least one pharmacist.

A formulary may be “open” or “closed”. A closed formulary covers only the drugs on the formulary
list. An open formulary gives some coverage to drugs that are not listed, but generally requires the
covered person to pay more in cost sharing. Since New Jersey Department of Banking and Regulations
do not permit closed formularies in state-regulated coverage, a formulary is relevant only for the
purposes of tiering drug benefits.

Benefit Designs in New Jersey State-regulated Coverage

Benefit designs vary among products and carriers. However, all variations are subject to

the requirements of N.J.A.C. 11:22-5.9. Among other things, those regulations address maximum
out of pocket exposure, the use of separate pharmacy deductibles, how the formulary is
structured, the requirement to have more than one covered drug for each covered disease state in
the most preferred tier, appeals rights for off-formulary drugs, and cost-sharing standards. Among
its requirements, is a provision limiting coinsurance to no greater than 50%. In addition, N.J.A.C.
11:22-5.5 provides that copays for generic drugs may not exceed $25 per 30-day supply, a preferred
drug may not exceed a $50 copay, and the non-preferred drugs may not exceed $75. In no event may
cost-sharing exceed the cost of the drug.



Carriers generally offer plan designs with four types of cost-sharing:

Coinsurance for all drugs: The percentage may be up to 50%. Coinsurance makes consumers
sensitive to the actual price of all drugs, because the out of pocket exposure is a percentage of
the cost of the drug. Most plan designs in the individual market have drugs subject to
coinsurance. Of note, S 1313 would not impact plans that have one coinsurance requirement
for all drugs.

3-tiers with copayment: This is a fairly common plan design, especially in the group markets.
All plan designs offered in the SHBP and SEHBP have copayments with three tiers.

3-tiers with copayments and coinsurance: Some plan designs have copayments in some tiers
and coinsurance in others.

Qualified High Deductible Health Plans: Federal rules govern cost sharing for qualified high
deductible health plans. Such plans require consumers to meet a deductible for all non-
preventive care services, which means the deductible applies to prescription drugs. Carriers
may have a coinsurance requirement that applies after the deductible.

Bills like S 1313, which require that drugs be placed on a preferred tier, could provide an incentive for
carriers to move from tiered products to the same coinsurance for all prescription drugs.

Negotiating Rates/Rebates with Pharmaceutical Companies

Carriers and pharmacy benefits managers (PBMs) negotiate with pharmaceutical companies for
discounts or rebates. Competition among drugs depends, in part, on the number of alternative
therapies available. In drug classes where several products are considered therapeutically equivalent,
carriers and PBMs are able to negotiate with pharmaceutical companies for larger rebates. Part of the
negotiation may be the promise to put a specific drug on a preferred tier and thus drive greater volume
to the preferred drug compared to its competitor products. Mandates such as S 1313 remove this
negotiation tool, which leads to smaller rebates and could result in higher premiums for consumers.
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NeEw JERSEY SENATE

Joserr F. VITALE COMMITTEES
SENATOR. DISTRICT 19 |MIDDLESEX) CHAIRMAN:
560 RAHWAY AVENUE HrartH, HuMaN SERVICES

WOODBRIBGE., NEW JERSEY. 07085 & SENICR CITIZENE
E-MATL: senvitale@nijleg.org EN

WERSITE: wwy senatorjoevitale.org Vice CHAIRMAN:

=i LABOR
1732 B55-7444

FAX {732} 855-7558

September 30, 2816

New Jersey Department of Banking and Insurance
Mandated Health Benefits Advisory Commission
PO Box 325

Trenton, NJ 08625

Members of the Mandated Health Benefits Advisory Commission,
I request that the Mandated Health Benefits Advisory Commission review the social and
financial impact, and medical efficacy. of S1313. This bill, of which [ am the sole sponsor,

mandates health benefits coverage for opioid analgesics with abuse-deterrent properties.

1 look forward to your review and the Commission’s recommendatien per this piece of
legislation.

Best wishes, ,

,/ 3 /4




	Binder1
	MHBAC - S1313 pdf version 2-21-17 COPY
	MHBAC S1313 Review Request PDF

	S1313



