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Health Reform Efforts and Public Perception of 
Policy Changes
LAURA JOSZT, MA

H ealth plans purchased on the Affordable Care Act (ACA) exchanges (eg, the Health 

Insurance Marketplace) only represent 3% of Americans, but reform efforts related 

to the ACA remain a large part of health policy, said Melissa Andel, MPP, vice president 

of health policy at Applied Policy, during a session at AMCP Nexus 2019 that covered the 

current state of health insurance coverage in the United States, major actions from the 

Trump administration impacting the ACA, public sentiment around the ACA, and what 

stances current presidential candidates have taken on healthcare.1

Insurance Coverage
Since the implementation of the ACA, in 2010, to March 2017, an estimated 20 million 

Americans gained health insurance coverage overall due to changes such as, Medicaid 

Adherence to Basal Insulin or Basal-Bolus Insulin Therapy 
Is Associated With Significantly Lower Total Costs 
KARA L. GUARINI, MS

R esults from a retrospective cohort study demonstrated that patients who were 

adherent to their insulin regimen had significantly lower all-cause total unadjusted 

costs compared with those who were nonadherent (basal insulin: $29,322 vs $31,888, 

respectively; basal-bolus insulin: $36,229 vs $40,147; P <.05 for both comparisons).1 

Similarly, multivariable analyses indicated that patients who were adherent to therapy 

had significantly lower all-cause total adjusted costs than those who were nonadherent 

in the basal insulin group ($30,127 vs $37,049, respectively) and the basal-bolus insulin 

group ($36,603 vs $44,702) (P <.05 for both).

Adherence to insulin therapy has historically been poor in patients with type 

2 diabetes (T2D).2 Low rates of adherence in this population are associated with increased 
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expansion, the exchanges, and children 

being able to stay on their parents’ insurance 

until age 26.2 More than half of Americans 

(54%) received health insurance from 

their employer between 2018 and 2019,3 

and, although the uninsured rate has been 

increasing since 2017, it remains below 

pre-ACA levels, Andel noted.1 

The subgroups who have seen the largest 

increases in uninsured status since 2016 

are women (+3.9%), Americans between the 

ages of 18 and 34 (+4.8%), and households 

with an income less than $48,000 a year 

(+5.8%), according to the results of a Gallup 

poll administered in January 2019.4

Reasons behind the increase are varied, 

according to Andel. “I think there are a lot of 

variables in play,” she said. The individual 

market is “inherently unstable” and subject 

to a lot of churn.

Other factors that may have contributed 

to the rising uninsured rate—although it is 

not clear how much—include increasing 

premiums, shorter open enrollment 

periods, reduced funding for naviga-

tors and marketing, general confusion 

regarding the individual mandate and 

whether or not the ACA has been repealed, 

and a general lack of awareness, especially 

among the lower-income population.5 For 

example, individuals who now qualify for 

Medicaid in a state where the program 

was expanded might not know they are 

eligible. There are also those who do not 

realize they qualify for subsidies so they 

go uninsured.6

“We do not have a way to narrow down 

and focus specifically [on] what’s driving 

the increase here,” Andel said.

However, even as enrollment numbers 

are declining, subsidized enrollment is 

stabilizing. Households that were not 

eligible for subsidies were quickly priced 

out of the market when premiums increased, 

Andel explained, with enrollment for those 

not eligible for subsidies dropping from 

6.2 million in 2016 to just 1.3 million in 

2019. In 2019, the average monthly premium 

was $594 and the average premium tax 

credit was $514.7

“[Those individuals] that were eligible 

for the tax credit…were actually able to 

get a really reasonable price on their 

plan,” she said.

One of the actions that impacted the 

average tax credit was the decision to stop 

refunding cost-sharing reduction (CSR) 

payments.8 When the ACA was written, it 

required that plans reduce cost sharing for 

some enrollees, but the legislation did not 

appropriate the funds. When funding was 

ceased for CSR payments, the plans still 

had to offer CSR by law. As a result, the 

majority of plans took an action called 

“silver loading,” through which the plans 

loaded all the costs into the premiums of 

the silver plans—the only ones eligible for 

CSR payments—instead of spreading the 

costs out over the plans on the exchange.9 

According to a Congressional Budget 

Office (CBO) report, the average silver plan’s 

premium increased by 10% in 2018 because 

of this policy change.10

Silver plans in 15 states had premiums 

that were higher than gold plans, and the 

average premium tax credit values increased 

with the change, making it less expensive 

to buy more generous plans in some states. 

The CBO report projected that, as a result, 

an additional 2 million Americans would 

purchase coverage, specifically short-term, 

limited-duration insurance, because of 

the more generous subsidies. This would 

increase federal costs by $10 billion between 

2019 and 2021.10

“[A] lot of people assume [repealing 

the individual] mandate was the most 

disruptive move,” Andel said. “I think 

[ending the CSR payments] was the most 

disruptive to the individual market.”

Additional moves noted by Andel that 

impacted the individual market included 

the Trump administration’s efforts to expand 

the use of loosely regulated plans, such as 

association health plans, short-term limited 

duration plans, and employer arrangements.

General Healthcare Sentiments
According to the results of a recent Kaiser 

Family Foundation (KFF) Health Tracking 

Health Reform Efforts (Continued from page 1) 
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Poll, the ACA has grown more popular with the American public 

over time. Unfavorable opinions spiked in late 2013 when the 

law was preparing to roll out, but since January 2017, more 

Americans have a favorable view.11

Beyond the ACA, Americans’ opinions on healthcare in 

general are complicated. The results of a KFF / LA Times survey 

found that people like their employer-sponsored insurance 

(ESI), with 67% rating it good or excellent; however, they do not 

always use positive words to describe their insurance. A total 

of 58% of respondents said they feel grateful (for their ESI) and 

50% were content, but they also said they were frustrated (40%), 

confused (34%), and angry (23%).12

“I think it is interesting that we see a larger portion of Americans 

that are angry or confused, but they do not seem willing to give 

their health plan a D or an F [grade] because of their anger or 

confusion,” Andel said.

Affordability remains the top concern, with 40% of survey 

respondents reporting having trouble affording care in the 

last year. Of those respondents, 18% admitted to skipping or 

halving doses (of medication), or not filling a prescription; and 

14% reported that they had trouble affording co-payments for 

prescription drugs.12

These findings may help “shed light” on the broader healthcare 

debate in the country, said Andel. The single-payer/“Medicare for 

All” debate is a coverage issue, but it is mostly being driven “by a 

desire to eliminate or reduce out-of-pocket spending,” she added.

Medicare for All or ACA 2.0
Medicare for All and single-payer coverage, although different, 

are commonly referred to as the same thing. The concept of 

Medicare for All means different things to different people: 

More than three-fourths (78%) of respondents from a KFF 

Health Tracking Poll administered May 30, 2019, to June 4, 

2019, stated that taxes would increase under a Medicare for All 

plan; 69% felt that co-pays and deductibles would still exist; 

and 55% thought they would keep their insurance if they got it 

through their employer. Americans are fairly receptive to both 

concepts, but the responses broke mostly along party lines, with 

51% of Democrats strongly favoring a national health plan and 

69% of Republicans strongly opposed.13

Andel also presented the healthcare stances for the 

4 Democratic presidential candidate frontrunners: former 

Vice President Joe Biden, Senator Elizabeth Warren (D-MA), 

South Bend, Indiana, Mayor Pete Buttigieg, and Senator 

Bernie Sanders (I-VT). The 4 candidates essentially fall into 

2 camps: those in favor of ACA 2.0 and making improvements 

to the current law (Biden and Buttigieg)14,15 and those in favor 

of Medicare for All (Warren and Sanders).16,17

The Democratic candidates in favor of ACA 2.0 may have an 

edge among the public. The results of the KFF Health Tracking 

Poll indicated that 55% of respondents who identified as 

Democrats/Democratic-leaning Independents would prefer to 

vote for a candidate who was looking to build on the existing ACA, 

compared with 40% of respondents who stated they would vote 

for someone looking to replace the ACA with Medicare for All. 

Of the respondents who identified as Democrats/Democratic-

leaning Independents, and who preferred Medicare for All, 22% 

said they would be willing to vote for a candidate looking to 

build on the ACA.11

Even if a Democrat wins the White House next year, however, 

the GOP is likely to hold on to the Senate, which will make 

pushing through any Democratic-backed legislation difficult. 

Furthermore, even if the Democrats flip the Senate and hold the 

House, they will do so because of moderate Democrats, which 

means that if Warren or Sanders is elected, the legislation going 

through Congress will be more moderate.

“I think that a lot of proposals under discussion in the 

Democratic primary right now [will] never be implemented in 

their current form [without] a significant shift in overall public 

opinion or reformed to get moderate support,” Andel concluded.  ●
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hospitalizations and emergency department (ED) visits, an 

increased risk of diabetic complications and death, and increased 

healthcare costs.3,4

In an interview with The American Journal of Managed Care®, 

Elizabeth Eby, MPH, principal research scientist of Global Patient 

Outcomes and Real World Evidence at Eli Lilly and Company, 

said that according to their study results, costs in the basal-bolus 

insulin group among patients who were not adherent to therapy 

were driven by outpatient care (44% of total costs) and acute 

care, such as hospital and ED visits (30% of total costs). However, 

in patients who were adherent to therapy in the basal-bolus 

insulin group, costs were driven by drug spend (45% of total 

costs) and outpatient care (38% of total costs). 

“There [was] a disproportionate amount of spend in hospital 

and ED visits for nonadherent patients relative to adherent 

patients [30% vs 17%, respectively; P <.0001],” Eby said. “Drug 

costs, on the other hand, were disproportionately higher for 

the adherent cohort [45% vs 26%; P <.0001]. This [was] also 

true for the basal insulin cohort where the cost drivers for 

nonadherent patients were driven by outpatient costs and 

hospital and ED costs.” 

To assess this relationship between adherence to basal insulin 

and basal-bolus insulin therapy and all-cause and diabetes- 

related healthcare costs within the first year of starting insulin 

therapy, investigators used data from the IQVIA PharMetrics Plus 

adjudicated claims database from January 1, 2012, to September 

30, 2017.1 Patients were included if they were diagnosed with T2D 

and began basal insulin or basal-bolus insulin therapy between 

January 1, 2013, and October 1, 2016. Patients were excluded if 

they were younger than 18 years, used an insulin pump, or did 

not have continuous insurance coverage from 1 year prior to 

beginning insulin therapy through 1 year after beginning therapy. 

All adjusted analyses controlled for patient characteristics, 

prior general health and comorbidities, resource utilization, use 

of glucose-lowering agents, and type of insulin prescribed in the 

first month (analog or regular). Total, outpatient, and drug costs 

were determined using generalized linear models with gamma 

distribution and log link. Acute care costs were assessed using 

2-part models. Costs for adherent and nonadherent patients 

were estimated using separate models with the methods of 

recycled predications.5 All costs were adjusted to 2017 US dollars.

Adherence was determined by the proportion of days covered, 

adjusted for the assumption that insulin may not have been 

administered in a method consistent with the days’ supply 

field in a claims database.6 Patients were considered adherent 

to therapy if the proportion of days covered was at least 80%.1 

Among 13,296 patients in the basal insulin group, 41% of patients 

were adherent. Adherence was much lower in the basal-bolus 

insulin group: only 20% of the 10,069 patients. According to Eby, 

although this study did not examine reasons for nonadherence 

to therapy or whether cost was a driver of poor adherence, 

it did assess cost as an outcome based on adherence to an 

insulin regimen. 

“As noted in a recent publication by the Pharmacy Quality 

Alliance, multiple injections, fear of hypoglycemia, weight 

gain, and treatment complexity are drivers for nonadher-

ence to insulin,”7 Eby said. “Similarly, the American Diabetes 

Association’s (ADA) Standards of Medical Care in Diabetes also 

notes multifaceted potential reasons for nonadherence, including 

patient-related factors (such as forgetfulness and health beliefs), 

medication-related factors (such as complexity, side effects, 

and costs), and system-related factors (such as inadequate 

follow-up and support). The ADA’s Standards also state that 

simplifying complex regimens may improve adherence.”8 She 

continued, “There are several publications to support this in 

terms of switching from an insulin vial to an insulin pen, use 

of an insulin pump over multiple daily injections, and for those 

at higher doses, switching to concentrated insulins.”

Results from this study demonstrate the economic benefits 

of adherence to insulin therapy in patients with T2D. Adherence 

to basal or basal-bolus combination therapy was associated with 

significantly lower concurrent all-cause total costs even with 

significantly higher diabetes-related total costs. When asked if 

patients are aware of how adherence impacts costs, Eby stated that 

“while patients may be aware of their out-of-pocket costs while 

Adherence to Basal Insulin (Continued from page 1) 
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filling their medicines, it is unclear whether patients consider 

potential increases in medical costs that may occur if they were 

less adherent to their medications. The ADA recommends [that] 

providers address adherence to medications when treatment 

goals aren’t met.”8 

Eby added that “improving adherence to insulin requires 

multifaceted approaches, including focuses on the reduction of 

treatment complexity and burden, as well as patients’ attitudes 

and beliefs towards therapy.[2] Insulin delivery devices that are 

easier to use and more convenient have demonstrated improved 

adherence in studies examining insulin pens versus vials.[9] 

Emerging smart pen technologies also have potential to help 

support adherence to insulin.”10  ●
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Suboptimal Treatment Patterns and Poor Adherence to Therapy Yield Higher 
Medical Costs in Patients With Bipolar Disorder
KARA L. GUARINI, MS

B ipolar I disorder is a chronic mental illness estimated to 

affect 1.1% to 2.1% of adults in the United States during 

their lifetime.1,2 Long-term pharmacologic therapies, including 

second-generation antipsychotics (SGAs), are the mainstay 

for the disorder to manage acute mood episodes and prevent 

relapse.3-5 Because of the propensity for relapse, adherence to 

treatment is imperative.3,4 

The results of a recent review of studies demonstrated that 

patients with bipolar disorder who were more adherent to antipsy-

chotic pharmacotherapy had lower quarterly mental health–related 

medical costs than patients who were less adherent (a $192- 

$686 reduction per patient per 1-unit increase in medication 

possession ratio [MPR]).6 Poor adherence and higher total health- 

related medical costs documented across patients prescribed SGAs, 

showed no differences in medical costs based on choice of SGA. 

During an interview with The American Journal of Managed 

Care®, lead study author, Leona Bessonova, PhD, director of 

health economics and outcomes research at Alkermes, was 

asked what constitutes the greatest proportion of medical costs 

in patients with bipolar disorder. She stated that “the driver 

of medical costs in populations with serious mental illness 

[are] inpatient hospitalizations and emergency department 

(ED) visits and patients with bipolar disorder are at risk for 

hospitalization, rehospitalizations, and ED visits,” particularly 

as relapses necessitate additional psychiatric interventions.3,4 

For the systematic literature review, investigators used 

EMBASE, PubMed, and the National Health Service Economic 

Evaluation Database to assess oral SGA treatment patterns and 

costs in patients with bipolar disorder, with a focus on bipolar 

I disorder (where data were available), in studies published 

between 2008 and 2018. All studies had a follow-up period of 

at least 6 months. Costs were converted to 2018 US dollars. MPR 

was used as a measure of medication adherence in most studies 

assessing adherence as a treatment pattern.6 

A total of 39 studies were identified, yielding a total of 567,170 

patients across studies.6 Choice of SGA was associated with 

particular patient and disease characteristics. “Comorbidities 

such as diabetes and obesity, clinical considerations such as 

history of suicide attempts, comorbid substance use disorder, 

treatment-related considerations around concomitant use of 

other psychotropic medications, and a variety of sociodemo-

graphic factors such as patient age and gender” were all taken 

into account, according to Bessonova.

Study authors determined that patients with bipolar disorder 

had rates of adherence that ranged from 42% to 91.7%, based 

on an MPR of less than 80%. Persistence with medication at 

1 year was low (10.5%-18%), and patients experienced long 

treatment gaps (>30 days), as well as high rates of discontin-

uation of initial SGA therapy during the first year (63.4%).6 

Moreover, among patients who discontinued initial SGA 
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therapy, only one-third restarted any SGA therapy during the 

remaining 1-year study period. Adverse effects associated with 

SGA therapy often resulted in nonadherence. In one study, 

patients who experienced adverse effects reported weight gain 

(58.5%) and excessive sedation (54.2%) as reasons for poor 

adherence.7 The need to take daily medication (51.1%) and 

adverse effects of therapy (40.2%) were reported by patients 

as barriers to adherence. 

Patients who were nonadherent (MPR<80%) also were more 

likely than patients who were adherent to have an all-cause 

ED visit (73% vs 57%, respectively) or hospitalization (42% vs 

37%, respectively).8

Study results showed that patients with bipolar disorder 

were frequently prescribed combination therapy.6 Up to 38% 

of patients receiving SGA therapy were prescribed at least 

4 psychotropic medications.9 Patients who were prescribed an 

SGA, and those with a history of multiple depressive episodes 

or at least 1 suicide attempt, were more likely to be receiving 

at least 4 psychotropic medications. Bessonova agreed that the 

results suggest that combination treatment was occurring in 

these patients with bipolar disorder. 

“Across the literature for bipolar disorder there was a range of 

estimates [for patients taking more than 1 psychotropic medi-

cation] that varied by study design and population captured,” 

Bessonova said, highlighting a range of 5% to 78% for combination 

therapy.6 She added that the literature points to the increased 

number of psychotropic medications prescribed (combination 

therapy) as a factor associated with nonadherence. “Combination 

treatment with multiple SGAs results in increased adverse 

effects and increased healthcare resource utilization (medical 

treatment and psychiatric treatment).”

When asked if she would characterize this patient population 

as difficult to treat, Bessonova responded that the literature 

suggests that, even with the range of existing therapies, there is 

still a prevailing unmet need in bipolar disorder. Pharmacologic 

agents with fewer adverse effects are necessary. Reducing barriers 

to optimal therapy, including poor adherence, may improve 

both the clinical and economic outcomes. Bessonova noted that, 

“of the literature surveyed, it was clear that education of both 

the clinician and patient was important across all studies.”  ●
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Nonadherence and Relapse in Schizophrenia Are Associated With Higher Direct Costs 
KARA L. GUARINI, MS

A recent review of observational studies determined that 

patients with schizophrenia who had suboptimal adherence 

to oral antipsychotics incurred annual all-cause inpatient costs 

that were consistently higher than those for patients who were 

adherent (range of costs: $2,378-$10,316).1 Relapse events were 

found to pose a significant financial burden; annual all-cause 

direct costs were approximately twice as high in patients with 

at least 6 relapses compared with those experiencing 1 relapse 

during a 12-month period ($70,616 vs $35,501, respectively). 

Patients with relapses had annual schizophrenia-related costs 

(range: $15,836-$31,649) that accounted for approximately half 

of their total medical costs.2

In an interview with The American Journal of Managed Care®, 

Leona Bessonova, PhD, director of health economics and outcomes 

research at Alkermes, said that “relapses are quite common in 

patients with schizophrenia. Some estimates indicate that about 

half are likely to relapse within a year (3-10 months).” When asked 

if there are specific patient- or treatment-related factors that 

increase the risk of relapse, Bessonova noted that “treatment 

nonadherence is widely associated with risk of relapse” and that 

there are numerous ways in which studies define stopping oral 

antipsychotic treatment, such as nonadherence to treatment 

and medication discontinuation. 

Schizophrenia is a chronic mental health condition that affects 

between 0.25% and 1.1% of adults in the United States.3-6 Bessonova 

pointed out that this estimate of prevalence was derived from 

literature that spans over a decade. Treatment guidelines support 

the use of continuous antipsychotic medications in patients 



 2019 AMCP Managed Care & Specialty Pharmacy Annual Meeting Coverage  7

with schizophrenia.7 Suboptimal efficacy or tolerability presents 

pharmacologic treatment challenges, such as drug switching, 

the need for augmentation, and disruptions in use (for example, 

nonadherence).8-11 In turn, these treatment challenges in patients 

with schizophrenia may have economic implications, such as 

increased healthcare resource utilization and medical costs.9

To assess real-world treatment patterns with oral anti-

psychotics and direct costs in US adults with schizophrenia, 

Bessonova and colleagues conducted a systematic literature 

review using MEDLINE and EMBASE (per the Preferred Reporting 

Items for Systematic Reviews and Meta-Analyses [PRISMA] 

guidelines).1 The analysis relied on results from US observational 

studies (including prospective and retrospective cohort studies) 

published between January 1, 2008, and June 1, 2018. Eligible 

studies included those with a population of at least 30 adult 

patients with schizophrenia. All costs were converted to 2018 

US dollars. As noted by Bessonova, this review used a variety of 

studies and designs; therefore, adherence was measured several 

ways, most frequently by medication possession ratio (MPR) or 

proportion of days covered (PDC) of at least 80%.

A total of 81 studies were identified for the analysis, yielding 

a total of 1,177,466 patients across studies.1 The most frequently 

prescribed second-generation antipsychotics (SGAs) for 

schizophrenia were olanzapine (9.4%-50.9%), risperidone 

(2.0%-40.0%), quetiapine (12.7%-30.7%), and aripiprazole 

(4.0%-21.5%). Prescription rates for these SGAs remained stable 

over time with the exception of olanzapine; the proportion of 

patients with a prescription for olanzapine was less than 20% in 

studies with data collected after 2006. Although olanzapine has 

been shown to be one of the most effective SGAs,12 its clinical 

utility has decreased since 2006 because of weight gain and 

metabolic dysfunction, according to Bessonova. 

Poor adherence to antipsychotic therapy is common in 

patients with schizophrenia, and according to Bessonova 

this is due to a number of factors. “Medication adherence is a 

known challenge for patients with chronic illnesses, including 

schizophrenia,” she said. “The nature of serious mental illness 

exacerbates this challenge.” 

Specific reasons Bessonova cited included characteristics of 

schizophrenia, severity of disease and lack of insight, as well as 

“treatment characterizations, such as limitations around efficacy, 

reported adverse effects, [and] a number of external factors 

such as environmental factors, therapeutic and social support.”

Results from this analysis support this finding, as adherence 

rates were low across studies. Among 14 studies, the majority of 

reported adherence rates were less than 50% when adherence 

was defined by an MPR or PDC of at least 80%.

Mean annual direct medical costs were $17,115 to $26,138 for 

olanzapine, $17,656 to $28,101 for quetiapine, $18,395 for risper-

idone, and $20,152 for aripiprazole. Inpatient costs accounted 

for between 19% and 60% of total medical costs. 

There was considerable variation in mean time to 

discontinuation among SGAs (45-246 days for risperidone, 

46-241 days for quetiapine, and 51-245 days for olanzapine). 

Most studies reported discontinuation rates greater than 50%.1 

Low adherence and high discontinuation rates were prevalent 

among patients with schizophrenia in the United States. Patients 

with poor adherence and relapse events had higher direct medical 

costs compared with those who were adherent to antipsychotic 

therapy. As Bessonova reiterated during the interview, this 

analysis highlights a prevailing unmet need for patients with 

schizophrenia. New pharmacologic approaches in patients with 

schizophrenia are necessary to improve adherence and reduce 

the incidence of relapse.1  ●

REFERENCES
1. Bessonova L, Martin A, Doane MJ. Real-world treatment patterns and costs of oral antipsychot-
ics for treatment of schizophrenia in the United States. Poster presented at: Academy of Managed 
Care Pharmacy’s Nexus 2019 Meeting; October 29-November 1, 2019; National Harbor, MD.

2. Karve SJ, Panish JM, Dirani RG, Candrilli SD. Health care utilization and costs among Med-
icaid-enrolled patients with schizophrenia experiencing multiple psychiatric relapses. Health 
Outcomes Res Med. 2012;3(4). e183-e194. doi.org/10.1016/j.ehrm.2012.06.003.

3. Desai PR, Lawson KA, Barner JC, Rascati KL. Identifying patient characteristics associated 
with high schizophrenia-related direct medical costs in community-dwelling patients. J Manag 
Care Spec Pharm. 2013;19(6):468-477. doi: 10.18553/jmcp.2013.19.6.468.

4. Kessler RC, Birnbaum H, Demler O, et al. The prevalence and correlates of nonaffective psy-
chosis in the National Comorbidity Survey Replication (NCS-R). Biol Psychiatry. 2005;58(8):668-
676. doi: 10.1016/j.biopsych.2005.04.034.

5. National Institute of Mental Health. Schizophrenia. National Institute of Mental Health 
website. https://www.nimh.nih.gov/health/statistics/schizophrenia.shtml. Updated May 2018. 
Accessed November 5, 2019.

6. Regier DA, Narrow WE, Rae DS, Manderscheid RW, Locke BZ, Goodwin FK. The de facto US 
mental and addictive disorders service system. Epidemiologic catchment area prospective 
1-year prevalence rates of disorders and services. Arch Gen Psychiatry. 1993;50(2):85-94. 
doi:10.1001/archpsyc.1993.01820140007001.

7. Lehman AF, Lieberman JA, Dixon LB, et al; American Psychiatric Association; Steering 
Committee on Practice Guidelines. Practice guideline for the treatment of patients with schizo-
phrenia, second edition. Am J Psychiatry. 2004;161(suppl 2):1-56.

8. Pilon D, Joshi K, Tandon N, et al. Treatment patterns in Medicaid patients with schizophrenia 
initiated on a first- or second-generation long-acting injectable versus oral antipsychotic. 
Patient Prefer Adherence. 2017;11:619-629. doi: 10.2147/PPA.S127623.

9. Zhang W, Amos TB, Gutkin SW, Lodowski N, Giegerich E, Joshi K. A systematic literature 
review of the clinical and health economic burden of schizophrenia in privately insured patients 
in the United States. Clinicoecon Outcomes Res. 2018;10:309-320. doi: 10.2147/CEOR.S156308. 

10. Davis MC, Fuller MA, Strauss ME, Konicki PE, Jaskiw GE. Discontinuation of clozapine: a 
15-year naturalistic retrospective study of 320 patients. Acta Psychiatr Scand. 2014;130(1):30-39. 
doi: 10.1111/acps.12233. 

11. Mullins CD, Obeidat NA, Cuffel BJ, Naradzay J, Loebel AD. Risk of discontinuation of atypical 
antipsychotic agents in the treatment of schizophrenia. Schizophr Res. 2008;98(1-3):8-15. 
doi: 10.1016/j.schres.2007.04.035.

12. Lieberman JA, Stroup TS, McEvoy JP, et al. Effectiveness of antipsychotic drugs in patients 
with chronic schizophrenia. N Engl J Med. 2005;353:1209-1223. doi: 10.1056/NEJMoa051688.

“  Patients with relapses had annual schizophrenia-
related costs that accounted for approximately 
half of their total medical costs.”
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Model That Uses Only Pharmacy Claims Data Can Measure Opioid Misuse and 
Prospectively Identify Patients at Risk of Misuse
KARA L. GUARINI, MS

A regression model developed to prospectively identify 

patients at risk of opioid misuse by creating an opioid 

misuse index (OMI) based on pharmacy claims data significantly 

predicted the risk of an emergency department (ED) visit (odds 

ratio [OR], 1.60; P ≤.001), a diagnosis of an opioid substance use 

disorder (OR, 1.82; P ≤.001), and an opioid overdose (OR, 1.85; 

P ≤.001) during the same measurement period. Similarly, when 

tested for a future measurement period, the model significantly 

predicted the risk of an ED visit (OR, 1.34; P ≤.001), a diagnosis 

of an opioid substance use disorder (OR, 1.71; P ≤.001), and an 

opioid overdose (OR, 1.76; P ≤.001).1 

The CDC estimates that approximately 46 people die of 

prescription opioid overdose every day in the United States.2 

The preemptive identification of patients at risk of opioid 

misuse is necessary to thwart this national epidemic.1 Brooke 

D. Hunter, MS, health outcomes scientist with Magellan Health, 

and colleagues developed an OMI using pharmacy claims data 

that would identify patients at risk of inappropriate opioid use 

(for example, opioid abuse, overdose, and illicit use). Hunter and 

her colleagues also had the goal of creating a predictive model 

that would prospectively identify patients at risk of opioid 

misuse, also using only pharmacy claims data. 

The OMI is a theory-based, summative index of 6 indicators 

of opioid misuse with a value between 0 and 6.1 These indicators 

are: (1) pharmacy shopping (≥3 pharmacies for opioid fills), 

(2) prescriber shopping (≥3 opioid prescribers), (3) combined 

pharmacy and prescriber shopping, (4) average daily morphine 

milligram equivalents (MME) of at least 50, (5) average daily 

MME of at least 90, and (6) at least 30 days of concurrent benzo-

diazepine and opioid use. In an interview with The American 

Journal of Managed Care®, Hunter explained that this index was 

theoretically derived based on recommendations from the CMS, 

clinical pharmacists, and published literature. 

“At a high level, the indicators for pharmacy and prescriber 

shopping are meant to capture drug-seeking behavior, which 

could be indicative of opioid abuse and the development of an 

opioid dependency problem,” Hunter said. “This type of drug-

seeking behavior also can be associated with the individual 

trying to acquire opioids…to divert them to the street for illicit 

resale. The indicators for average daily MME were created based 

on clinically relevant cut points and weight higher doses more 

heavily. The average daily MME and concurrent benzodiaze-

pine indicators were correlated with opioid overdose, while 

the pharmacy and prescriber shopping indicators were more 

highly correlated with an opioid use disorder diagnosis and 

excessive ED utilization. Th[ese] correlations give us an idea 

how those proximal outcomes are mapping onto those adverse 

medical outcomes.”

Regression analyses were conducted using a sample of 

14,619 fee-for-service Medicaid patients who were at least 

18 years old and were prescribed an opioid medication. The OMI 

was used to predict concurrent and future medical outcomes 

(opioid overdose, an opioid use disorder diagnosis, and excessive 

ED visits). Pharmacy claims data were then used to generate 

225 independent variables, such as demographic information, 

therapeutic conditions, prescriber specialty, denied opioid claim 

count, opioid potentiator count, and overlapping opioid fill count.1

Hunter stated that the independent variables were narrowed 

down to those that were important and avoided redundancy in 

the model. The team identified 20 predictors, which were grouped 

into 4 domains: (1) patient medications, (2) patient diagnoses 

(inferred based on pharmacy claims for medications used to 

treat those conditions), (3) prescriber traits, and (4) opioid use 

patterns. “Regarding patient medications, benzodiazepine use 

and opioid potentiators (central nervous system depressants, 

pharmacokinetic enhancers, and stimulants) were found to 

be important predictors,” Hunter explained. Diagnoses of 

depression, insomnia, and musculoskeletal conditions also 

were important predictors. 

“For prescriber traits, if the prescriber specialty was a physi-

cian assistant, that was predictive of larger opioid misuse index 

values,” Hunter said. “Whereas, if the prescriber was a surgical 

physician, that actually predicted lower OMI values, and so there 

was an inverse relationship with surgical physicians and the 

outcome variable.” According to Hunter, important predictors 

of opioid use patterns were “if the patient was a long-term or 

continuous opioid user versus a short term, if they were taking 

a long-acting opioid versus a short-acting opioid, and if the 

opioid had a high street value [based on information from 

www.streetrx.com].” 

Using a sample of 12,684 Medicaid members from several 

different states, these variables were used to predict the OMI 

in a backward stepwise linear regression analysis and create a 

predictive model that identifies individuals at risk of opioid 

“  Benzodiazepine use and opioid potentiators 
were found to be important predictors [of 
opioid misuse].”
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misuse. The model was cross validated using an independent 

sample (n = 5316 members). The final regression model included 

20 predictors (R2 = 0.39); the linear correlation between the 

predicted OMI and the observed OMI was 0.63.1

When asked about future directions of her work, Hunter noted 

that her team’s predictive models are retrained on an annual basis. 

“[Retraining the models] allows us to reestimate those rela-

tionships between the independent and dependent measures. 

Those estimates are based on up-to-date patterns in pharmacy 

claims data,” Hunter explained. There are a lot of edits being 

implemented to prevent opioid misuse. Hunter and her team also 

keep an eye on what is being published in peer-reviewed jour-

nals and any recommendations from the CMS, CDC, Substance 

Abuse and Mental Health Services Administration, Center for 

Substance Abuse Treatment, and other governmental agencies.

Hunter acknowledged that there are several other models 

out there that use medical claims data and other types of 

patient medical data, but sometimes investigators do not have 

access to all the information. The model she and her team 

developed can prospectively identify patients at risk of opioid 

misuse with a fair level of accuracy using pharmacy claims 

data only, and it can be implemented with limited access to  

patient data.  ●
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Recurrent or Metastatic HNSCC: Evolving First-Line Therapy and  
Real-World Management 
KARA L. GUARINI, MS

P latinum-based therapies are the standard of care for the 

first-line treatment of patients with metastatic or recurrent 

head and neck squamous cell carcinoma (HNSCC).1 However, 

immuno-oncology agents may offer promise in HNSCC and 

are now recommended in the National Comprehensive Cancer 

Network (NCCN) guidelines in the first-line setting, with or 

without platinum-based chemotherapy.2 In an interview with 

The American Journal of Managed Care®, Brian Seal, RPh, PhD, 

MBA, senior director of health economics and outcomes research 

at AstraZeneca Pharmaceuticals, noted that anti-programmed 

cell death protein 1 therapies and combinations of them with 

chemotherapy drugs and targeted agents are being investigated. 

Seal and colleagues conducted a study to explore how the 

landscape is changing in the first-line treatment of HNSCC to 

reflect real-world management.1

The study results indicated that platinum-based regimens 

were the most commonly prescribed first-line therapies in 

patients with metastatic (80% [722/902]) or recurrent (76% 

[3590/4745]) HNSCC, with a median treatment duration of 

140 days and 160 days, respectively. A total of 125 (17%) patients 

with metastatic HNSCC and 961 (27%) with recurrent HNSCC 

received other chemotherapy and targeted agents; these patients 

were included in the overall analysis.1 A total of 2% of patients 

with metastatic HNSCC received immuno-oncology agents first 

line, as did 11% of those with recurrent disease; median treatment 

duration was 95 days and 118 days, respectively. According to 

Seal, “the observed low usage of immuno-oncology therapy 

may be because the current analysis was based on data from 

2013 to 2018, and immuno-oncology–based regimens for the 

first-line treatment [of] recurrent or metastatic HNSCC were not 

approved by [the] FDA until 2019. The timing of the changes to 

the corresponding NCCN guidelines, as well as the public release 

of clinical trial data, may also play a role; however, as one of 

the study conclusions noted, ‘immuno-oncology therapy had 

been used in the first-line setting in real-world practice prior 

to any regulatory approval.’ ”

Study results indicated that median overall survival (OS) with 

first-line therapy was 12.9 months (95% CI, 11.5-14.0) in patients 

with metastatic HNSCC and 12.1 months (95% CI, 11.7-12.5) in 

patients with recurrent HNSCC.1 This analysis did not investigate 

survival outcomes based on type of therapy (platinum-containing 

chemotherapy or immuno-oncology agents).

The study investigators used Flatiron Health’s oncology 

electronic health record (EHR) database to identify patients 

in the United States with recurrent or metastatic HNSCC of 

the oral cavity, oropharynx, hypopharynx, or larynx, between 

January 2013 and December 2018 who had received no prior 

systemic therapies for the disease. The index date was defined 

as the advanced diagnosis date or, if available, the start date of 

first-line therapy. Patient characteristics and treatment patterns 

(for example, most common regimens, overall duration of 

therapy, and sequence of systemic therapies) were assessed. 

The median duration of follow-up from the start of first-line 

therapy was 282 days in the metastatic HNSCC group and 

297 days in the recurrent HNSCC group.1 Median OS and asso-

ciated 95% confidence intervals were calculated from the start 
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Using Technology to Engage Patients and Deliver Care
LAURA JOSZT, MA

A s technology continues to evolve, healthcare professionals 

have access to more data and exciting new ways to engage 

their patients in care, according to panelists during a session 

at AMCP Nexus 2019 on trends in health technology and digital 

therapeutics. The panelists presented several new technologies 

and discussed how health technology is being used to take care 

of patients in new, untraditional ways.

“We need to engage members [and] we need to engage patients,” 

Patty Taddei-Allen, PharmD, MBA, BCACP, BCGP, senior director 

of clinical analytics at WellDyneRx, explained. “The usual ways of 

calling them on the phone or sending them an email or sending 

a letter was just not resulting in the most member engagement 

that we wanted to have. We recognized that engaging members 

is what’s going to ultimately improve those clinical outcomes.” 

Engaging members improves outcomes and reduces costs, but 

people learn in different ways, so various modalities of engage-

ment need to be available, Taddei-Allen said.1 She highlighted her 

company’s WellConnect platform, a Health Insurance Portability 

and Accountability Act (HIPAA)–compliant text messaging 

service that delivers personalized messages related to medication 

refill reminders, influenza (flu) vaccine alerts, and more to all 

age groups.2 It is not just young people using their cell phones, 

Taddei-Allen explained, “We all respond to text messages.” 

Rachel De Jesus, vice president of strategy and partnerships 

at SMRxT, agreed with the importance of not assuming certain 

groups will be less interested in using a certain technology until 

they try it. Her company created Nomi, a medication adherence 

device located within a prescription bottle that tracks how 

patients take their medication. The system also can send auto-

mated and tailored text messages to patients, which can impact 

their medication-taking habits and streamline communication 

between the patient, the prescriber, the specialty pharmacy, 

and support services.3

Members can also text back, and the results can be surprising. 

Sharing what they learned about the technology, De Jesus 

remarked that SMRxT had thought members with Parkinson 

disease would be the least likely to text back, but they have 

turned out to be the “chattiest bunch.” 

of first-line therapy to end of follow-up (defined as death, loss 

to follow-up, or end of study period, whichever occurred first) 

using Kaplan-Meier estimates.1

Seal and colleagues identified 902 patients with de novo 

metastatic HNSCC and 4745 with recurrent HNSCC who received 

first-line therapy.1 The median age was 65 years in those with 

metastatic disease and 64 years in those with recurrent disease. 

The majority of patients were male (82.2% with metastatic 

HNSCC and 75.3% with recurrent HNSCC). The most common 

primary site of disease was the oropharynx, occurring in 50% 

of patients with metastatic HNSCC and 42% of those with 

recurrent HNSCC. When asked if these patient characteristics 

are typical of those with HNSCC, Seal acknowledged that “the 

current analysis was based on the data collected from the EHRs 

of cancer care centers across the United States. The database 

represents a large convenience sample of outpatient oncology 

practices that use a particular EHR system; this sample may not 

represent all oncology practices’ sites within the United States. 

However, the patient characteristics observed in this analysis 

are consistent with previous knowledge about [those with] 

recurrent or metastatic HNSCC (ie, mostly male, and oropharynx 

as one of the most common sites of disease).” 

A small proportion of patients received testing for programmed 

cell death ligand-1 (PD-L1). Of the patients tested, 25% (7/28) of 

patients with metastatic disease and 18% (22/124) of those with 

recurrent disease were PD-L1-positive. 

Treatment patterns were consistent with guideline recom-

mendations during the study period. The choice of therapy was 

similar whether patients had metastatic or recurrent HNSCC. The 

most common first-line therapies were nivolumab, cetuximab, 

carboplatin plus paclitaxel, and pembrolizumab.1

Results from this study provide an updated picture of the 

real-world management and effectiveness of first-line therapy 

in patients with metastatic or recurrent HNSCC. Real-world OS 

in this study was approximately 1 year, which is consistent with 

prior studies in patients receiving first-line therapy for recurrent 

or metastatic HNSCC. Immuno-oncology agents were used in the 

first-line setting, alone and in combination with chemotherapy, 

prior to any regulatory approval. Results are expected soon 

from several other trials in which immuno-oncology agents are 

used for the first-line treatment of patients with recurrent or 

metastatic HNSCC. These results coupled with recent approvals 

may solidify the role of immuno-oncology agents in this setting 

if they are associated with improved OS.1  ●
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Using technology that people are already familiar with is 

helpful, but there are also instances of more complicated tools. 

For example, Catalia Health has an in-home coach, Mabu, 

which is a physical robot that sits in patients’ homes. The 

robot talks with patients about their health, and can connect 

them with their healthcare team. It also assists with chronic 

disease management.4

According to Cory Kidd, chief executive officer (CEO) at 

Catalia Health, the setup for Mabu involves simply taking the 

robot out of the box and plugging it in. “There’s a lot of technology 

involved with what we do, [but] almost all of it is hidden behind 

the interface,” he explained.

The age of users of Mabu ranges from 18 to 104 years. “We 

have not seen any differences with age in terms of acceptance 

or use of it,” Kidd remarked.

Privacy and Security Concerns in Health Technology
Because of the sensitive nature of information being shared over 

these technologies, users may have concerns regarding their 

privacy or security; however, all panelists explained that they 

take steps to ensure communications are secure.1 For example, 

Taddei-Allen stated that all WellDyneRx’s patients opted in to 

receive text messages. 

The part of security that is the most difficult to control is 

what the patient replies with, according to De Jesus. “I have 

zero control over what someone might text me back,” she said.

Furthermore, the person texting could be doing so on behalf 

of a spouse or the patient, for example, and could be naming a 

prescription they no longer want to be prescribed. That is the 

part De Jesus finds the most interesting, because although the 

company is covered, patients do not know, and maybe do not 

[seem to] care about, the privacy and security regulations laid 

out in HIPAA.1,5

Deploying programs like these in healthcare is no longer as 

risky as people considered it to be 5 years ago, De Jesus said, but 

healthcare is still a bit behind other industries when it comes 

to incorporating technology.1

“Five years ago [these technologies were] in prototype stage 

or trial,” Kidd explained. “[Now these technologies are] real 

and deployed. It’s an exciting time [as we are] starting to use 

this in practice.”

Digital Therapeutics
In addition to the technologies just discussed, digital therapeu-

tics—evidence-based interventions to prevent, manage, or treat 

a disorder or disease—are also being integrated in healthcare.6 

Two of these digital therapeutics, reSET and reSET-O from Pear 

Therapeutics, are being used to treat opioid and other substance 

use disorders by providing cognitive behavioral therapy in 

addition to patients being enrolled in outpatient treatment, 

explained Yuri Maricich, MD, MBA, the company’s chief medical 

officer. reSET and reSET-O are prescription digital therapeutics: 

They are prescribed by a physician, and the patient can then 

download the software and input an access code.7 Prescription 

digital therapeutics must meet strict regulatory requirements, 

including clinical data on their safety and effectiveness, the 

ability for payers to evaluate their coverage based on traditional 

therapeutic coverage mechanisms, and regulatory labeling.8-10

The challenge with these types of digital therapeutics may 

not be the patients; it may be getting the prescribers on board, 

according to Charles Ruetsch, PhD, president and CEO of Health 

Analytics, LLC, who admitted he was a bit of a skeptic. “Do we 

believe that if we build it, they will come? I’m not certain of 

that,” he said. Traditional models of adoption for therapeutics 

may not apply to digital therapeutics. In addition, prescribers 

are not sure how to absorb and process this new information.1

To truly adopt these digital therapeutics, there has to be a 

need. The correlation between adoption and need is very strong, 

said Benjamin Parcher, PharmD, MS, manager of strategic market 

access and intelligence at Xcenda, AmerisourceBergen.1

“It’s not just about adding on top of the standard of care; it’s 

addressing a need that has not been met before,” he said. “And, 

[that message] has to be loud and clear.”

Digital therapeutics have a place and are addressing unmet 

needs, according to Maricich. “They are not [for example] the 

15th drug for [multiple sclerosis],” he said.

He added that healthcare is now a team sport, and when 

working to get digital therapeutics adopted, it is important to 

understand how all team members fit together and what their 

individual workflows are to ensure their different skill sets and 

expertise are being deployed more efficiently.

The Future of Health Technology
Malinda Peeples, RN, MS, CDE, vice president of clinical services, 

programs, and research at Welldoc, noted that technology is 

allowing for the democratization of healthcare information, 

not only for patients, but for the entire care team. Technology 

is going to enable adoption among patients in ways the industry 

has never seen before, according to Peeples. Clinicians are 

benefitting [from this] because they are now able to use data to 

engage patients in self-management in new ways. For example, 

digitizing curricula for small screens and including content in 

real time allows clinicians to deliver new interventions that 

they could not deliver before, she explained.1

“  Technology is allowing for the democratization 
of healthcare information, not only for patients, 
but for the entire care team.”
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Maricich predicts an explosion in the number of digital ther-

apeutics. He stated that in 10 years’ time, these initial products 

will look rudimentary. The good news is that, unlike traditional 

molecules, these digital therapeutics are not static—they can 

be improved over time and will then evolve.1

To ensure optimal adoption among patients, it is important 

that digital therapeutics become part of the patient’s day and not 

an additional thing they have to remember to do. Patients will 

need to be grouped by the types of experiences they want. There 

are some, Maricich explained, who want every friction removed, 

and there are patients who want the opposite, who need an action 

that will prompt them to engage in managing their disease.1

A day will come when there is a critical mass of digital ther-

apeutics and they will no longer be viewed as a separate class, 

according to Ruetsch, but the line between now and then is not a 

straight one. However, although there will be barriers to getting 

full adoption of digital therapeutics, they should be surmountable.1

The key will be changing provider behavior. 

“Healthcare professionals tend not to be on the bleeding edge 

of technology adoption,” Ruetsch said. “That, in and of itself, 

tells us something of what we’re up against.”  ●
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