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Medicare, and 4.7% through military coverage; private coverage included employer-

based coverage at 55.7% and direct purchase at 16.3%.  The numbers are not 

mutually exclusive as some people might have had multiple sources of coverage 

(Barnett, 2016). 

 

Figure 3.1  Percentage of people by type of health insurance coverage and change from 2013 to 2015.  
Adapted from Barnett (2016). 

In 2016, U.S. healthcare spending amounted to the equivalent of $10,348 per person.  

This represented 17.9% of the 2016 economy as compared to 17.7% in 2015 (CMS, 

2016).  In a recent LA Times article (Etehad, 2017), the U.S. was noted to spend 

more per capita on healthcare than any other OECD country; almost 300% more than 

the OECD average.  The primary drivers for the increased spend is use of more 

expensive medical technologies and the higher cost per unit of care delivered.    

Etehad speaks to how the U.S. in 2013 had 112 deaths per 100,000 from preventable 

diseases or complications that with adequate healthcare might have been averted vs 

other high income countries which had 90 deaths or less per 100,000 (with Australia, 

France and Switzerland at approximately 60 deaths per 100,000 or less).  On 

average there are less hospital beds per capita in the U.S. then other major markets; 

patients have shorter durations of stay and pay more for their stay at discharge than 

other major markets (Squires, 2015).   
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In 2015, approximately 273 million Americans accessed their medical care through 

MCOs (MCOL, 2016).  These organizations in turn contract with employers who 

provide medical and pharmacy benefit coverage to their employees.  The purpose of 

MCOs is to reduce the cost of care while helping to improve the quality of care 

through clinical and administrative oversight; MCOs have a variety of contracts with 

various types of healthcare providers, hospitals, pharmacies and pharmaceutical 

companies to help facilitate medical care (US National Library of Medicine, N.D.).   

In the U.S. in 2016, spending on prescription medicines reached $450 billion without 

reflecting discounts and rebates that are provided by manufacturers; reflecting 

discounts and rebates, the net spend was $323 billion (Berkrot, 2017).  As stated by  

Olson (2017), the U.S. in 2015 spent the equivalent of 1.8% of its GDP on 

prescription medicines which represented 10% of total healthcare costs.  In 2014, the 

average person spent $1,112 on retail prescription medicines.  Figure 3.2 below 

compares the U.S. per person average spend to other countries around the world; by 

comparison, U.S. is up to 242% greater than Denmark and 44% greater than 

Canada. 

 

Figure 3.2  2014 per person retail prescription spending in select countries around the world.  

Adapted from Olson (2017). 
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The Kaiser Family Foundation Survey conducted in December, 2016 (DiJulio et al., 

2017) showed that 67% of Americans believed the number one priority of the U.S. 

government should be to lower the amount Americans pay for healthcare.  One-third 

of Americans who had health insurance claimed to have had trouble paying for their 

total cost of care (insurance premiums, deductibles and cost-sharing such as copays 

and coinsurance).  As shown by Figure 3.3 below, there was an increase in the 

percentage of Americans who had an increased difficulty in 2017 vs 2015 in (1) 

affording the cost of health insurance (37% vs 27%), (2) paying their copays for 

doctor visits and prescription drugs (31% vs 24%), and (3) paying their deductibles 

(43% vs 34%). 

 

Figure 3.3  More insured Americans now report difficulty affording healthcare.  Adapted from DiJulio et al. (2017). 

Of the 29% of Americans who stated they had difficulty paying their medical bills, 

17% stated it had a major impact on their family; 61% used about all or most of their 

savings; 41% borrowed money from friends; 58% took an extra job or worked extra 

hours; 71% put off vacations or purchases of a major household item.  Based on 

survey responses, 27% delayed or did not access healthcare due to cost, 23% 

skipped a recommended medical test or treatment and 21% did not fill a prescription. 

In terms of accessing care, as shown in Figure 3.4 below, the U.S. was second to last 

compared to other countries in the 2013 Commonwealth Fund Report which surveyed 
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11 industrialized nations.  The U.S. was only 2nd to Canada in terms of the longest 

time in accessing healthcare, with Germany having the highest percentage of patients 

being able to see a physician same day or next day and the lowest percentage of 

patients having to wait 6 days or more (Sawyer, 2017).   

 

Figure 3.4  Access to care as measured by number of days needed to see a doctor when sick. 

                  Adapted from Sawyer (2017). 

In Germany, the largest economy in Europe, approximately 85% to 90% of the 

population is covered by mandatory health insurance provided through the Statutory 

Health Insurance (SHI); the cost to participants to purchase SHI coverage is 

approximately 15% of their wage or pension (wages or pension split  equally between 

the participant and the employer or pension insurance institute).  Persons who are 

self-employed or have income above a certain level may opt out of SHI coverage and 

elect to purchase private health insurance coverage.  Annual out of pocket costs for 

patients are capped at 2% of income; with out of pocket costs representing 

approximately 13% of total healthcare expenditures in 2014 (Axene Health Partners, 

2017, Deutsche Rentenversicherung, 2017).   

The Commonwealth Fund in a 2017 report examined 11 countries including the 

United States, Switzerland, Sweden, France, Germany, Netherlands, Canada, United 

Kingdom, New Zealand, Norway, and Australia (Schneider, 2017).  Of these 11 

countries the U.S. performed last on a number of measures that covered 5 broad 

categories, namely care process, access, administrative efficiency, equity and 
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healthcare outcomes.  Administrative efficiencies included amount of time physicians 

spent on resolving paperwork related to coverage restrictions and getting patients 

access to needed care.  With the exception of care, the U.S. scored last or 2nd to last 

on the remaining categories.  The U.S. also had greater disparity between access to 

care when comparing high income vs low income adults.  The life expectancy from 

birth in the U.S. is 78.8 years compared to the OECD (Organization for Economic 

Cooperation and Development comprised of 34 member countries) average of 80.5 

years (INDICATORS, 2015). 

3.2 The Affordable Care Act 

Thomas (2016) speaks to how the Affordable Care Act (ACA), which was signed into 

law in 2010, was passed to help ensure all Americans have access to affordable 

care.  The accelerated growth seen in healthcare expenditures in 2014 was for the 

most part due to the expansion of coverage under the Affordable Care Act (ACA) 

most notably Medicaid and private health insurance (McRae et al., 2016). 

The ACA required that employers in 2016 with 50 or more employees (known as 

applicable large employers) offer benefits to at least 95% of its full time employees 

and that the plan be affordable.  Namely that the employee’s cost of the plan is not 

more than 9.66% of the employee’s total household income and the employer pays at 

least 60% of the plan’s costs.  The plan must meet minimum benefit standards.  If the 

employer does not provide these minimum benefits, and any of its employees qualify 

for a premium credit from the government (their income is less than 400% of the 

Federal Poverty Level), then there will be financial penalties levied against the 

employer (Sanders, 2013).  This concept is known as the Play or Pay Penalty.  The 

penalty is the greater of $2,160 x number of full time equivalents in excess of 30 

employees or $3,240 x number of employees who receive a premium tax credit, 

based on employee income, from a health insurance exchange; both the $2,160 and 

the $3,240 are adjusted each year for inflation. This is further depicted in Figure 3.5 

(The Henry J Kaiser Family Foundation, 2016b).  
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Figure 3.5  Penalties for employers not offering coverage under the Affordable Care Act during 2017.  
Adapted from The Henry J Kaiser Family Foundation (2016). 

The above highlights the penalties for not providing a minimum level of benefit 

coverage.  The Small Business Health Options Program (the complement of 

employers who are not applicable large employers) has slightly different requirements 

from that of larger employers.  States can pass legislation that changes the 

application of the above to not include employers with less than 100 employees (as 

defined by the 2015 Protecting Affordable Coverage for Employees Act).  Currently 

only 4 States have chosen to define the employer cutoff to be 100 or more 

employees, specifically California, Colorado, New York, and Vermont (National 

Conference of State Legislatures, 2017).   

According to Thomas (2016), there is also consideration of a Cadillac (excise) Tax 

imposed on employers who offer benefits that are too generous as defined by the 

cost of the premium (premiums that are in excess of $10,200 and $27,500, for 

individual and family coverage respectively).  At the moment the Cadillac Tax is in 

question and is not to take effect until 2020 due to questions on how to promulgate 
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the regulations; initially it was scheduled to take effect in 2013 but the implementation 

date has been extended several times.   

The U.S. government has introduced an online platform, known as a Healthcare 

Exchange, to assist individuals who are looking to purchase healthcare insurance.  

Although Americans can purchase coverage outside the Exchange, the Exchange 

helps facilitate informed decision-making by enabling consumers to comparison shop 

for the best plan and price that meets the insured member’s needs.  Americans need 

to purchase coverage from a Qualified Health Plan that meets minimum essential 

benefit standards; these are known as either Bronze, Silver, Gold or Platinum plans 

(collectively known as metal plans) with out of pocket costs respectively equal to 

40%, 30%, 20%, and 10% respectively.  Silver plans are the target benchmark plans 

for the Affordable Care Plan (Obmacare Facts, 2016). 

As Thomas (2016) explains there are also penalties on an individual level for 

Americans who do not obtain healthcare insurance.  The applicable penalty is 

calculated as the greater of either (1) 2.5% of annual household income not to 

exceed the premium of the national average of bronze plans or (2) $695 and $347.50, 

per adult and children less than 18 years old, respectively, in a family, to a maximum 

of $2,085.   

Norris (2016), highlights that minimum essential benefits, which all metal plans must 

offer, include each of the following with no annual or lifetime dollar limits: 
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1. hospitalization 

2. ambulatory services such as visits to doctors and other healthcare 

professionals and outpatient hospital care) 

3. emergency services 

4. maternity and newborn care 

5. services for those suffering from mental health disorders or substance abuse 

6. prescription drugs 

7. lab tests 

8. chronic disease management, services recommended by the U.S. Preventive 

Services Task Force (including screenings for blood pressure, breast cancer, 

colorectal cancer, obesity (including counseling); tobacco counseling and 

interventions, and breast-feeding counseling) 

9. pediatric services for children, including dental and vision care  

10. rehabilitative services which include helping a person keep, learn or improve 

functioning for daily living  

According to Schoen (2016), the effects of the ACA over the last 5 years has been 

overall positive to the U.S. economy and healthcare system.  Medicare spending is 

projected to be reduced by one trillion dollars from initial estimates from 2010 through 

2020.  This in part is due to the focus on improving quality care and creating financial 

incentives for integrated care.  For example, hospitalization rates for avoidable cause 

illnesses (illnesses that are contracted by the patient during their hospital stay, such 

as infection) have decreased by 25%.  The formation of Accountable Care 

Organizations (ACOs), provider organizations that assume risk for outcomes, have 

helped in lowering overall healthcare spending.  ACOs are a group of providers that 

work together to lower the cost of care by providing better quality care.  CMS allows 

the ACO to share in that savings which results in additional revenue for the ACO 

(CMS, 2017).  The initial ACOs, known as Pioneer ACOs, have saved $385 million in 

Medicare over 2012 and 2013 through a greater focus on quality and integrated care.  

At the same time, approximately 20 million more Americans have healthcare 

coverage between the 31 states that have opted into the Medicaid expansion 

program and with the existence of federally and state-funded health exchanges.   

http://www.naic.org/documents/committees_b_consumer_information_ppaca_glossary.pdf
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However, the question being asked is whether the system will be sustainable for the 

long-term.  As stated in the Kaiser Family Foundation (Cox et al., 2016), premiums for 

2017 are expected to change dramatically for Americans who are in the most 

common health plans, known as the Silver Plan.  The top increases for unsubsidized 

single person monthly premiums (non-smoker, age 40) are in Arizona, Alabama, and 

Oklahoma (up 145% from $207 to $507; up 71% from $288 to $492; and up 67% 

from $295 to $493, respectively).  For subsidized coverage, (subsidies exist for 

Americans who make below 400% of the Federal Poverty Limit which in 2017 was 

$48,240), single person premiums will remain for the most part unchanged, in some 

cases with a slight decrease in cost.  For example in Indiana there was a decrease of 

4% from $298 to $286.  At the same time the number of MCOs participating in the 

healthcare exchanges has decreased from an average of 5.9 per state in 2015 to 3.9 

in 2017.  In 2016 85% of exchange members had a choice of 3 or more MCOs; in 

2017 only 57% of exchange members had a choice of 3 or more MCOs.   

Despite the ACA, there were 28.5 million non-elderly Americans who did not have 

healthcare insurance at the end of 2015.  These individuals are without insurance 

either because they do not know how to access the insurance or do not quality for 

subsidizes and hence are not able to afford coverage.  53% of the uninsured are 

within a household where they are unable to pay their medical debts.  Individuals 

without insurance receive less preventive care; care is made available through safety 

net providers such as public hospitals, community clinics and health centers.  People 

without insurance typically receive less care for their chronic conditions than the 

insured and are more likely to be hospitalized for preventable health problems (The 

Henry J Kaiser Family Foundation, 2016a). 

3.3 History of Managed Care in the U.S. 

As Sade (2002) describes, benefits became a mainstay in the U.S. labor market 

during World War II when salary increases were not allowed, so instead employers 

began to offer various benefits such as healthcare.  These became a non-taxable 

expense that served as a write-off from the top line for employers and eventually, with 
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the support of the National Labor Relations Board, became part of negotiations 

between the employer and the employees in terms of compensation and benefits.   

The first appearance of pre-paid health coverage in the U.S. was found in 1910 at the 

Western Clinic in Tacoma Washington where for $0.50 per member per month 

employees of lumber mill companies were able to access a variety of healthcare 

services (Fox and Kongstvedt, 2013).  One of the more recognizable names in 

managed care, the Kaiser Foundation Health Plan, was formed in 1937 to provide 

coverage for the Kaiser Construction company which at the time was building 

waterways in the Western part of the United States.   

In 1929 one hospital offered teachers in Texas insurance coverage for hospitalization 

costs; this was the beginnings of the Blue Cross Plans (Niles, 2014).  Eventually Blue 

Shield was formed to cover the costs of outpatient care.  Blue Cross and Blue Shield 

led to the “free guild” approach of healthcare in the U.S. (Enthoven, 1993), a concept 

coined by Charles Weller, namely that patient choice of physicians was unimpeded 

as was the choice of treatment strategy by physicians for their patients.  Patients 

could see any doctor; receive any service and the health plan paid the physicians for 

services rendered.  Physicians determined their own income by the number of 

services they provided under the fee for service model and the market stayed 

fragmented for the most part with a preponderance of uncoordinated single specialty 

medical offices (for example, a pediatrician’s office or a cardiologist’s office).  

Employers paid 100% of the premium costs for healthcare coverage; and except for 

the deductible and coinsurance, which had an annual cap after which the patient 

incurred no additional expenses, the patient’s financial risk was insulated; the latter 

being the concept known as moral hazard, where a 3rd party pays the majority cost of 

care; and the recipient of the care, the patient, only pays for a portion of the costs, 

thereby being insulated from the true cost of the service; this leads the patient to use 

the services less judiciously (Thoma, 2013).   

As Enthoven (1993) further details, President Nixon signed into law in 1973 the HMO 

Act which was the beginnings of the U.S. government’s focus on helping to advance 

managed care as a major component of the healthcare system.  The 1973 HMO Act 
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was informed by the work of Paul Ellwood and Alain Enthoven promoting the need for 

a health maintenance strategy to reign in the costs of and improve the distribution of 

medical care.  Although the U.S. healthcare system predominately evolved from an 

indemnity type medical system (fee for service care that was reimbursed at a 

percentage of cost, for example 80%, after satisfying a deductible), into a managed 

care marketplace, where patients were responsible for copays; recent trends indicate 

that a portion of the managed care sector will utilize co-insurance to help shift a 

greater portion of the cost of care back to the patient, in addition to premiums paid 

(The Henry J Kaiser Family Foundation, 2016a).   

According to Enthoven (1993), the premise of the HMO Act and the resultant market 

place was to foster competition among the various commercial entities that deliver 

care through the managed care business model.  The intent of the policies that 

fostered managed care in the U.S. were to allow for these entities to evolve their 

business models, driving competition, in turn leading to better outcomes and lower 

costs all in an effort to better compete for available members.  MCOs work with 

employer benefit managers and their management teams to help determine what 

type of benefit coverage program to offer to the employer’s employees.  Ultimately 

the choice made by the employer benefit manager and the MCO will determine the 

employee’s access level to medicines.  Different benefit options will contain different 

formularies through which access to medicines will be managed.  Hence the decision-

makers, the employer benefit design decision-maker and the MCO, impact upon the 

actions of insured members, physicians and pharmacists and affect subsequent 

outcomes.   

Managed competition hinges on properly equipped agents making responsible 

purchase decisions, on behalf of their representatives: this concept of properly 

equipped agents applies to employers as they make available benefit options to their 

employees (Enthoven, 1993).  A central tenet to the approach according to Enthoven 

is the ability to make decisions in the face of uncertainty (imperfect information) and 

not just administer pre-defined (fixed) rules.  In the same paper, Enthoven talks about 

aspects of the employer that hints at the importance of being informed and being 
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engaged that ultimately can lead to better informed decisions; namely better quality at 

lower costs.  For example, a diligent employer can help drive efficiency of care and 

lower costs to its employees by providing a list of physicians who are in multiple plans 

being offered by the employer and indicating which plans for a given physician are 

the least costly (assuming benefits are standardized).  The paper stresses the 

concept of individual choice with the mindset that better quality will drive lower costs 

when applied efficiently and effectively.  However there is no explicit reference to 

ensuring members have the necessary information as it applies to drug formularies 

when making decisions regarding plan enrollment. 

As explained by Ruger (2004), Americans who are members of MCOs cannot sue an 

MCO that provides benefits coverage under an employer benefit plan (as defined by 

ERISA, the Employer Retirement Income Security Act of 1974 ) for damages incurred 

due to access denials except for the actual out of pocket costs incurred for medical 

care due to the denial.  Some states do offer protection to MCO members (if not 

ERISA plans) for negative consequences of treatment outcomes due to the effects of 

plan coverage.  One such state is Texas and the law protecting non-ERISA MCO 

members is known as the Texas Health Care Liability Act.  The fact that ERISA only 

allows for recovery of the lost benefit and not subsequent value of the loss to the 

person (including damages) reduces the likelihood of a wronged member (patient) 

filing a suit.  This tends to place the economic benefit of decision-making in favor of 

the MCOs.  This was the situation in the Aetna vs Davalia case (United States 

Supreme Court, 2004) where Aetna denied coverage of an arthritis medication 

prescribed by the treating physician.  The Aetna case was dismissed because under 

ERISA a member cannot sue an MCO for services provided under an employer 

contract to the employer’s employees who are members of the MCO’s health plan.  

The patient in this case needed to take a less costly medication which resulted in the 

patient suffering a reaction that required hospitalization.  This underscores that the 

courts ruled not on the resultant outcome but rather who was the decision-maker (for 

example in this case the MCO). 
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3.4 A Closer Look at Formularies 

Cole et al. (2008) speaks to how a  

“formulary system is the ongoing process through which a health care 
organization establishes policies regarding the use of drugs, therapies, and 
drug-related products and identifies those that are most medically appropriate 
and cost-effective to best serve the health interests of a given patient 
population.  Formulary systems are used in many different settings, including 
hospitals, acute care facilities, home care settings, and long-term-care 
facilities, as well as by payers such as Medicare, Medicaid, insurance 
companies, and managed care organizations. Many organizations have policy 
statements on the use of formularies.”   

Formularies began in the 1940s in the military, eventually expanded into hospitals in 

the 1950s and became mainstream in 1965 when Medicare made reimbursement for 

a hospital drug contingent on it being included on formulary and the Joint 

Commission on the Accreditation of Hospitals made the existence of an active P&T 

(Pharmacy and Therapeutic) committee as part of the accreditation process.  

Accreditation is recognition of the hospital satisfying industry standards that have 

been shown to lead to improved safety, quality of care and outcomes. 

MCOs have P&T committees that determine what medications are included on the 

formulary.  P&T committees are comprised of different stakeholders who ultimately 

evaluate the clinical merits of a medication and decide whether the medication should 

be included on the drug formulary.  The drug formulary in turn determines the 

accessibility of the medicine to the patient: whether certain criteria have to be met 

(Prior Authorizations or Step Edits) as well as the financial obligation of the patient 

when the medication is picked up at the pharmacy (cost shifting).  In the U.S., 

patients can access any medication their doctor is willing to prescribe for them as the 

long as the patient is willing to pay the retail cost.  The question that needs to be 

considered by all involved stakeholders is what will be the financial implication of the 

prescription to the patient.  What will be the time factor in accessing the needed 

medication through an MCO, given use of step edits and prior authorizations and will 

any delays impact on outcomes.  Will it be full retail cost (if the pharmacy benefit 

considers the product off-formulary), or will it be a low copay (Tier 1), a moderate 

copay (Tier 2), a high copay (Tier 3 or 4) or coinsurance (Tier 5 or higher) and what 



95 
 

 

will be the impact of the out of pocket cost on the patient’s willingness, or ability, to 

pay for the medication. 

Figure 3.6 below gives an example of one of the largest MCO’s drug formulary 

overview process (Sweet, N.D.).  After the clinical review is completed by a group of 

healthcare professionals that are part of the Clinical Review Committee (CRC), 

members of the Value Assessment Committee (VAC) make a determination as to 

drug formulary placement.  The VAC includes financial elements to inform the drug 

formulary decision whereas the CRC is solely based on the clinical elements.  The 

ultimate drug formulary placement decision is based on the output of the VAC. 

 

Figure 3.6  Wellpoint’s P&T process and committee overview.  Adapted from Sweet (N.D).  
Wellpoint is now part of Anthem. 

As discussed by Navarro (2009), MCOs look to control pharmacy costs by managing 

both the supply side and demand side of medications.  Supply side management 

includes use of contracts with manufacturers and pharmacies to purchase 

medications at lower costs through the use of rebating (providing dollars back from 

the pharmaceutical manufacturer to the MCO) and discounting (pharmacies charging 

lower dispensing fees and acquisition cost of medicines).  Demand side management 

is controlled through the use of formularies which includes a variety of techniques to 

impact on prescribing and filling medications such as: 
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 Step Therapy or Step Edit (needing to satisfy certain criteria before the 

medication can be dispensed through the formulary such as use of a generic 

before a brand medication in a different therapeutic class, or failing on one 

medication before using another medication). 

 Prior Authorization (needing to satisfy criteria before the medication can be 

dispensed through the formulary which may include meeting clinical or patient 

specific criteria, such as severity of disease, clinical parameters above or 

below a certain threshold, or age requirements; medication prescribing can 

also be limited to select specialties). 

 Quantity Limit (restricting the number of pills that can be dispensed at any one 

time over a specified period of time). 

 NDC block (NDC is the National Drug Classification Number and is unique to 

each pharmaceutical product; when a formulary does not reimburse for a 

specific product, it is referred to as an NDC block). 

 Tier levels (can range from Tier 1 through Tier 4, 5 or 6: if a plan has a three 

tier plan, Tier 1 products are mostly low cost generics; Tier 2 are preferred 

branded products and are at a lower net cost to the system than higher tiers; 

Tier 3 are non-preferred branded products and have a higher net cost to the 

system.  When MCOs have 4 Tiers, the 1st Tier is for preferred generics, the 

2nd Tier is for non-preferred generics, Tier 3 and Tier 4 are for preferred and 

non-preferred branded medications, respectively.  Tier 1 through Tier 4 are 

typically copay tiers whereas higher tier levels such as Tier 5 and Tier 6 are 

reserved for higher cost medications and are available on a coinsurance basis, 

namely available at a percentage of the retail cost of the product). 

 

An example of the impact of Step Therapy (Step Edits) was documented by the 

Alliance for Patient Access (2017): as stated by the Alliance, step therapies increased 

from 27% in 2005 to 67% in 2013.  The Alliance found that in the case of patients with 

psoriasis or psoriatic arthritis, MCO step therapy requirements led to 52% of patients 

not receiving the original prescription that was written for their treatment.  The 

Alliance also found that on average the physician and the physician’s office staff 
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spent up to 2 hours per patient trying to overcome MCO imposed administrative 

requirements to help their patients gain access to the necessary medications.  

Although MCOs believe that formularies and step therapy requirements help to 

reduce costs through the application of evidence-based medicine, the point of view is 

not necessarily shared by other stakeholders in the marketplace as can be seen in 

the two quotes below specific to the topic, one from a health plan association 

representative, the other from a patient advocacy organization: 

The Senior Vice President of State Affairs at AHIP (America’s Health 

Insurance Plans), Leanne Gassaway, believes that “step therapy encourages 

physicians and patients to undertake a more evidence-based approach to 

treatment. When you tailor a plan to the patient, you can gauge the patient’s 

response to medications before graduating to the more potent and higher-risk 

drugs.” (McDaniel, 2016) 

As stated by Patrick Stone, Director of State Government Relations at the 

National Psoriasis Foundation, “Step therapy protocols add to the burden of 

psoriasis by erecting barriers for individuals in urgent need of treatment. 

Failing to consider the unique needs and preferences of individual patients, 

and imposing a one-size-fits-all approach to care, these protocols negatively 

impact patients quality of life and can result in detrimental effects on health”, 

(McDaniel, 2016) 

However the threat of step therapy is a motivating factor for pharmaceutical 

companies to reduce the price of a given medication (McDaniel, 2016).   

The power of advocacy in the U.S. is an important aspect of creating change in 

policies that ultimately impact on what MCOs are able to do in a given state.  This is 

evidenced by Figure 3.7 below which showcases the number of states that have 

passed legislation that requires MCOs to follow certain rules when implementing step 

therapies, including reviews within 3 business days and requiring “that step therapy 

protocols be based on sound clinical evidence, not just cost, and enumerate several 

instances where an exception to step therapy must be granted by the insurer.” 

(National Psoriasis Foundation, 2017). 
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Figure 3.7  The power of advocacy impacting legislation.  National Psoriasis Foundation (2017) 

The power and role of advocacy in creating new laws that impact on what MCOs are 

allowed to do was highlighted by Dr. Iacobellis, the President of the New York Society 

of Dermatology and Dermatologic Surgery.  Dr. Iacobellis speaks to the power of 

bringing together different groups to engage with their legislators, then making the 

case for change based the evidence from the perspective of clinical thought leaders 

enables government to pass new laws that will change MCO drug formulary practices 

(American Academy of Dermatology, 2017)  

Different plans, even from the same MCO, may have different drug formulary 

placement for the same medication.  A good example of the variations in formulary 

coverage for a given medication is provided by a company by the name of MMIT 

(Managed Markets Insights and Technology) at www.formularylookup.com.  The first 

screenshot (Figure 3.8 below) shows a summary of the formulary status across 160 

commercial plans in the State of New York for Toviaz (fesoterodine), an anti-

muscarinic used in the treatment of overactive bladder.  The second screenshot 

(Figure 3.9 below) shows a summary for the same product except this time for 

Medicare plans in the same State.  Toviaz (fesoterodine) is not covered in 3% of the 

commercial plans but this percentage increases to 17% within Medicare plans; the 

product is made available to a greater percentage of the commercial population than 

http://www.formularylookup.com/
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the Medicare population (97% vs 83%).  This seems to strain the construct of 

distributive justice.  Medicare patients are more likely to suffer from the 

consequences of overactive bladder as this condition tends to be more prevalent in 

the older patient population.  The efficacy, safety and tolerability of the product are 

based on clinical trial data that is accessible equally to decision-makers both at 

commercial and Medicare plans hence it seems counterintuitive that older people 

would have less access to the medication than the commercial population.  It is the 

same product with the same clinical profile irrespective of whether the product is used 

in the Medicare or commercial population.  However, the younger patient has better 

access, all things being equal, than the older patient; this despite the fact that Toviaz 

(fesoterodine) has been studied with demonstrated efficacy in the older patient 

population, including the vulnerable elderly (DuBeau et al., 2014).  This is not to say 

that there are not other medications available with similar product profiles; the point 

being made here by the PhD Researcher is that this particular medication has better 

access in the commercial patient population then the Medicare patient population.  

When a medication is not covered on formulary, it is only accessible to the patient if 

they are willing to pay full retail cost, which is $199 per month, according to 

Consumer Reports Best Buy Drugs (Consumer Reports, 2013). 

 

Figure 3.8  Drug formulary coverage for Toviaz, commercial plans, NY State.  

(Managed Markets Insights and Technology, N.D.)     
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Figure 3.9  Drug formulary coverage for Toviaz, Medicare plans, NY State.  
(Managed Markets Insights and Technology, N.D.) 

It is important to select OAB treatments that reflect a patient’s comorbidities and 

concomitant medication regimen with a special emphasis on cognition and cardiac 

function (Drutz, 2011).  Physicians should personalize OAB treatment to identify the 

medication that delivers the best outcome for a given patient; physicians can switch 

to other OAB agents once a patient has failed therapy on a given OAB therapy (Ubee 

et al., 2010).  As mentioned above, this touches upon distributive justice because two 

patients with the same patient and disease characteristics may have different levels 

of access to a particular medication even though they may have paid similar 

premiums.  This is seen even in the Veterans Administration (VA) which provides 

care to U.S. veterans.  There is a national drug formulary however the VA consists of 

22 Veterans Integrated Service Networks (VISNs) which have autonomy to modify 

the drug formulary to meet the specific needs of their patient populations.  The VISNs 

may make adjustments to the drug formularies and also grant one-off exceptions 

through a non-formulary waiver process.  Hence from a distributive justice 

perspective the same two patients may have different levels of access to medications 

based on which VISN provides access to care and hence these patients will not be 

necessarily treated equally (Cassidy, 2002).  

Plans use drug formulary management techniques described earlier to influence 

physician, pharmacist and insured member behavior when it comes to prescribing, 
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dispensing and filling medicines which limits access (Maio et al., 2005).  These 

utilization management techniques typically promote less expensive medications 

which reduce the pharmacy spend but could have a negative effect on longer term 

clinical, humanistic and total system cost (economic) outcomes.  In contrast, MCOs 

believe that these techniques lead to use of the most affordable and effective 

medication options through the application of best practices (evidence-based 

medicine) on a consistent basis (Prime Therapeutics, 2012).  There are also financial 

incentives sometimes provided to physicians and pharmacists when insured 

members are prescribed and dispensed generics vs branded medications.  MCOs 

seem to think their interventions are for the benefit of the healthcare system and 

those who engage the system, yet as shown by a survey (Sulmasy, 2001), physicians 

believe that MCOs and their attempts at cost control have led to negative ethical 

implications (namely, consumer trust negatively impacted; physician commitment to 

consumer loyalty questioned or diminished; ethically-based objections raised to the 

effect these utilization techniques have on behavior).   

Cost-sharing is a drug formulary management tool to help offset premium costs but 

also to drive use of lower cost medications.  However, higher out of pocket patient 

costs negatively impact adherence.  It has been estimated that non-adherence in the 

U.S. healthcare system has led to expenditures of $100 to $300 billion in preventable 

healthcare costs, which is approximately 3% to 10% of the total healthcare costs in 

America (Luga and McGuire, 2014).  Adherence is the term used to describe a 

patient following the directions of the physician in terms of how to take the medication 

prescribed (Osterberg and Blaschke, 2005).   Medication adherence is impacted by a 

number of factors including but not limited to side effects, severity of the condition, 

the patient’s perception of health gain from treatment as well as the cost of the 

medication and the restrictiveness of the formulary (Zullig and Bosworth, 2017).  A 

systematic literature review (SLR) conducted by Park et al. (2017) examined 59 

studies that met the criteria of the SLR and found that the majority of outcomes were 

focused on drug utilization (31%), healthcare resource utilization (14%) and economic 

outcomes (33%), 78% in total, as opposed to medication adherence (11%), clinical 
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outcomes (9%) and treatment satisfaction (2%).  As can be seen by Figure 3.10 

below. 

 

Figure 3.10 Number of studies that focused on assessing implications of formulary restrictions on outcomes.  

 Adapted from Park et al (2017). 

As stated by the authors,  

“Of all of the outcome types, the majority were negatively associated with 
formulary restrictions (medication adherence [70.6%], clinical outcome 
[91.7%], patient-reported outcomes [treatment satisfaction, 100%], health care 
resource utilization [outpatient visits, 82.4%, and hospitalization, 64.7%], and 
economic outcomes [medical costs, 66.6%]). However, for pharmacy costs 
under economic outcomes and drug utilization, 83.3% and 91.3% of outcomes 
reported positive association with formulary restrictions compared with 
negative or neutral association, respectively”. 

Reducing cost was the main reason for the formulary changes in 48 of the papers 

reviewed. 

One of the challenges when it comes to drug formulary management is decisions, at 

least from a clinical or CER point of view, are based on studies that are based on 

inclusion / exclusion criteria that may not reflect the individual patient in real clinical 

practice setting.  Therefore it becomes very difficult to inform patient-specific 

treatment decisions based on population-level analysis based on evidence that is not 

reflective of clinical practice (Mohr and Tunis, 2014).  One of the organizations that 
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was newly created under the ACA was PCORI, Patient-Centered Outcomes 

Research Institute, which is expected to receive approximately $3.5 billion in funding 

through September 30, 2019 (Patient Centered Outcomes Research Institute).  As 

stated by the PCORI website, their working definition looks to answer questions in a 

manner that will be patient-specific: 

1. “Given my personal characteristics, conditions, and preferences, what should I 

expect will happen to me?” 

2. “What are my options, and what are the potential benefits and harms of those 

options?” 

3. “What can I do to improve the outcomes that are most important to me?” 

4. “How can clinicians and the care delivery systems they work in help me make 

the best decisions about my health and health care?” 

 

Although this is the vision of PCORI, it addresses a future state that is not yet in 

operation within the U.S. healthcare system.  Many decisions that are made that 

affects the population at large are made on evidence that might not translate to the 

individual patient being treated by a given physician and the evidence is potentially 

based on evidence that lacks appropriate rigor and applicability.  This is highlighted in 

Figure 3.11 below which indicates the level of evidence used to inform cardiac 

disease guideline recommendations in the majority of cases is consensus opinion, 

case studies or standards of care, which in turn impacts on coverage (level of access) 

decision-making (Tricoci cited by Mohr and Tunis (2014)): 
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Figure 3.11 Portion of select clinical practice guideline recommendations for cardiac disease by supporting level of 
evidence.  Adapted from Tricoci cited by Mohr and Tunis (2014). 

Another example of how decision-makers are not taking into account the needs of 

specific sub-populations is patients with multiple sclerosis.  As discussed by Gottlieb 

(2015), current commissioner of the Food and Drug Administration,  

“Almost all of the Silver plans offered under Obamacare sport closed drug 
formularies, where there’s no coverage for drugs not listed on the narrow 
formulary lists. This means, when a drug doesn’t make a health plans list, 
consumers are completely uncovered…  In all cases, plans provided no 
coverage for a substantial number of important drugs [used to treat multiple 
sclerosis].”   

Silver plans are one level higher than the lowest level of plan coverage (which are 

known as the Bronze plans).  Silver plans have moderate premiums and moderate 

out of pocket costs; but one way MCOs limit the costs of the plans is by limiting 

availability of certain type or level of care as evidenced by these plans not covering a 

number of drugs that might be considered important by physicians in the treatment of 

multiple sclerosis. 

As discussed by Ollove (2015), given the high out of pocket costs that can be 

incurred by patients through the use of tiered plans that utilize coinsurance, seven 

states have placed limits on these costs.  These states include Delaware, Louisiana, 

Maine, Maryland, Montana, New York and Vermont.  For example, patients in 

Montana cannot pay more than $250 per prescription per month.  In Delaware, 

Maryland and Louisiana the monthly cap is $150; in Vermont the upper limit is $100.  



105 
 

 

Maine sets its limit on an annualized basis in the amount of $3,500 per drug.  A good 

example of how these measures protect patients is with regards to biologics which 

typically cost 22 times more than small molecule medicines with an annual average of 

$34,550 per year of treatment; out of pocket costs through coinsurance tiers can be 

anywhere between 28% to 50% of the cost of the medication.  The Health Exchange 

in California capped coinsurance at $250 for a given monthly prescription; this 

change is expected to have a premium increase of 1% in year one and 3% over a 

three-year period.  New York has prohibited the use of specialty tiers and Delaware 

requires at least one lower-cost alternative per class of specialty medications. 

3.5 Implications of New Drugs Coming to Market 

As the cost of medicines continues to rise, access to medicines through drug plans 

will potentially be slowed.  A good example is with regard to the Hepatitis C 

medication that was launched by Gilead, which retails for $84,000 for a 12-week 

course of therapy.  The standard of care is considerably less costly at about $66,000; 

as newer medications come to market to treat Hepatitis C, the cost of drug therapy 

will increase from $3B per year (as reported in 2012) to $21 B per year by 2018 

(Armstrong, 2014).  The Chief Financial Officer of the 4th largest PBM in the country 

is quoted by Armstrong as saying, “You can get to these more expensive treatments 

[however] you have to outweigh the costs of the first, more cost-effective treatment.”  

The same article goes on to cite the Chief Medical Officer of the largest PBM in the 

country as having said, “We will identify which drugs can be pitted against each other 

and make some really tough formulary decisions.”  The challenge with this approach 

of comparing two medications at a population level to determine which product to 

make more readily available to plan members (perhaps at a lower copay with less 

access restrictions) is the issue around statistical averages vs individual patient care 

(National Pharmaceutical Council, N.D.).  There are many patient characteristics that 

impact on the patient’s likelihood of responding to a given medication that is 

determined in part by the patient’s physiology such as age, gender, genetic make-up 

(existence of single nucleotide polymorphism); their health state and potentially other 

medications being taken concomitantly (drug-drug interactions).  The healthcare 
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system in today’s marketplace operates on the principle of treating the average 

patient which tends to represent the majority of the population.  The NPC publication 

encapsulates the core focus of this thesis:  

“because most health plans design their policies to meet the needs of the 
majority of people, those who are different—older or younger, or with different 
racial or ethnic backgrounds, for example—may have a difficult time getting 
other treatment options covered.  Some health plans require patients to try the 
“average” therapy first before trying another treatment, even if it is not the best 
option.”   

The concept of differences of treatment effect based on individual patient 

characteristics is referred to as heterogeneity treatment effect. 

Express Scripts or as it also known, ESI, a pharmacy benefit management company,  

in early 2014 announced it would remove from its National Preferred Formulary forty-

four different products (Sliverman, 2013).  Of the 100 million lives covered by Express 

Scripts, a Fortune 100 company and the largest PBM in the country, 30 million obtain 

their medications under the National Formulary and approximately 2.6% of these lives 

(780,000 members) currently use the medications that will no longer be available 

through the drug formulary.  These patients, for the reasons mentioned above as it 

relates to heterogeneity, may suffer in their outcomes as they will have interruption of 

their prescriptions, and alternatives may not be as effective.  Express Scripts however 

has noted availability of an exceptions appeal process on a medically justifiable basis, 

as needed.  Some of these medications were for the treatment of Rheumatoid 

Arthritis.  Express Scripts has indicated if access is approved through the appeals 

process, it will enable the patient to gain access at the non-preferred copay level 

which represents a discount from the retail cost (Arthritis Foundation, 2014).  The 

Arthritis Foundation is advocating for patients who may be negatively affected by 

these access restrictions. As stated by the Foundation: 

“We want to hear from people covered by the Express Scripts formulary that 
excludes those five drugs– Cimzia, Simponi, Simponi Aria, Stelara and 
Xeljanz. If you have been taking one of the drugs or if your doctor 
recommends that you take one, please let us know whether you have been 
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granted full access to them, with a timely response on the request for 
exception, at a discounted plan cost or not.”   

In a 2006 Gallup Poll regarding honesty and ethics across a number of professions, 

MCO managers were 3rd from the bottom; advertising practitioners and car salesmen 

were 2nd to last and last, respectively (Saad, 2006).  37% of those surveyed 

indicated honesty and ethics as low or very low vs 12% who rated this profession as 

high to very high.  In comparison, with regards to business executives, 27% were 

rated low to very low and 18% were rated as high to very high.   

3.6 Flow of Funds 

Navarro (2009, p.20) depicts the flow of funds across the various stakeholders in the 

U.S. healthcare system.  The system allows for discounted reimbursements on the 

medical and pharmacy side.  These discounted reimbursement levels, as it relates to 

pharmaceuticals, are made possible because the pharmaceutical company provides 

rebates under certain conditions such as market share, drug formulary placement or 

outcomes-based contracts.  Market share is the percent a given medication 

represents within a class of medicines; the higher the share, the greater the number 

of sales for a given medication, the more willing the pharmaceutical manufacturer is 

willing to pay in rebates; also known as a performance rebate contract.  Formulary 

placement contracts pay rebates solely on the position of the medication on formulary 

with a Tier 2 rebate being higher than a Tier 3 rebate; outcomes-based contracts pay 

additional dollars to the MCO based on whether a medication delivers on a specific 

clinical endpoint such as Merck’s Januvia contract with Cigna and Sanofi’s Actonel 

contract with Health Alliance Partners (Neumann, 2011).  Patients are able to acquire 

their medications either through retail, mail order or specialty pharmacy.  Formularies, 

as discussed earlier in this chapter, determine the patient’s out of pocket costs in the 

form of copays or coinsurance.  The visual in Navarro (2009, p. 20) helps to depict 

the various stakeholders that interact to fund and deliver care; the patient from the 

OAB case study can be used to further illustrate the interactions:   

 The patient’s employer is the plan sponsor who purchases private 

(commercial) insurance for its employees.  The employer contracts with an 
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MCO such as Aetna, for example, which is a large health plan in the U.S.  The 

employer pays Aetna a premium per member per month (PMPM) to provide 

insurance coverage to its employees for the year.  Aetna in turn offers to the 

employer’s employees’ medical coverage as well as pharmacy coverage.   

 Aetna has contracts with various hospitals and physicians across the country; 

these hospitals and physicians will receive a contracted payment rate for 

services provided to Aetna members as in the case of the OAB patient.     

 When the OAB patient sees her physician, she will typically pay a flat fee to 

the physician; this is known as the copay.  The copay amount and the 

contracted rate from Aetna is what the physician will receive as total 

compensation for a given patient visit.   

 When the physician prescribes a chronic medication to the patient, the patient 

can either fill that prescription at the local pharmacy which is in Aetna’s 

pharmacy network or fill the medication through Aetna’s mail order pharmacy.  

The first prescription from the doctor will be for a 30-day supply; the patient will 

pay a copay for the medication (anywhere from $0 to $90 depending on where 

the drug is on the formulary tier; this is not a specialty medication so there will 

be no coinsurance).  If the patient has a good clinical response and wishes to 

continue to take the medication, the patient can then ask the physician to write 

a 90-day prescription and instead of paying the equivalent of three copays 

(one for each month), the patient might only have to pay the equivalent of two 

copays.  This saving incentive is for the patient to fill her medication via mail 

order.  The pharmacy will receive payment from Aetna at a contracted rate; the 

patient’s copay + the contracted rate from Aetna is what the pharmacy will 

receive as total compensation for filling that specific prescription.  Typically the 

pharmacy will source the medication from a distributor who purchased the 

medicine from the manufacturer.  Lastly, the manufacturer of the branded 

medication that was prescribed, if Aetna has a contract with that manufacturer, 

will pay Aetna a rebate based on the contract that exists between Aetna and 

the manufacturer. 
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3.7 A Closer Look at the Employer Segment 

In 2012 there were approximately 314 million people in the United States.  86.3% 

were less than 65 years of age which translates into approximately 271 million lives 

(US Census, 2012).  As of 2008, approximately 121 million people were considered 

paid employees in the U.S. (US Census, 2007):  81.7% worked for employers who 

employed at least 20 employees; 50.2% worked for employers who employed at least 

500 employees; 32.7% worked for employers who employed at least 5,000 

employees.   

As of 2016, approximately 61% of employers provided health insurance to their 

employees, as compared to 68% in 2001 (The Henry J Kaiser Family Foundation, 

2016a).  56% of the U.S. population aged 0 to 64 received their health insurance 

coverage through employers.  99% of workers who were covered by their employers’ 

health insurance were enrolled in some form of managed care (The Henry J Kaiser 

Family Foundation, 2013).   

Based on a 2013 survey by Buck Consultants, representing 250 employers and 

almost 4 million employees, 99% of employers stated that they provided prescription 

drug coverage to their active employees (Buck Consultants, 2013); 71% stated that 

they spend more than 16% of healthcare spend on prescription drug coverage; 87% 

stated that the cost of drug coverage had to be reasonable as it is “a constant 

financial drain on company resources and [can] undermine the return on investment 

of a plan sponsor’s entire healthcare benefits program”.   

Historically, employers offered benefits as a fringe benefit: to supplement wages and 

to gain the tax advantages associated with the benefit based on taxation rules (as 

discussed earlier in this chapter).  These fringe benefits can be quite sizeable.  On 

average, in 2013, annual family health insurance premium costs through employer 

sponsored plans equaled $16,351, of which $4,565 were paid for by the employee 

(The Henry J Kaiser Family Foundation, 2013).  However, employers have been 

shifting a greater amount of the expenses to their employees as evidenced by the 

increase in the portion of the premium being paid for by the employee and the plan 

deductibles (Roy, 2013): 



110 
 

 

 premium costs for Americans aged below 65 have risen as a percentage of 

median household income from 14.9% in 2003 to 21.5% in 2011, as well as, 

 single and family deductibles have approximately doubled over an 8 year 

period (for single coverage from $518 in 2003 to $1,123 in 2011; for family 

coverage, from $1,079 in 2003 to $2,220 in 2011).  

 

Larger employers are able to retain benefit consultants to help advise them on benefit 

designs that will help them meet business objectives.  Smaller employers rely solely 

on the health plans / pharmacy benefit managers and the recommendations they 

make to help inform their decision-making.  The smallest of employers typically rely 

on brokers to help find benefit packages that will meet the needs of their employees.  

Approximately 50% of employers (typically larger employers with lives in excess of 

5,000) work directly with PBMs to administer their pharmacy benefits; whereas, for 

the most part, the remainder of employers, work through a health plan to administer 

their pharmacy benefits (Takeda Pharmaceuticals USA Inc, 2013).  Given the above, 

it is important to note as stated in the Takeda study that on average 70% of employer 

HR professionals spend less than 25% of their time focused on drug benefits and 

related decision-making. 

A current growing movement in the U.S. is the focus on comparative effectiveness 

research (CER).  As mentioned earlier in this chapter, the ACA established the 

existence of the Patient Centered Outcomes Research Institute (PCORI) that will be 

the government’s main body to help inform decision-making utilizing comparative 

effectiveness research.  Employers cite that PCORI will be one of the most reliable 

sources of CER to help inform their decision-making (The Benfield Group, 2011).  

Some employers will monitor analysis completed through PCORI directly; others will 

expect that the organizations they hire to help inform benefit designs and administer 

the available benefits will provide relevant guidance on what decisions would best 

lead to improved outcomes.  However an important set of data variables in CER that 

are not currently considered in the analysis include data on productivity, absenteeism 

and disability.  53% of employers thought these data points would be important or 

very important to include in CER to help inform decision-making.  Based on research 
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completed by the Benfield Group, on average, 60% of employers studied focused on 

improving employee productivity and health; the remaining 40% of employers placed 

emphasis on reducing healthcare spend by shifting more of the cost of care to their 

employees and focusing on securing the lowest price in negotiations when finalizing 

benefit contracts with the relevant organizations.   

Specific to employers, 63% of employees were enrolled in 3 tier formularies and 14% 

were enrolled in 4 tier plans (The Henry J Kaiser Family Foundation, 2013).  The 

copays by tier for employees in three or four tier plans were on average $11 for first-

tier drugs, $31 for second-tier drugs, $54 for third-tier drugs and $93 for fourth-tier 

drugs.  Typically the more tiers in a plan the higher the average copay across the 

tiers as higher tier levels shift a greater percentage of the medications cost to the 

patient (The Henry J Kaiser Family Foundation, 2015).  The cost differential between 

tiers is one of the main mechanisms used by employers and MCOs in the U.S. 

healthcare system to drive generic utilization.  In the United States, 80% of all 

prescriptions are generic accounting for approximately one quarter of all drug spend.  

Employers utilize several drug formulary management techniques, in varying 

degrees, to limit access to medicines:  76% utilize prior authorizations, 56% require 

failure on a lower cost therapy before approving use of a higher cost therapy, and 

74% impose quantity limits.  50% of employers allow for therapeutic substitution for at 

least one disease area to redirect patients to fill medications that are less costly; for 

example, in the management of high cholesterol levels substituting atorvastatin for 

branded Crestor, rosuvastatin. (Takeda Pharmaceuticals USA Inc, 2013).  As stated 

by McRae et al. (2016), 50% of employees who have more than three tiers will have 

coinsurance for the higher cost specialty product (Tier 5 or higher); 57% of employers 

utilize specialty tiers.   

3.8 Physicians and their Patients 

Based on a study completed in Ontario, Canada (Suggs et al., 2009), the majority of 

physicians find formularies cumbersome and time consuming, requiring advocacy on 

behalf of the patient to overcome access restrictions.  Formularies create inequity in 

access to medicines and impact on treatment strategies as defined by the physician’s 
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clinical assessment of the patient.  Physicians indicated that they may choose a 

different drug then their first choice for several reasons including (1) gaining access to 

the medication quickly, (2) the possibility existing that the medication may have a 

positive treatment effect and would not be expected to do harm, and (3) enabling 

documentation that the patient tried a lesser expensive medication before using a 

medication that had additional criteria for use.  “Physicians see themselves as duty-

bound to fulfill their primary responsibility to patients, but realize that health care costs 

are rising and that potential legal and financial penalties loom if they are in 

contravention” of the drug formulary.  Emotional implications of these formularies 

included feelings of “frustration, discouragement, fatigue, and lack of appreciation” 

which negatively affects the physician’s willingness to advocate for their patient.  The 

economic consequences can be additional visits to the physician’s office and the 

emergency room. 

The American Medical Association (AMA) highlights several elements that pertain to 

MCOs and the use of formularies (AMA, 2002).  A physician’s duty to the patient 

might be negatively affected as the system tries to reign in expenditures at the macro 

level.  The AMA recognizes the importance for advocating access to a medicine for a 

given patient and not foregoing the need of the individual patient given the focus of 

population level care is driven by outcomes defined for the average patient.  The 

AMA assigns an ethical responsibility for physicians to advocate on behalf of their 

patients who need access to a given medicine when justifiable based on the 

individual patient’s unique situation; to that end the exception process put in place by 

MCOs should not be designed in a manner that places the patient at risk by 

restricting access to therapy options that might prove to be the most effective for that 

given patient.  The utilization controls used by MCOs can create undue administrative 

burden to physicians and patients which reduces the likelihood of a patient gaining 

access to the needed medication in a timely and medically appropriate manner.  In 

addition, even if the physician is able to overcome the access restriction should one 

exist, the copay may still be too high for the patient to fill the medication on a regular 

basis.  “…the purpose of [the] health plan's formulary is to steer [the patient] to the 

least costly medications that are sufficiently effective for treating [a given] health 
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condition” (Bihari, 2014).  According to a U.S. survey completed between August 

2001 and November 2001, with 12,406 physicians surveyed, 48.7% indicated that 

formularies had a negative effect on quality and efficiency, 37.9% stated there was a 

neutral effect and 13.4% indicated a positive effect (Landon et al., 2004).  The AMA 

also advocates for transparency of information, for the physician to have the 

opportunity to discuss with the patient the risk-benefit tradeoff when choosing one 

medication over another.  Patients should also be made aware of any underlying 

financial incentives that may impact on the choice of medication being prescribed or 

filled.   

The importance of following treatment guidelines as recommended by professional 

(medical) organizations, prescribing in a manner that is supportable by the literature 

in the public domain is recognized (Edersheim and Stern, 2009).   However, it 

highlights the importance of a physician considering the risk-benefit tradeoff when 

prescribing one medication over another for a given patient.  It underscores the 

importance of prescribing medications that are specific to the individual needs of the 

patient in order to reduce the risk of any negative consequences associated with the 

treatment choice.  Equally important is the need for patients to make an informed 

choice when agreeing to their medical treatment plan (Table 3.1 below).  It is 

essential that the patient understand treatment alternatives, to weigh their options 

and then initiate therapy that best suits their needs (patient preferences).  It is 

interesting to note that the paper which focuses on “Liability Associated With 

Prescribing”, highlights the potential of liability extending to the managed care plan 

should the patient subsequently suffer an adverse event due to the medication.  

However we have seen earlier the limitation of liability to MCOs under ERISA plans. 
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Table 3.1  Obtaining and documenting informed consent.  Adapted from Edersheim and Stern (2009). 

 

 

The table above however does not discuss the cost implications of a given treatment.  

Is the physician’s choice for a given medication cost-prohibitive for a given patient in 

a given plan and what are the implications if the patient cannot afford to initiate or 

stay on a given therapy that the physician has deemed his or her first choice for that 

specific patient?  The importance of patients understanding the consequences of the 

financial aspects of a given therapy option are stressed both from a moral and justice 

perspective (Hall, 2014).  The paper highlights the importance of patient’s making 

informed choices; that physicians need to discuss with patients the various treatment 

options and the potential costs of those treatments and implications on the ability or 

willingness of the patient to pay which can affect outcomes.  A key challenge faced by 

physicians is that formularies change based on contractual relationships between the 

MCO and the manufacturer of a given medication as well as the benefit designs that 

employers subscribe to for their employees.  As a drug formulary contract is 

established, the preferential status of a given medication will change over time: not 

necessarily because the evidence has become better, but perhaps because there has 

been a greater willingness by the manufacturer to enter into a more aggressive 

contract. 
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An example of non-medical switching (not generic but therapeutic switching) which is 

a term that refers to a patient changing medications not because of clinical reasons 

but due to a change in the formulary is reflected in the quote below from (Sulmasy, 

2001). 

“I do have a problem with letter after letter telling me to shift from one ACE 
inhibitor to another, one proton-pump inhibitor to another, one SSRI to another, 
as they jockey their contracts around.  I understand exactly what's going on, 
because I am on the Pharmacy and Therapeutics committee of DakotaCare, 
the managed care company in South Dakota.”.   

 

There are several studies that show that non-medical switching for patients previously 

well controlled on a therapy can lead to negative outcomes (Nguyen et al., 2016), 

(Gibofsky et al., 2017).  A good example of this is Wellpoint (now part of Anthem), the 

2nd largest MCO in the country, that announced in 2014 that it would pay oncologists 

$350 per month when the treating physician is using one of the preferred medications 

based on Wellpoint’s recommended treatment guidelines.  The payment approach 

being taken by Wellpoint was considered initially as a pilot in 6 states; there were 

plans to roll-out nation-wide across its network in 2015.  The program was slated to 

save annually $162M to $216M  in oncologic treatment costs once fully implemented 

however some physicians believed the approach did not account for individual patient 

differences and rather addressed care on the population level (Mathews, 2014). 

   

Axtell-Thompson (2005) speaks to the need to ensure not only that beneficence and 

justice are preserved in patient care but that also autonomy of decision-making is 

preserved.  It is important that patients make informed decisions that will lead to 

benefit and not harm and that there are protections for patients who are already 

disadvantaged as it relates to health disparities, such as the poor, vulnerable and 

health illiterate (justice).  There have been a number of recent news stories on the 

importance of understanding the value of a treatment derived based on the cost of 

treatment vs the treatment effect.  Although the information at this point is not 

prescriptive it helps to inform physician decision-making (American College of 

Cardiology, 2014).  57% of the 30 largest medical societies “explicitly consider costs 

in developing their clinical guidance documents” (Schwartz and Pearson, 2013).   
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However guidance documents are vague in relation to their statements on cost 

considerations and that greater transparency should be adopted with regards to 

methodology as these guidelines impact on clinical decision-making.  Similar to the 

American College of Cardiology, the Society of Oncologists have placed focus on 

developing their own scorecard to help assess cost vs value (Pollack, 2014).  The 

article highlights the natural tension that can arise when physicians who are providing 

medical care to the patient and advocating for the needs of the patient also are 

responsible to managing the financial components of care.  The Director of the 

Center for Liver Diseases at the University of Chicago was quoted as saying “I think 

ethically we are just worried about the patient in front of us and not trying to save 

money for the insurance industry per se, or society as a whole”.  Physicians need to 

be more aware of the cost of drugs: writing more generics where there is a generic for 

a given brand (American College of Physicians, 2015) and writing for lower cost 

treatments where the cost difference is not warranted by the difference in efficacy vs 

lower cost treatment options (Damouni, 2014). 

The relationship between physician and patient and role of both in assessing the 

available treatment choices and identifying which is best for the patient, recognizing 

the physician’s scientific knowledge and the patient’s preferences are at the core of 

deciding a given patient’s treatment strategy (Charles et al., 1997).  The emergence 

of MCOs in the U.S. has impacted on this dynamic and has introduced a 3rd party 

administrative channel that has become a key determinant of treatment choice given 

the use of drug formulary utilization management techniques. 

Based on the findings of a systematic review conducted to assess physicians’ ability 

to ration healthcare resources, the findings showed that in multiple countries, there 

was inconsistency across physicians and even specific to the same physician (Strech 

et al., 2008).  Physicians decision-making is influenced by a number of factors such 

as how demanding is the patient (ability to self-advocate), is the physician in or 

planning to be in a long-term relationship with the given patient which is related to the 

degree to which the physician wants to please the patient, as well as patient 

preferences and socioeconomic status.  The implications of these factors may lead 
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some physicians to manipulate the system or to not make the patient aware of certain 

options (“keeping my mouth shut”).  The systematic review highlights the: 

 conflict between physician as advocate on behalf of the patient and also the 

steward of rationing resources (reconciling the physician as defense lawyer as 

well as judge),   

 reluctance of allowing a 3rd party to interfere with the professional expertise of 

the treating physician, 

 tension between what is in the best interest of the physician vs the patient 

(namely the impact of finances on the physician based on use of healthcare 

resources), and 

 challenge of having to convey administrative decisions (“explain or justify 

decisions”) from 3rd parties that deny access to a specific type or level of care. 

 

There is a recognition of the need to ration but how to ration fairly and efficiently (Ubel 

cited by (Strech et al., 2008)).  Rationing can be implicit (physician-directed) or 

explicit (directed by the funding 3rd party).  Without clear and transparent established 

processes there is greater likelihood of unjust distribution of healthcare resources; 

with transparent processes trust “in the profession and their institution can be 

maintained” (Goold cited by Strech et al. (2008)).  This type of approach will lessen 

the distress of the physician in not having to make implicit rationing decisions.  Once 

clear guidelines are in place, deviation on a patient-specific level from the criterion will 

need to be defended through the use of scientific arguments.   

The shift from volume to value in the U.S. healthcare system will help transfer over 

time greater accountability of delivering value at lower cost to those who deliver care 

to the patients.  As stated by CMS (2015), The Medicare Access and CHIP 

(Children’s Health Insurance Program) Reauthorization Act of 2015 (MACRA) 

establishes The Quality Payment Program which has two tracks from which 

physicians can chose namely the Advanced Alternative Payment Models (APMs) or 

The Merit-based Incentive Payment System (MIPS).  The highest financial loss for 

not meeting targets can be as much as 9% of Medicare payments in the form of 
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penalties and the upside can be 9% or more in the form of additional payments.  The 

program is cost neutral which means the revenue of underperforming physicians will 

go down and the revenue of physicians who perform above the benchmark will 

increase by a proportional amount.  MIPS will be assessed on four parameters: 

quality, improvement activities, advancing care information and cost; these will be 

weighted respectively at 50%, 15%, 25% and 10%.  APMs is an alternative pathway 

to MIPS for more advanced provider groups that are able to pursue innovative 

payment models by taking on risk, delivering the highest quality standards of care 

and effectively coordinating care across multi-specialty groups.  Eligible providers 

include Physicians, Physician Assistants (Physician Associates), Nurse Practitioners, 

Clinical Nurses, Specialists, and Certified Registered Nurse Anesthetists. 

3.9 Pharmacists 

In the U.S. healthcare system, there are approximately 300,000 pharmacists with 

approximately 230,000 practicing pharmacies in the community (retail) setting 

(Bureau of Labor Statistics, 2016).  As of 2010, pharmacists in the U.S. need to 

complete a pharmacy doctoral program in addition to licensure requirements which 

include the North American Pharmacist Licensing Exam (focused on 

pharmacotherapy, therapeutic outcomes; preparing, distributing medications; 

optimizing the health of patients), the Multi-State Pharmacy Jurisprudence Exam 

(federal and state laws specific to the practice of pharmacy), and a State-specific 

Written and Practical exam (Become, 2017).  Although there are a few exceptions, in 

the U.S., pharmacists do not have prescribing authority; although supported by 

pharmacy associations it is not endorsed by the American Medical Association (Scott, 

2016).   

As stated by the American Pharmacists Association (2017), pharmacists need to 

abide by the following ethical code of conduct: 

 respect the covenantal relationship between the patient and pharmacist 

 promote the good of every patient in a caring, compassionate, and confidential 

manner 
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 respect the autonomy and dignity of each patient 

 act with honesty and integrity in professional relationships 

 maintain professional competence 

 respect the values and abilities of colleagues and other health professionals 

 serve individual, community, and societal needs 

 seek justice in the distribution of health resources 

 

Independent pharmacists contact physicians on average 9.7 times per day; 

pharmacists interact with physicians and their office staff to request a brand to 

generic change (generic switch) on the patient’s prescription or a brand to brand 

change (therapeutic switch).  In 2015, these requests were accepted 95% and 80% of 

the time, respectively (Leon Michos, 2016).  

As discussed by Rutter and Newby (2014), pharmacists should assemble a personal 

formulary conducting their own research utilizing an evidence-based medicine 

framework and then identifying which medication might be best for a given patient.  

Although the concept is focused on non-prescription medications, the concept clearly 

underscores the importance of having a drug formulary that meets the needs of the 

individual patient based on the expertise of the healthcare professional.  The 

approach of the pharmacist should be one that is based on independent assessment 

and evaluation focused on defining the patient’s medical concerns, goal of treatment, 

cataloguing available treatment options and then selecting the treatment choice best 

suited to the patient based on efficacy, safety, and cost. 

Latif (2001) speaks to the community pharmacist in the retail setting as having an 

opportunity to improve patient outcomes by working closely with the patient and the 

patient’s physician to help inform and monitor the medication treatment strategy of 

the patient.  This concept referred to as pharmaceutical care is part of many 

pharmacist professional societies credo but requires the employer of the pharmacist 

to move from a conceptual model to one that is practiced in the community pharmacy 

setting.  Community pharmacists are affected by their employers’ operating 

environment and community pharmacists with longer years of service seem to have 
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lower capacity for ethical reasoning than those with less years of service (Latif, 2001).  

The pressure of filling a specific number of prescriptions per day limits the time the 

pharmacist has to interact with patients.  This introduces ethical challenges for the 

pharmacist; as in the case of a non-compliant patient who perhaps would have been 

more compliant had they better understood how to manage the adverse events 

associated with a given medication or had the patient better understood the negative 

consequences of non-compliance (Stephanie Nam, 2016).  Based on a 2014 National 

Pharmacist Workforce Survey, 66% of pharmacists identified their work volume as 

either high or excessively high; 45% reported that their work volume had either a 

negative or very negative effect on their well-being; lastly up to 68% of pharmacists 

working in a retail setting felt that their work volume had a negative or very negative 

effect on spending time with patients (Gaither et al., 2015).  

There is a tension or balance that needs to be attained: loyalty as a virtue the 

pharmacist needs to consider as it relates to its employer vs the trustworthiness the 

pharmacist needs to have to the patient (Baker, 2013).  Patients trust their 

pharmacists however the pharmacist’s employer requires prescriptions to be filled 

based on drug formulary rules that apply based on a patient’s pharmacy benefit plan.  

All community pharmacies operate under the same requirements.   

As of December, 2013, Gallup asked consumers how they would rate the honesty 

and ethical standards of various professions in the United States (Gallup, 2013).  

Highest on the list were nurses with a rating of 82% receiving a designation of high or 

very high (other rating choices were average, low, very low).  Pharmacists were 2nd 

on the list with 70% and medical doctors were 4th on the list with 69%.  According to 

an article, (Lowery, 2013), the CEO of the National Association of Community 

Pharmacists, is quoted as saying, “The combination of their goodwill with consumers, 

extensive training, medication expertise, and easy accessibility has pharmacists 

perfectly positioned to play a larger role in the U.S. healthcare system.”  The role of 

the pharmacist from the perspective of managed care is pivotal: pharmacists are 

prompted by the adjudication system to make an intervention on the prescription that 

was written by the treating physician to switch the patient to another option based on 
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an MCO’s formulary.  The role of ethical standards and honesty can hence be 

attenuated given the operating environment within which the pharmacist operates 

without the patient fully understanding the driving forces that may be impacting on the 

pharmacist’s actions.  This is an important element given the complex contractual 

environment in which pharmacists operate.  There are a number of contractual 

arrangements that provide incentives to pharmacists that impact their compensation 

(revenue) based on the number of generics they dispense, or if they redirect a patient 

to a lower cost product, or if they complete a therapeutic switch (Schafermeyer, 

1999).  The actions pharmacists take are directed by the formulary requirements for a 

given patient that are set by the patient’s MCO; a given medication might be preferred 

by one MCO and non-preferred by another MCO.  Hence all other aspects being the 

same, the only differential factor is the drug formulary access level provided by a 

specific MCO for a given patient. 

The community pharmacist is the most accessible healthcare professional in the 

United States with 90% of Americans living within 5 miles of a pharmacy (Kelling, 

2015).  As stated by Farley et al. (2017) the improper or unnecessary use of 

medications leads to $300 billion in annual healthcare costs.  This creates 

opportunities to further leverage the community pharmacist to become an integral 

member of the patient’s health team and improve outcomes through pharmaceutical 

care management.  Farley speaks to one pilot project that was undertaken in North 

Carolina where pharmacists received additional remuneration for delivering a select 

set of services to prevent drug wastage, provide patient education and address 

proactively potential drug therapy-related problems.  Additional payments were 

provided to pharmacists based on other quality measures such as improved 

adherence, reduced use of the emergency room and hospitalization, and lowered 

overall healthcare spend.  As discussed by Trygstad (2017), the community 

pharmacist can easily become the glue that binds the system: patients see multiple 

physicians, receive multiple medications, and there is no single healthcare 

professional overseeing how the various medications are interacting with each other.  

The community pharmacist as an integrated member of the health team can help 

ensure that patients are understanding which medications are being taken for which 
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conditions and the importance of adherence to a given medication in achieving a 

specific outcome.   

The State of North Carolina, which is the birthplace of the concept of pharmaceutical 

care, has created a new designation for the pharmacist: the Clinical Pharmacist 

Practitioner (CPP) designation enables the pharmacist to prescribe medications to 

the extent there is a written protocol from a supervising physician where the 

prescribing authority is defined.  As licensed independent practitioners, the CPP’s 

role is to help manage a number of chronic care conditions including anticoagulation, 

diabetes, hypertension, and medication management for the complex patient. The 

challenge for CPPs is to establish a work flow in the community pharmacy store to 

enable these types of interactions and securing reimbursement of services from 

MCOs (Bush and Daniels, 2017).   

3.10 Employees (Insured Members) 

The results of a survey that was conducted with employees of a self-insured 

employer, a large university in Pennsylvania, showed that 44% to 48% of 

respondents indicated that their perceived understanding of prescription drug 

coverage was poor to fair with three-fourths of these responses stating their 

perception was fair (Miller and Desselle, 2005).  Although all employees received 

written communication about their pharmacy benefits, only 64% to 66% indicated 

having received such information which underscores the difference between what is 

done by the employer vs what is the perception of the employee: a disconnect 

between reality and perception.  The paper talks about the potential implications of 

employees making a poor selection choice of benefit coverage (lower premium that 

provides less coverage) due to a lack of information or understanding of the potential 

implications of their benefit choice; this can lead to access restrictions when care is 

needed that may negatively affect outcomes.  The paper also highlights that the 

wording of benefit explanations may not be discernible to employees as reference 

materials tend to use language that may be confusing to the employee (“industry 

jargon”).  It is important to note, that for this study, the majority of survey respondents 

were females, actively employed, who considered themselves in good or very good 
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health.  One would surmise that females who participated in this study, who are better 

educated and compensated than the average American, would have a better chance 

of understanding the specifics of pharmacy benefits and yet even among this study 

cohort they were not that good.  Below is a list of some of the questions to which the 

majority of respondents did not answer the question correctly: 

 Generic drugs are not available until the original brand name comes off patent 

and cost less due to fewer research and advertising costs (48% answered 

correctly) 

 I pay one price for generics, a higher price for brand name drugs on the 

preferred list, and an even higher price for brand name drugs not on the 

preferred list (24% answered correctly) 

 A health insurance company often refers to a list of preferred drugs as a 

formulary hired by my insurance company (24% answered correctly) 

 The list of preferred drugs is developed and maintained to ensure standard 

benefits, control costs and minimize premium increases, and ensure quality 

drug use (28% answered correctly) 

 My employer pays the largest portion of the cost for most prescription drugs 

obtained through my prescription drug plan. (23% answered correctly) 

 

The above findings are placed in further context by Williams et al. (1995); in their 

study where they found that 42% of patients surveyed did not understand instructions 

related to their medications and that 43% of survey patients had low levels of health 

literacy.   

Korobkin (2013) speaks to neoclassic economics and how it identifies rational choice 

as one that seeks out an efficient trade-off in order to maximize subjective expected 

utility.  However, consumers, will likely forego care when costs are higher than 

expected and patients are not proficient at identifying between high and low value 

services.  Hence patients might not be adherent with a medication to save the cost of 

the prescription which will eventually lead to more expensive utilization of healthcare 

resources (additional physician visits; ER use): “most consumers, as boundedly 
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rational decision-makers, would be particularly bad at making efficient trade-offs 

when asked to make point-of-service medical care decisions”.  In addition, less than 

50% of medications prescribed by physicians to their patients have evidence on their 

efficacy and a significant number of clinical treatment guidelines are consensus 

driven and not based on scientific facts.  Hence, contract terms between MCOs and 

their members are critical as they define coverage limits; if a medication is deemed 

medically necessary, a patient will be able to most likely gain access to the 

medication through an independent external review process, unless the contract 

excludes coverage.  Insurers in concept however have a moral hazard to limit access 

to care once the insurance premium is collected as it allows them to retain more of 

the dollars which in turn impacts the bottom line.  

There have been a number of studies that have shown the impact of pharmacy 

benefit design on patient use of medications.  One such study by Huskamp et al. 

(2003) showed the effect of copay design changes of employers on utilization of 

medications by their employees in each of three classes: statins, proton pump 

inhibitors and ACEs.  One employer studied changed plan design from a 1-tier plan 

(all covered lives paid the same copay irrespective of the medication) to a 3-tier 

design that had different copays for each of the three tiers; each of the tiers had 

higher copays than the 1-tier plan design ($7 vs $8, $15, and $30, respectively).  

Utilization patterns of Tier 3 drugs for this employer changed remarkably with many of 

the members switching to a medication with a lower copay (~42% of those taking 

ACEs, 35% of those taking proton-pump inhibitors, and 49% of those taking statins) 

as compared to the control group (~4%, 2%, and 17%).  In addition, twice as many 

employees of this employer discontinued use of Tier 3 statins and ACE drugs, 

discontinuing use of drugs in the class, as compared to the control group. 

In another similar study by Huskamp et al. (2005), an analysis showed that 

implementing a 3-tier drug formulary decreased the probability of using a given 

medication by 17% and that there was a decrease in total medication spend of 20% 

with significant cost-shifting to the patients’ families vs the MCO.  The implications of 

cost-sharing is not insignificant, even for conditions that are typically considered life 



125 
 

 

or death, such as oncology where it has been shown that patients do not pick-up their 

medications at the pharmacy counter once they have been filled by the pharmacist 

(Streeter et al., 2011).  The “abandonment rate” was different by almost a factor of 4 

with 6.4% of patients not filling their Rx with copays of less than $100 as compared to 

24.7% of patients not filling their Rx when their copays were $500 or more.  A 

systematic review of the literature showed the implications of formularies on four 

different attributes including medication adherence, clinical parameters, system costs 

(economics) and healthcare resource utilization (Happe et al., 2014).  As shown in 

the illustration below (Figure 3.12), the negative impact was greatest on adherence 

with the impact negative or neutral the majority of the time for the remaining three 

attributes measured.  Of the studies identified through the SLR, relative to the types 

of drug formulary restrictions, 60.2% were through cost sharing, 21.5% through prior 

authorizations, 8.6% through step therapy, 7.5% through a preferred drug list, and 

2.2% through quantity limits. 

 

Figure 3.12 Implications of formularies on patient outcomes stratified by types of outcomes.   

Adapted from Happe et al (2014). 
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3.11 Conclusion 

The U.S. healthcare system, similar to other markets around the world, sets 

parameters within which a physician can operate.  Even though treating physicians 

are the scientific experts recognized by society as best understanding the clinical 

needs of their patients in their offices, access to prescription medications is impacted 

upon by MCOs through the use of formularies.  MCOs do not know the patients 

personally; they are statistical references, however through the use of a variety of 

drug formulary techniques utilized by MCOs, the patient’s ability to access 

prescription medications is affected: namely the patient’s ability and willingness to 

pay for medications through cost-sharing, especially on the higher tier levels; as well 

as the requirements imposed on access through step edits and prior authorizations.   

Physicians need to ensure that their trust with patients is protected; therefore, 

physicians need to take time to explain to their patients the choice of medication 

being recommended for treatment and how (if) the formulary has affected the choice 

of the prescribed medication.  A complicating factor is the true net cost of a 

pharmaceutical product to the health system is not known by prescribers nor the 

other stakeholders with the exception of the MCO who has contractual relationships 

with the pharmaceutical manufacturers through which the acquisition cost of a 

medication can be significantly reduced.  Hence even though cost-effectiveness is not 

included at the national level (for example, PCORI assesses comparative 

effectiveness only), medical societies such as the American College of Physicians 

(ACP) and the American Society of Clinical Oncology (ASCO) encourage their 

physician members to take cost to the patient into account when prescribing a 

medication.  The additional complicating factor is that the cost to the patient for the 

same medication will vary depending on which MCO the patient is a member of; even 

within the same MCO there may be a difference in access levels to a given 

prescription medication based on the specific benefit design of a given plan.  

Employers, who provide the bulk of medical and pharmaceutical coverage to the 

working class of Americans, ultimately decide which benefit plan they will make 

available to their employees which affects a given prescription medication’s formulary 
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status and the ability or the willingness of the patient to be able to then take the 

prescribed medication.   

Employers, who are not scientific experts, with input from the MCO, ultimately 

determine the drug formulary for their employees.  Physicians, pharmacists and 

insured members then need to assess the best possible prescription medication 

choice given the patient’s medical status, characteristics and ease of access within a 

given formulary.  Ultimately drug formularies affect clinical, humanistic and economic 

outcomes; not all patients with the same condition and the same patient 

characteristics will have equal access to FDA approved medicines.  This is the 

challenge within society where allocation of resources needs to be in context of the 

financials as it pertains to employers, MCOs, physicians, pharmacists and insured 

members.  In Chapters 5 and 6, the data collected through primary research will be 

presented and analyzed. 

Comparative effectiveness research is a focus of the system to help identify 

medications that are most appropriate for treating the patient that is representative of 

the various clinical trials conducted by manufacturers to demonstrate the efficacy of 

its product in context of a specific treatment strategy.  However patient uniqueness 

cannot be overlooked and to the extent a given patient is not representative of the 

study population the current system does not provide the same level of access as to 

the patient that is representative of the study population.  For patients who are able to 

achieve the intended treatment objectives set in concert with their physicians at the 

lowest cost treatment option, these patients do not experience any inequities.  

Patients who need to pay additional out of pocket costs, patients who need to delay 

their treatment option because they either cannot afford the more expensive 

treatment (the MCO will not cover the product or the copay is too high) or because of 

the additional time delays imposed by MCOs until the Prior Auth is approved or the 

SE is satisfied, these patients will not be able to achieve their intended treatment 

goal.   

From an act utilitarian perspective this does not maximize the good in a technical 

sense because not all patients are treated equally; the patients who are same in all 
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regards except for their physiology and how they respond to a given medication, will 

be potentially at a disadvantage.  From a deontological perspective, the person who 

does not respond could be seen as a means to an end, as premiums are kept down 

by instituting greater out of pocket costs for more expensive medications or because 

certain medication access will be curtailed or slowed.  From a virtue ethics 

perspective, the characteristics of the access decision-makers are focused on making 

the overall plan affordable to the insured members and maximizing profits for 

shareholders; recognizing that the system cannot always allow for the best 

medication to be accessed.  The individual patient effect as a consequence of the 

drug formulary is not known to the MCO and employer access decision-maker; the 

patient is a faceless statistic and hence the decision-maker is able to reduce emotive-

driven attributes such as kindness and benevolence.  With regards to biomedical 

ethics: autonomy of decision-making is infringed when the patient is unable to access 

the medication he and the treating physician would prefer and recommend, 

respectively; beneficence may be compromised at the patient-level as the best care is 

not provided but at the population level at the same time beneficence is satisfied to 

the extent that the average patient is able to get the necessary care without incurring 

additional costs to the covered population; there is a degree of maleficence when a 

patient suffers worse health outcomes due to the lack of formulary access to 

prescription medications that is best suited to his specific medical needs at a given 

time; and hence justice could be seen as infringed upon as well at the patient level.  

Prescription medication access is driven by a focus on the use of evidence-based 

medicine, and recognizing that employees will have access to medicines through 

formularies based on the value of the insurance purchased by their employers and 

the employees’ willingness to incur additional out of pocket costs above and beyond 

the cost of the premium.  The U.S. healthcare system has not explicitly defined what 

is the minimum level of acceptable formulary access to prescription medications and 

the system does not require that patients who do not benefit from the lowest cost 

option to be allowed access to the more expensive medications at the lower cost 

level.  Rather the system requires focused efforts from members of the community, 

including the physician leadership, to bring forward information to those individuals 
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who are able to make legislative changes or to put enough public pressure on 

decision-makers so that changes are made that protect or positively impact on the 

inidividual patient.  The subsequent changes then affect the population at large.  

Distributive justice recognizes that patients get what they pay for; autonomy allows 

independent decision-making but there are economic consequences to the decisions 

made which hence informs the decisions taken.  Physicians can only prescribe what 

patients can afford to fill, and given there is no acceptable minimum, the physician’s 

duty is to ensure the patient is well-informed, that the physician does not make a 

treatment strategy with the intention to have personal gain at the expense of the 

patient, and that the physician advocates on behalf of his patient to the best of his 

ability to prevent any maleficence.     
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Chapter 4: Materials, Methods and Data Analysis 

 

4.1 Study Objective and Research Question 

This chapter reviews the materials, methods and data analysis undertaken for this 

thesis.  The study objective of this thesis is to develop a conceptual framework and 

substantive theory to help advance the use of ethics in community-based commercial 

drug formulary decision-making.  The study objective is addressed through the 

following two-part research question: (1) What are the perspectives of the core 

decision-makers (Employer Benefit Design Decision-makers, Managed Care P&T 

Committee Members)  and affected end-users (Community Practicing Physicians, 

Community Retail Pharmacists, Insured Members (employees)) as it relates to 

community-based commercial drug formulary decision-making?, and (2) What are the 

ethical implications of these identified perspectives?  As a reminder to the reader, as 

discussed in the introduction to the thesis, the access decisions made by the MCO 

P&T Committee Members (MCOP&Ts) and the Employer Benefit Design Decision 

Makers (EBDDMs), collectively referred to as the Core Decision Makers (CDMs), 

impact upon Community Practicing  Physicians, Community Retail Pharmacists and 

the Insured Members (Employees), collectively referred to as the Affected End Users 

(AEUs).  For ease of reference, the term Professional Group will be used to identify 

collectively EBDDMs, MCOP&Ts, Community Practicing Physicians and Community 

Retail Pharmacists.  The schematic below, Figure 4.1, restated from Chapter 1, helps 

visually show the groupings described above. 
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Figure 4.1  Visual representation of stakeholders included in the thesis:  
Core Decision-makers (CDMs) and Affected End-users (AEUs) 

For specificity, the focus of the research is limited to insured members (employees) 

who receive their insurance coverage from their employers; although the findings as it 

relates to MCOs, community practicing physicians and community retail pharmacists 

could have applicability beyond the immediate focus of the thesis and extend to the 

broad U.S. population.  

The sections within this chapter include content specific to materials & methods as it 

relates to the underlying research design and qualitative research method, data 

collection, data analysis, and the literature review that informed this thesis. 

4.2 Research Paradigm and Methodology  

Lever (2013) speaks to the point that a strong research design needs to be based on 

a paradigm that is aligned to the researcher’s perspective with regards to the nature 

of reality.  A paradigm can be considered a set of beliefs or worldview by which one 

interprets the world around them (Kivunja and Kuyini, 2017).  Three aspects are 

highlighted as it relates to a given paradigm, namely, epistemology (how one 

acquires knowledge), ontology (how one defines reality), and methodology (research 

design and methods).  For purposes of this thesis, the following paradigms were 

considered by the PhD Researcher: positivist/post-positivist, constructivist 

(interpretivist), and critical (transformative). 
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 The positivist paradigm, as discussed by Kivunja and Kuyini (2017) and 

(Denzin and Lincoln, 1994, pp. 105-117), is a scientific approach to inquiry 

that attempts to ascertain cause and effect, based on interpretations of 

measurable data points and facts.  This paradigm centers around hypothesis 

verification and arrives at conclusions through deductive logic and 

mathematical formulas, identifying factors that impact outcomes and have 

predictive power.  As it relates to epistemology, positivism is based on 

objectivity and the methodology is that of quantitative experimental designs.  

In this paradigm of naïve realism, the researcher is able to undertake the 

study without being influenced by the object of the study or influencing the 

object of the study.  A derivative of the positivist paradigm is the post-

positivist paradigm (critical realism), where the researcher looks to 

understand the perspective of the study participants to gain an 

understanding of their actions.  There is recognition that unlike the natural 

sciences, the social sciences are not void of values which are subjective and 

therefore reality can only be approximated and not fully known; however as it 

relates to epistemology, objectivity of the researcher is attempted to be 

maintained and methodology can be qualitative with a recognition that the 

hypothesis is not absolute but fallible.  

 

 The constructivist (interpretivist) paradigm as discussed by Kivunja and 

Kuyini, is designed to understand the perspectives of the study participants 

based on their experiences (expertise) relative to the study question.  It relies 

on interpretation of the findings through the lens of the researcher; there is 

not one reality but rather multiple realities that emerge through the 

interaction of the researcher and the study participants; however it is 

important to ensure the perspectives of the study participants are well 

understood.  As it relates to epistemology, the constructivist (interpretivist) 

paradigm is based on subjectivity and the methodology is naturalist (data 

gathered through interviews with the researcher being a participant 

observer).  Distinctions can be made between interpretivism and 
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constructivism.  Although both paradigms adhere to a subjectivist 

epistemology, ontologically, interpretivism can be considered relativist and 

constructivism can be considered critical realist.  Constructivism 

acknowledges that the findings are constructs of the interaction of the 

researcher and the participants relative to their social situation; in 

comparison, interpretivism constructs emerge from the researcher 

interpreting the data (Levers, 2013). 

 

 The critical (transformative) paradigm focuses on the social sciences and 

deals with concepts that relate to oppression and democracy, looking to 

create change as it relates to social justice.  Critical paradigm examines the 

social interactions between the various stakeholders involved in a given 

study (Bohman, 2005).  Knowledge is taken to be historical in nature and 

informed by human interests which are varied, exposing underlying problems 

of established aspects in society to aid the oppressed (Friesen, 2008).  As 

mentioned by Kivunja, as it relates to epistemology it is transactional and the 

methodology is dialogic. 

 

The constructivist paradigm most completely reflected the PhD Researcher’s 

worldview and hence was the underpinning for the research methdology chosen.    

 

Grounded Theory (GT) was selected as the research methodology given the study 

objective was to develop a conceptual framework and susbstantive theory to help 

advance the use of ethics in community-based commercial drug formulary decision-

making in the U.S. healthcare system due to the lack of research in this area.  The 

use of GT by the PhD Researcher was to uncover the various stakeholders’ 

perspective as it relates to access-related decision-making; how the perspectives of 

each stakeholder intersect with each other and the resultant implications of the 

application of ethical theories to drug formularies (utilization controls) and overall 

access to presciption medications.  GT is the most popular qualitative method within 

healthcare research when the researcher is looking to understand data inductively 
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and looking to postulate how concepts interrelate for a given topic on multiple levels 

hence developing an emerging theory (Morse et al., 2009).  GT enables the 

researcher to capture the perspectives of the various involved stakeholders as it 

relates to a topic not previously studied (Foley and Timonen, 2015).  It is important to 

start with no theory and hypothesis, while maintaining flexibility in the research 

approach (Lawrence and Tar, 2013). 

 

GT has different meanings to different researchers and can be interpreted as a 

research methodology or a research method (Walsh et al., 2015).  As discussed by 

Walsh, GT addresses not only the process by which research is undertaken, it also 

speaks to the output of the research which is a theory based on the data uncovered 

through the research itself.  It is a research method that facilitates discovery through 

the data collection and analysis process which in turn produces patterns of data that 

informs the development of a conceptual framework and substantive theory.  Different 

variations of GT, however, have different philosophical underpinnings. 

 

As discussed by Fernandez (2012), the first variant of GT was brought forward by 

Glaser in 1965 and Glaser and Strauss in 1967; this initial variant, which is referred to 

as Classical Grounded Theory (CGT), was then modified by Strauss and Corbin 

(initially known as qualitative data analysis but eventually referred to as Straussian 

Grounded Theory, SGT).  Two additional variations of GT, identified by Fernandez, 

was Feminist Grounded Theory and Constructivist Grounded Theory (developed by 

Wuest and Charmaz, respectively).  Feminist Grounded Theory was developed for 

research in the nursing profession to elevate the voice of the female healthcare 

professional in a male-dominated healthcare environment (Wuest, 1995) and is 

outside the scope of this thesis; it is only mentioned here for completeness. 

It is important to note that there are aspects across CGT, SGT and Charmaz’s 

Constructivist GT that converge as well as elements that diverge (Kenny and Fourie, 

2015).  All GT approaches ascribe to theoretical sampling, data saturation, constant 

comparisons, memoing and susbstantive theories.  The point of divergence in these 

three approaches to GT are around coding, their perspectives on the research 
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paradigm (positivist, post-positivist and constructionivist, respectively) and the use of 

literature.   

Glaser’s CGT postulates that data solely drives the emergence of categories, 

inductively derived from the data; whereas SGT postulates the emergence of 

categories during theoretical sensitivity in part informed by the researcher’s 

perspective and experience. (Kelle, 2007); (Gentles et al., 2014).  As noted above, 

the objectivist (positivist /post-positivist) view stipulates that there is an absolute truth 

that will be discovered through the research process.  It assumes there will be no bias 

on the part of the researcher and a theory will be discovered purely on the discovered 

facts (Taghipour, 2014).  A post-positivist approach is aligned with the methodology 

of CGT.  In contrast, the interpretivist view believes that the findings are subjective 

based on the experiences of the various stakeholders relative to their own realities, 

thereby, the findings are interpreted by the researcher through the construction of the 

stakeholder perspectives as it relates to their personal experiences.  This is reflective 

of SGT.     

The PhD Researcher used the GT methodology that is described by Charmaz which 

recognizes that the PhD Researcher’s interpretation of the data is part of the findings 

and conclusions and not separate from the interpretation (Charmaz, 2014, p. 239).  

This approach is considered constructivist, looking for interpretations of the data, 

putting the data together, in an iterative approach, to fit into an overall arching 

framework rather than just reporting on the data (Furniss et al., 2011).   Additionally, 

the coding approach described by Charmaz provided enough descriptive guidance to 

the PhD Researcher, as opposed to CGT were there was not enough guidance.  

Charmaz utilizes initial and focused coding as opposed to SGT which utilizes open, 

axial and selective stages of coding; the latter coding approach is very prescriptive 

and additionally doesn’t consider that the researcher is part of the co-construction of 

the codes.  Adopting an SGT approach would have potentially limited the creativity of 

the PhD Researcher to assimilate the data and identify the emergent codes and 

categories. 
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A two-step process was undertaken.  Firstly, analysis of the perspectives of the 

CDMs and AEUs as it relates to community-based commercial drug formulary 

decision-making in the context of ethical theories and principles was undertaken to 

inform the development of a conceptual framework. Secondly, a literature review 

informed by the conceptual framework led to the development of a substantive 

theory.  As described by Charmaz (2006, p. 166) undertaking a literature review after 

completing analysis of the primary reseach strengthens the findings of the research 

and the credibility of the researcher.  The specifics of the literature review is 

discussed in more detail in Section 4.6. 

Other research approaches that were considered but not utilized in this thesis are the 

following: 

 Thematic analysis is a tool to help identify patterns that are contained within 

the data as it relates to a specific phenomenon.  Thematic analysis can then 

be applied in different research methods (Braun, 2006).  Thematic analysis is 

an approach that enables the generation of a list of themes that tells a story 

(Braun et al., 2014, pp. 95-114).  Elements of thematic analysis are 

encompassed within GT regarding the basic principles of coding and 

categorising, however, GT involves a more inductive systematic approach to 

coding and categorising leading to the development of a theory. 

 Interpretative Phenomenological Analysis (IPA), focuses on analyzing study 

participants life experiences specific to the research question being studied 

(Callary et al., 2015).  IPA is the study of phenomenology through 

hermeneutics (interpretation) as it relates to understanding how things appear 

to individuals through their personal lived experiences; the researcher tries to 

understand the experience from the perspective of the individual study 

participants through discovery and analysis of single cases in their unique 

context known as idiography (Pietkiewicz and Smith, 2014).  IPA was not used 

by the PhD Researcher as the study was not focused on shared life 

experiences. 
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 Critical discourse analysis is the analysis of text (written or spoken; read or 

heard) and how it applies in various social contexts (Miller, 1997).  Given the 

emphasis of this type of analysis is on language and communication 

(Fairclough et al., 2011), it was deemed by the PhD Researcher to not be 

relevant to the topic of this thesis. 

4.3 Data Collection 

4.3.1 Recruitment & Research Format 

The PhD Researcher’s employer provided access to a panel of research participants 

specific to the Professional Group.  From this panel the PhD Researcher was able to 

select study participants who had interest in participating in a discussion on the topic 

of the research that matched the inclusion criteria specified by the PhD Researcher.  

The research with the Professional Group was double-blinded by design (1:1 phone-

based interviews) as detailed in the approved IRB (internal review board) application.  

Double blinding ensured that study participants spoke more freely about their 

perspectives and business practices; given anonymity provided by double blinding, 

study participants were able to speak more freely about their daily experiences in 

their respective professions without concern for making compromising statements 

that would be traceable to a specific event, patient or company.  Insured Members 

were not double-blinded given by definition the format of focus groups cannot be 

double-blinded (also for this study, the PhD Researcher was the moderator of the 

focus group).  Also the participants of the focus groups were from the PhD 

Researcher’s employer and hence were part of the same industry (pharmaceutical 

industry).  The PhD Researcher recognizes that having focus group participants from 

only the pharmaceutical industry potentially biases responses for this particular 

stakeholder group but the Insured Members stakeholder group was not the focus of 

the thesis rather it was included for comprehensiveness (completeness).  At the same 

time, all employees of any employer are equally affected by their employer’s decision 

around drug formularies and to that extent, the focus groups included in this thesis 

are representative of employees in general.  Additional details for the Professional 

Group and Insured Members are provided below. 
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4.3.2 EBDDM, MCOP&T, Community Practicing Physician and Community 

Retail Pharmacist Study Participants (Professional Group) 

One-on-one phone interviews were conducted with study participants who were 

identified through the use of a 3rd party based on the study inclusion criteria.  The 3rd 

party contacted, by email, study participants who met the screening criteria, and 

gained their consent to participate in the research.  Upon receiving consent to 

participate, study participants received a copy of the study materials through the 3rd 

party which included a brief overview of ethical theories and principles applicable to 

the research, the discussion guide, and case studies (included in Appendix B, C, and 

D).  Each participant was assigned a tracking code: the code identified the type of 

stakeholder (MCOP&T, EBBDM, Community Practicing Physician and Community 

Retail Pharmacist) and a sequential number starting with the number 01, which 

indicated their position in the interview queue within the given stakeholder type.  This 

allowed the PhD Researcher to match a given study participant’s response with his or 

her professional profile (basic non-identifying descriptive profile relative to the study 

participant’s profession); no personal identifying information of the study participant 

was made available to the PhD Researcher.  Once a study participant consented to 

the study, the 3rd party set-up a calendar invite for both the PhD Researcher and the 

study participant.  The study participant and PhD Researcher called a toll-free 

conference call-in number at the scheduled time and the interview was recorded.  

The study participant was reminded through a pre-recorded prompt at the beginning 

of the call that the interview was being recorded.  Study participants had the ability to 

terminate their participation at any point during the interview; all study participants 

completed the phone interviews in their entirety.  Phone interviews lasted between 90 

minutes to approximately 2 hours.  All phone interviews were completed within 6 

months of IRB approval. 

4.3.3 Employees (Insured Members) 

To gain a glimpse of the perspective of Insured Members, employees of a mid-sized 

pharmaceutical company based in Illinois were invited to participate in a focus group.  

The PhD researcher recognizes this might have introduced bias into the responses of 
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the focus group participants given the participants were employees of a 

pharmaceutical company however the implications of drug formulary coverage, from 

the perspective of the PhD Researcher, still equally affect all employees irrespective 

of the industry represented.  Engaging with the PhD Reseacher’s employer’s 

employees’ enabled the PhD Researcher from a logistics perspective to gain access 

to a group of Insured Members including a location to host the focus groups and allow 

for the discussions to be recorded.  Two separate focus groups were held on August 

29th and Sept 2nd, 2014.  The focus groups were approximately 2 hours in duration 

and were recorded (participants consented to the recordings); focus groups were held 

at the end of the work day.  Focus group attendees were invited by a colleague of the 

PhD Reseacher who worked for the same pharmaceutical company.  The PhD 

Researcher requested the colleague to invite a number of participants; these 

participants were invited by the colleague and the names of the participants were not 

known to the PhD Researcher until the attendees accepted the invitation to 

participate.  This approach was taken to ensure invitees did not feel compelled or 

obligated to participate in the focus groups, which might have been the case if the 

PhD Researcher had extended the invitation directly.  The colleague who extended 

the invitation to the focus group attendees did not participate in the focus groups.   

Below, in Table 4.1, is a summary of the stakeholders interviewed to complete the 

primary research that informed the writing of this thesis. 
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Table 4.1  Summary of stakeholders interviewed to complete primary research 

Stakeholder Type of 

Interview 

Number 

completed 

Relevance to the drug formulary 

MCO P&T 

Committee 

Member 

1:1 Phone 

Interview 

10 The committee member that makes the determination of what is 

included on a drug formulary and is considered by the employer 

to have the relevant expertise to make the determination. 

Employer 

Benefit Design 

Decision-maker 

1:1 Phone 

Interview 

10 The person who works for the employer who has responsibility 

to make decisions on which MCO to contract and what type of 

benefits to offer to the employer’s employees including the 

specifics of the drug formulary. 

Community 

Practicing 

Physician 

1:1 Phone 

Interview  

10 The medical professional who treats the insured member and 

will be affected by the patient’s drug formulary when making a 

decision on which medication to prescribe the patient. 

Community 

Retail 

Pharmacist 

1:1 Phone 

Interview 

10 The healthcare professional (pharmacist) who fills the patient’s 

prescription at the community (retail) pharmacy. 

Insured 

Members 

(Employees) 

Focus Group 2 Focus 

Groups (N=6, 

N=5) 

The employee whose drug formulary coverage will determine 

the patient’s out of pocket costs for filling a given prescription 

and whether the patient is able to get coverage for the 

prescription medication based on the MCO’s formulary utilization 

controls. 

 

The research for this thesis was approved by the RCSI Research Ethics Committee 

(Applicant ID 000872b); a copy of which can be found in Appendix H.    

4.3.4 Data Collection Tools   

The discussion guide was designed to help uncover opinions and experiences of the 

study participants, to better understand the differences of the study participants’ 

perspectives of value drivers to help identify codes, categories and concepts by 

distilling the complexity of thoughts that surround the issues that were explored in the 

research.  Given the complexity of ethics, qualitative interviews were used to help 

understand the why behind respondents answers (Langone, 2008).   

In-depth interviews have been shown to be an effective method when dealing with 

subjective and emotive topics (Family Health International, ND).  The PhD 

Researcher used an informal, friendly interview style to establish rapport, build trust 
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and create a safe environment for the study participants to offer their uncensored 

perspectives (Fontana and Frey, 1994).  The use of 1:1 standardized open-ended 

interviews (phone-based) allowed for flexibility (probing further based on initial 

responses) to better understand interconnections of ideas and beliefs, enabling 

effective interpretation of facts and observations to generate insights in an effort to 

advance knowledge on the subject matter.   

The discussion guide for use with the Professional Group consisted of a set of 

questions that covered a range of topics as it relates to ethics, morals and justice to 

help identify the perceptions of the study participants relative to ethical implications as 

it relates to access to prescription medications through the use of community-based 

commercial drug formularies by MCOs (utilization controls).  There was also 

reference to four short case studies (vignettes) that covered off on each of the 

following: Smoking Cessation, Overactive Bladder, Prostate Cancer and Quality of 

Life.  These were designed to allow the PhD Researcher to identify any additional 

insights as it relates to the research topic by humanizing the illustrative patient whose 

treatment is potentially affected through the use of drug formularies.   

Most study participants commented on the thoroughness and comprehensiveness of 

the discussion guide and acknowledged that this was a topic that was not thought of 

in their everyday daily activities as it relates to drug formulary decision-making and 

that perhaps it should become more central to their way of thinking. 

4.3.5 Study Sample Inclusion Criteria 

Requirements for the Professional Group study participants to be included in the 

discussions were as follows: (1) EBDDMs who had responsibility within their 

organization in selecting the benefit plan and MCO that employees are provided that 

in turn determines drug formulary coverage levels to presription medications and who 

have been in such roles for at least three years; (2) MCOP&Ts who had responsibility 

within their organization in selecting medicines on drug formularies and who have 

been in such roles for at least three years; (3)  community practicing physicians who 

treated patients included in the case studies (specific to overactive bladder and 

prostate cancer) hence board certified internists or urologists who had active medical 
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practices (see at least 30 patients each week) and had practiced medicine for at least 

three years with at least 50% of their patients enrolled in MCOs; (4) pharmacists who 

were actively employed as community pharmacists for at least three years who filled 

and dispensed medications in a retail community setting.  The insured members were 

employees at a major employer who had health insurance provided for them by their 

employer.   

4.3.6 Study Sample Exclusion Criteria 

Exclusion criteria by each stakeholder group were as follows: 

 MCOP&Ts: who had less than three years of experience in the role to 

ensure participants have a significant level of experience and exposure to 

various prescription drug reviews to inform their perspective. 

 EBDDMs: who had less than three years of experience in the role to ensure 

participants have a significant level of experience in selecting benefit plans 

and MCOs for employees. 

 Physicians: who had less than three years of experience, were not board 

certified internists or urologists, did not have an active practice, who saw 

less than 30 patients per week, and who had less than 50% of their 

patients enrolled in managed care, to ensure physicians had a broad 

patient base and experience in utilization controls bestowed upon 

physicians, pharmacists and patients by MCOs in influencing prescription-

related behaviour (writing, dispensing, filling respectively). 

 Pharmacists: who had less than three years of experience as a community 

pharmacist in a retail setting involved in filling and dispensing medications 

to patients in the retail community setting to ensure pharmacists had 

experience in utilization controls bestowed upon pharmacists, physicians 

and patients by MCOs in influencing prescription behaviour. 
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4.3.7 Purposive and Theoretical Sampling 

The sampling methodology was purposive in that the research participants included 

in the study either had extensive knowledge of how access to medicines is decided 

relative to their functional area of expertise, namely EBDDMs and MCOP&Ts 

(collectively referred to in this thesis as the CDMs); or how decisions affect the 

practice of medicine and the filling / dispensing / use of particular prescriptions (this 

group of stakeholders collectively referred to in this thesis as the AEUs).  The study 

participants that comprised the Professional Group (EBDDMs, MCOP&Ts, 

Community Practicing Physicians and Community Retail Pharmacists) were selected 

based on specific experiences (also known as a critical case sample) and special 

expertise (also known as a key informant sample) (Marshall, 1996). 

 

As discussed by Charmaz (2014), theoretical sampling was achieved through 

tehcniques that are consistent with GT methodology, namely constant comparison of 

codes and categories, memoing and moving across the various stakeholder groups 

included in this study to understand how patterns of data emerged from the analysis 

of the interviews and subsequently the literature review.  These elements are more 

fully discussed in section 4.4.3 and Section 4.6.  In addition, the diversity of 

stakeholders included in the Professional Group as well as the Insured Members 

(Employees) by which a variety of expertise were represented, and opinions and 

perspectives gathered, also enabled theoretical sampling (Starks and Trinidad, 2007). 

4.3.8 Sample Size 

The primary research (purposive in nature) conducted by the PhD Researcher is non-

probabilistic (selection based on screening criteria within 5 stakeholder categories 

that are each, relative to themselves, homogeneous) to understand the majority of 

opinions on the issues of ethical constructs as it relates to the community-based 

commercial drug formulary decision-making process.  Majority in this case is defined 

as 50% or more of the population having a specific perspective on the questions that 

were asked during the interviews.  Hence, the probability of missing a particular 

theme as observed in the data would be 0.001 (DePaulo, 2000).  In another study 
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done on reproductive health research in two countries in Africa that interviewed 60 

women, 73% of all codes had been identified by the 6th interview and 94% of the high 

prevalence codes.  The conclusion was that for homogenous groups a sample size of 

6 would lead to development of meaningful themes and interpretations (Guest et al., 

2006).  Based on this statistic, an N of 10 was selected by the PhD Researcher to 

help ensure data saturation within any given category of stakeholders; although the 

concept of data saturation is not well understood and subjective (Mason, 2010). 

    

4.4 Data Analysis 

4.4.1 Transcription of recordings 

Phone interviews and the focus group discussions were subsequently transcribed to 

ensure that insights are optimized (Charmaz, 2014, p. 136).  Each wav file / 

transcribed word document included a unique identifier by stakeholder group which 

enabled the PhD Researcher to identify the stakeholder group (for example, the 

EBDDM) and the order in which that particular stakeholder was interviewed 

compared to others in the stakeholder group (01, 02, 03…).  The PhD Researcher 

quality checked each transcription by listening to the wav file (utilizing the Express 

Scribe Transcription Software) and checking word for word the transcription 

document vs the wav file.  Corrective changes were made in the transcribed word 

document as needed to ensure accuracy when compared to the wav file. 

Once the PhD Researcher completed a quality control review of the transcripts, the 

transcripts were then loaded into NVivo 10 (later updated to NVivo 11) and coded (by 

line or by paragraph, based on the relevant content of the discussion); the emergence 

of higher order codes and categoires were driven through the analysis of the 

narratives through use of memo-writing (Holton, 2007).   

The PhD Researcher was self-aware that throughout the research process, the PhD 

Researcher was an active part of and interactive with the research data (Cutcliffe, 

2000).  Memoing, as explained below, helped with the reflexive aspect of the 

research analysis to help segment or separate the perspective of the researcher from 
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the findings based on the perspectives of the study participants (Starks and Trinidad, 

2007).   

4.4.2 Reading of Transcribed Interviews / Interview Notes / Memoing 

The PhD Researcher read each transcribed word document and corresponding notes 

(notes that were taken by the PhD Researcher during each interview).  PhD 

Researcher prepared a summary memo of each interview to summarize top line the 

key points made by each study participant.  This approach allowed for the PhD 

Researcher to have mastery of the research data and allow for complete immersion 

into the perspectives provided by the study participants that were interviewed.  

Memoing continued after coding was completed for a given study participant interview 

to enable deeper immersion into the data (Holton, 2007).  Specific to data collection 

and analysis, theoretical sensitivity was undertaken by using gerunds and memoing 

as this approach takes the PhD Researcher from a static mindset to analysing actions 

(Charmaz, 2014, p. 245).  Coding in gerunds is a process by which the researcher 

codes in words that are verbs ending in ‘ing’; this approach allows the researcher to 

think in terms of actions which allows the researcher to get closer to the data and its 

implications (Charmaz, 2014, p. 121).  Theoretical sensitivity was also achieved by 

reading relevant literature which afforded the PhD Researcher the necessary 

background understanding of ethical theories and principles relevant to this thesis.  

The background literature related to ethical theories and principles as well as the 

professional and personal experience of the PhD Researcher, enabled the PhD 

Researcher to surface the prominent findings from the data, through analysis and 

interpretation (Straus and Corbin, 1990, p. 41). 

4.4.3 Development of the Conceptual Framework: Coding of Primary Research 

Data and Data Analysis 

NVivo (version 10, later upgraded to version 11) were used to analyse the study 

participant data. 

As discussed in Section 4.2, the GT method utilized by the PhD Researcher was 

consistent with that of Charmaz’s approach to constructing GT.  In the initial stage of 
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coding, over 500 codes were identified.  During initial coding, the researcher studies 

data fragments which allows the reseacher to move into an analytical mindset 

(Charmaz, 2014, Page 109).  Charmaz (p.116), speaks to how the researcher is to 

ask questions such as:  

 What is the data suggesting? 

 From whose point of view?  

 What categories are arising from the data? 

Coding at this stage closely follows the data.   

After the initial stage of coding was completed, the PHD Researcher in the second 

stage of coding identified higher level of codes, namely focused codes into which the 

initial codes were folded; reducing the total number of codes to fifteen.  Focused 

codes brings the researcher deeper into the comparative process; categories in turn 

represent recurring themes and patterns.  After further analysis, the codes were 

folded into four higher-level categories.  This approach allowed the PHD Researcher 

to more completely assimilate the data and move from description to analysis. 

(Saldana, 2009, Page 11).   

The conceptual framework that emerged based on the primary research with study 

participants described in this chapter is shown in Figure 4.2 below.   

 

Figure 4.2  Conceptual framework 
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Population vs Patient-level Focus moderates Informed Decision-making which in turn 

mediates Drug Formularies and moderates Access to Rx Medicines.  MCOs operate 

at the population level and not specific to any one patient.  Hence drug formularies 

will provide a range of medications that will meet the needs of the average patient.  

For those patients that are not reflective of the average, their needs might not be 

effectively addressed through a given drug formulary.  Hence informed decision-

making in regards to the drug formulary is essential for not only the CDMs but also for 

the AEUs to ensure that there is an understanding of the implications of a given drug 

formulary not only as it relates to population-based outcomes but also to patient-

specific outcomes.  Drug formularies are a means to an end: they are designed to 

increase use of prescription medications that are less costly to the CDMs as well as 

to the patients.  Drug formularies in turn ultimately impact on access to prescription 

medicines which is significantly impacted by the financials.   

Through memoing, reflection on the initial and focused codes, and through 

diagramming, the PhD Researcher, constructed the conceptual framework from the 

data by being an interactive participant of the research, a foundational element of 

constructivist GT.  As stated by (Charmaz, 2014, Page 239),  

“a constructivist approach theorizes the interpretative work that research 
participants do, but also acknowledges that the resulting theory is an 
interpretation.  The theory depends on the researcher’s view; it does not and 
cannot stand outside of it.” 

The remainder of this section explains to the reader the steps the PhD Researcher 

undertook to construct the conceptual framework.   

 

There were a number of focused codes under each of the four categories included in 

the conceptual framework shown in Figure 4.2.  For example, under the category of 

“Access to Rx Medicines Impacted by the Financials”, there were a number of 

focused codes, namely: 
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 Encroaching on the physician’s judgement 

 Overcoming access restrictions 

 Reconciling business with need for providing care 

 Taking a collaborative approach 

 Working within the system 

 

Under each focused code, there were a number of initial codes related to one 

another.  For example, under the focused code of “Working within the system”, there 

were two initial codes namely,  

 

 Dealing with reality 

 Working within the constraints of the system 

 

The two initial codes were comprised of text from the stakeholder interviews; for 

example, “Dealing with reality”, contains the following text from one of the 

stakeholders interviewed, EBDDM_02: 

 

“I think that’s the reality side of our siloed health care system as opposed to 
the teamed approach. That’s the causality. That’s the Achilles heel, that’s the 
weakest link. That’s the downside of how our society in the U.S. treats an 
individual. It’s the hopefulness of being able to have the physician do what is 
appropriate for the patient layered then with the reality of what bounds them to 
not having access to that treatment plan..” 
 

“You know reality has to come into the discussion eventually. That’s the… the 
purest is the widest spectrum possible. And then from there you need to bring 
the focus more narrow which is how the health plan works. And then more 
narrowly the affordability of the patients with being successful to be able to pay 
for whatever they need to.” 

 

A list of codes are included in Appendix F of this thesis.   

For each transcript, the PhD Researcher read each line, sentence and paragraph, 

coding the content to best inform the analysis.  As each line, sentence and paragraph 

was read, the PhD Researcher reviewed previously identified codes and assessed 
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whether the specific narrative being coded matched with any previous codes 

identified.  The narrative was assigned to all relevant codes; in addition, new codes 

were created using gerunds to most effectively capture the content (description) of 

the narrative being coded.  As text was read and coded, the PhD Researcher asked 

questions to help with the analysis; such as: 

 What is the study participant saying?   

 What assumptions are informing the study participant’s point of view?   

 What is the rational the study participant is making?   

 Are the points being made by the study participant surprising?  Logical? 

 

Coding was also done recognizing the four factors that play into the interactions of 

social life, namely who is involved (people), how they act (behaviour), where (place) 

and when (time) as pointed out by Lofland and Lofland (2006).  An inductive 

approach was taken to develop conceptual categories (domains) using an interactive 

methodologic process (Charmaz, 2014).  Charmaz views this as Grounded Theory 

study, namely, (1) collecting data, (2) analyzing data for actions and processes, (3) 

applying comparative methods, (4) drawing on narratives and descriptions to develop 

new concepts from the coding; and finally (5) developing inductive analytic categories 

through systematic data analysis.  The comparison method, as mentioned above in 

(3), allows for the development of initial concepts which then can be tested further in 

follow-on research (Kolb, 2012).  It moves the process from one that is descriptive to 

one that is analytic (Cho and Lee, 2014).  Data saturation is purported to be achieved 

through this process as no new concepts become apparent (Jones and Alony, 2011).  

Multiple codes (simultaneous nodes) were applied for a given portion of the narrative 

to ensure the analysis was complete and thorough.  Overlapping codes (nodes) has 

allowed the PHD Researcher to understand the various dimensions of a given code 

(node).  Saldana (2009), speaks of the point made by Miles and Huberman (1994), 

that simultaneous coding is appropriate when the text is rich in description and 

interpretative content. 
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For example, the following narrative (Figure 4.2 below) is from EBDDM_02 

(Participant #2 in the EBDDM stakeholder group) when the question was asked of the 

ethical implications to pharmacists given formulary controls: 

 

Figure 4.3  Sample coding of narrative using gerunds 

The narrative as shown above was coded with each of the following gerunds: 

 Acting responsibly (accountable) 

 Acting on behalf of others 

 Being informed 

 Communicating information (options) 

 

Each of the above codes in turn became part of higher order codes and categories as 

shown in Table 4.2 below. 
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Table 4.2  Sample of coding: initial coding, focused coding and resultant categories 

Initial Coding Focused Coding Categories 

Acting responsibly 

(accountable) 

Exercising fiduciary 

responsibility 

Drug Formularies are a Means 

to an End 

Acting on behalf of others Overcoming access restrictions Access to Rx Medicines  

Impacted by the Financials 

Being informed Enabling decision-making Informed Decision-making 

Essential to Understanding 

Implications of Choice 

Communicating information 

(options) 

Enabling decision-making Informed Decision-making 

Essential to Understanding 

Implications of Choice 

  

Each of the above codes reflect a nuance to the emerging categories that informed 

the conceptual framework, which as shown above included “Drug formularies are a 

Means to an End”; “Access to Rx Medicines are Impacted by the Financials”; and 

“Informed Decision-making is Essential to Understanding Implications of Choice”.  

These codes highlight the fluidity and interactivity of the concepts that emerged from 

the data.  This approach of identifying and comparing multiple codes allowed the PhD 

Researcher to let the concepts and dimensionality (inter-relatedness) emerge from 

the data (Bradley et al., 2007).   

As described by the above-coded narrative from EBDDM_02, the two possible 

pathways that emerge at the pharmacy counter are “ideal” vs “less than ideal” as 

shown in the visual depiction below in Figure 4.3: 
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Figure 4.4  Ideal vs less ideal pharmacy counter scenario 

Upon further inspection of the initial code of acting responsibly (accountable), the 

following aspects of the code emerged across the various stakeholders in the 

Professional Group: 

 Society defining a ceiling on healthcare spend (Physician_02) 

o “So whether it’s again cost for society, cost for the patient, there’s 
always going to be a balancing act that has to be considered there. And 
to have no ceiling on how much you spend for health care, I think is… it 
would be irresponsible decision-making or an even unrealistic decision-
making. To assume that… that health care cost will always be 
affordable and that everything else would have to be compromised to 
accommodate it.” 
 

 Patient having accountability for their choices (Pharmacist_05) 

o “…because people make that choice. So you choose to not want to help 
yourself. This is what I mean, it’s expensive. Cigarettes are expensive. 
You can afford this if you really want to stop. Now who is to say down 
the line you know he might not have decided to do it but of course in 
this situation it was too late or he could be you know like my mother. 
Everybody smokes. The people who smoke that didn’t die. That’s the... 
those are the ones she identifies with. Not going to happen to me, 
mentality.” 
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 Employer taking on responsibility of benefit design (EBDDM_07) 

o “…I think that to the largest extent, the companies still self-define what 
that responsibility means. You know, are they going to pay for the stop-
smoking drugs or are they going to pay for the lifestyle drugs? I think 
that sort of stuff is still well within the company’s discretion to accept 
responsibility for those things or to not accept that responsibility.” 
 

 Physician’s role in impacting cost of care (MCOP&T_02) 

o “I really do believe that physicians do have a fiduciary responsibility to 
the cost of care. I mean, I think that in 2013, if you honestly believe that 
you are a free agent and don’t have any responsibility for the total cost 
of what you are doing, you shouldn’t be practicing medicine. I mean you 
are just in the wrong century.  Well, I think that medical care, 
independent of drugs, medical care is incredibly expensive and for lots 
of reasons that it probably shouldn’t be. And physicians have not 
believed that they are responsible for the cost of care in some way, that 
it’s always somebody else that has that responsibility. Yet physicians 
actually are the ones that drive much of the cost because you know 
they order the tests.” 
 

 Managed Care Organizations having many different responsibilities 

(MCOP&T_03): 

o “I think the best responsibility we have is to make sure they are cared 
for in a manner that's responsible and does no harm to them. We don't 
want to provide any therapy that's going to hurt them or stop them, on 
the path of getting better. That being said, we also have to pay the bills 
sort to speak and to keep the premiums down.”  

 

By analyzing the various stakeholders around a given concept it creates a 

dimensionality around how a given concept is interpreted from different perspectives 

to understand where viewpoints converge, diverge or co-exist across a continuum; 

where there is alignment, divergence; where there is harmony of mindset vs tension.   

For the above stakeholder views, through constant comparison, the following aspects 

of insights surfaced as it relates to acting responsibly (accountable): 

 


