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Poor adherence to prescribed medications is a global health issue. A lack of adherence results in worse 

patient outcomes and increased costs to health systems. Nearly 200,000 premature deaths in Europe 

can be attributed to poor adherence, and nonadherence is estimated to cost Europe €125 billion and 

the United States $105 billion annually.1 In Canada, 77 percent of patients taking four or more 

medications were found to be nonadherent to at least one of their drug therapies.2  

There are several causes of poor medication adherence. Those causes can be economic, structural, 

social, or psychological in nature, and often multiple causes interplay to create the barriers that impact 

an individual patient.3 One common barrier is a lack of access, or lack of consistent access, to the 

medication prescribed. This barrier becomes more difficult to overcome as the cost and complexity of 

the medication increases, resulting in specialty medications presenting the most difficulty to patients in 

terms of access and adherence.4 Since use of specialty medications is growing at twice the rate of 

conventional medications, addressing issues of access and adherence is imperative.5  

Specialty Medications 
There is no consensus definition for the term “specialty medication.” While no one definition exists, 
specialty medications tend to have several common elements. These elements can be grouped into 
three categories: drug complexity, patient population, and cost.  
 

Drug Complexity  
Most conventional medications are small molecule drugs with well-defined chemical structures that are 
manufactured through a process of chemical synthesis. Biologics, on the other hand, are large, complex 
molecules manufactured in a living system through biotechnology, as seen in Figure 1.6 The World 
Health Organization defines biologics as “all biologically active protein products which are used in the 
treatment of human diseases.”7 Biologics make up a large majority of specialty medications. 
 

 
 
Figure 1. Biologic Production Process6 
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Because biologics are derived from living organisms, these medications have more inherent variability 
than conventional medications. These characteristic differences between biologics and conventional 
small molecule drugs – molecular size, structural complexity, manufacturing process, and product 
variability – result in key differences in delivery to patients. Because of the large molecular size and 
complex structure, many biologics are administered via injection or nebulizer rather than orally. 
Biologics are also much more sensitive to conditions of storage and distribution, typically requiring 
refrigeration and cold-chain delivery and resulting in shorter shelf lives.4,6  
 
Biologics are not a new concept in the realm of medications. One of the first biologics, insulin, has been 
in use for almost a century.8 Advances in biotechnology, however, have led to a recent explosion of 
biological products available for treatment in the past decade. Between biologics and biosimilars – 
biological products that are highly similar to and have no clinically meaningful differences from existing 
biologics – these medications are some of the fastest-growing classes of therapeutics available.9 

 

Patient Population 
Most specialty medications are developed for conditions with relatively small patient populations, 
including certain cancer types, autoimmune conditions, and chronic viral infections such as human 
immunodeficiency virus (HIV) and hepatitis C virus (HCV), as seen in Table 1. Rare diseases are also 
frequent targets of specialty medications.  
 
Table 1. Top-Selling Specialty Drugs in the United States, 201810 

 

Drug Indication Specific Conditions 

Humira 
(adalimumab) 

Inflammatory 
Conditions 

Rheumatoid arthritis, psoriatic arthritis, ankylosing spondylitis, 
Crohn’s disease, ulcerative psoriasis, chronic psoriasis 

Revlimid 
(lenalidomide) 

Cancer 
Multiple myeloma, deletion 5q myelodysplastic syndromes, 
mantle cell lymphoma 

Keytruda 
(pembrolizumab) 

Cancer Lung cancer 

Herceptin 
(trastuzumab) 

Cancer HER2+ breast cancer 

Avastin 
(bevacizumab) 

Cancer 
Epithelial, ovarian, fallopian tube, primary peritoneal, cervical, 
renal cell, lung, and colon cancer 

 
Because of the inherently small patient populations, clinical trial enrollment for some specialty 
medications is lower than average. This can result in reduced availability of robust safety and efficacy 
data for these medications.4 To mitigate this lack of data, regulators may require post-marketing risk 
management tools as a condition of drug approval – such as Risk Evaluation and Mitigation Strategies 
(REMS) programs in the United States and Post-Authorisation Measures (PAMs) in Europe.11,12 These 
programs and measures are designed to ensure that clinical benefits of the medications outweigh the 
risks of adverse events.  
 
Small patient populations can also create supply-and-demand issues. When low patient demand is 
combined with increased product sensitivity to handling and decreased shelf life, economics play a 
larger role in distribution decisions by manufacturers. As a result, some specialty medications are 
dispensed exclusively through limited distribution networks (LDNs) of select pharmacies.4 While 
understandable from an economics perspective, LDNs create a potential barrier to patient access.  
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Cost  
Provider groups and professional associations tend to focus on elements of drug complexity and patient 
population when determining what defines a specialty medication, in some instances leaving cost out of 
the equation entirely. On the other hand, cost is the largest driver for payers in determining whether a 
drug should be designated a specialty medication; for some payers, cost is the only determining factor.  
 
It could be argued that all other elements of specialty medications – whether related to drug complexity 
or patient population – are ultimately related to cost. Biologics incur much higher research, 
development, and manufacturing costs than conventional medications do. Specialized distribution and 
storage increase costs. LDNs are put in place as a response to the economics of supply-and-demand for 
small patient populations.  
 
When considering all of these factors, it is understandable that payers would focus on cost as the key 
criterion for status as a specialty medication. One study found the average annual cost of 61 common 
specialty medications was almost $80,000.13 With those statistics, payers cannot afford to ignore cost as 
a determinant of specialty medications. 

Current Specialty Market  
Specialty medications exert a large influence on today’s drug pricing and healthcare policy discussions. 
The category of drug therapies designated as specialty medications has exploded from approximately 10 
drugs in 1990 to over 500 drugs spanning 40 therapeutic classes today, with hundreds more in the 
pharmaceutical pipeline.14,15 Specialty medications constituted most of the top-selling prescription drugs 
by revenue in 2018, as seen in Table 2.16  
 
Table 2. International Top-Selling Prescription Drugs by Revenue, 2018.16 

 

Drug Common Indication Category 2018 Revenue  

Humira (adalimumab) Inflammatory Conditions Specialty $19.9 billion 

Eliquis (apixaban) Cardiovascular Disease Conventional $9.8 billion 

Revlimid (lenalidomide) Cancer Specialty $9.7 billion 

Keytruda (pembrolizumab) Cancer Specialty $7.1 billion 

Enbrel (etanercept) Inflammatory Conditions Specialty $7.1 billion 

Herceptin (trastuzumab) Cancer Specialty $7 billion  

Avastin (bevacizumab) Cancer Specialty $6.9 billion 

Eylea (aflibercept) Macular Degeneration Specialty $6.7 billion 

Opdivo (nivolumab) Cancer Specialty $6.7 billion 

Xarelto (rivaroxaban) Cardiovascular Disease Conventional $6.5 billion 

  
Cost is the single largest driver influencing the current structure of a growing specialty market. However, 
many of the strategies in place to control costs for specialty medications are also factors in decreased 
access for patients and increased barriers to adherence. While specialty medications impact health 
policy discussions across the globe, the United States and Canada provide good case studies of current 
specialty market trends.  
 
In 2018, specialty medications represented a little over two percent of prescription volume in the United 
States, but they accounted for half of the total per-person medication costs.5 Total spend on biologic 
agents grew by 9.5 percent in the same year, with net medicine spending on a per capita basis for 
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specialty medications increasing 5.8 percent.5 By contrast, net medicine spending per capita for 
conventional medications fell 3.4 percent, due in large part to generic utilization and patent 
expirations.5 Prescriptions for specialty medications also increased by more than 5 percent from 2017, 
leading to the dispensing of 127 million specialty prescriptions in 2018.5  
 
In Canada, the exponential growth of available blockbuster biologics and specialty medications resulted 
in a corresponding surge in outpatient prescription drug spend – from $8 billion in 1998 to $33.7 billion 
in 2018.2 Specialty medications made up only two percent of prescription claims in 2018 but were 
responsible for 33 percent of drug spend – more than double the percent from a decade earlier in 2008, 
when specialty medications made up 15 percent of total drug spend.2,17 Increased utilization and cost 
per prescription for specialty medications drove drug spend higher by 6.9 percent in 2018, even as 
conventional medication spend decreased by 1.8 percent.2  
 
The largest proportion of new medications approved in the past five years in the United States and 
Canada have been specialty medications.2,5 Specialty medications are also estimated to account for 65 
percent of pharmaceutical products launched in the next four years.4 With the number of specialty 
medications currently in the pharmaceutical pipeline and the expanding indication approvals for existing 
specialty drugs, the trends indicated above show no sign of slowing down or reversing. While the 
number of available biosimilars is increasing, they currently account for less than one percent of 
specialty prescription volume and only account for approximately 12 percent of available drug spend.5 
Biosimilars are also not without their own challenges, including a lack of interchangeability with the 
originator biologic, differing approved indications for use, and a still-high price at 53 to 85 percent of the 
originator cost.18 A multitude of strategies are currently being employed or discussed by both countries 
to respond to these trends and reduce costs.  
 

Formulary Management  
Payers in the United States and Canada use a number of drug formulary management tools to balance 
coverage of specialty medications with cost effectiveness. A prior authorization policy requires 
prescribers to provide documentation that validates a patient’s clinical need for a specialty medication 
before agreeing to cover the cost and is one of the most commonly used formulary management tools.19 
Step therapy protocols, which require patients to try and fail treatment with a cheaper traditional drug 
therapy option before coverage is granted for a more expensive specialty therapy, are also frequently 
used.20 While common, prior authorizations and step therapy protocols can be burdensome processes 
for providers and patients and can make acquiring needed drug therapies difficult.4  
 
Payers in the United States and Canada frequently use a tiered formulary approach, promoting the use 
of cost-effective therapies by varying the cost-sharing requirements for patients in each level or tier. 
Specialty medications are usually in higher tiers. Some payers also implement drug markup caps or 
annual maximums for patients. As patient cost-sharing increases, however, nonadherence has also been 
shown to increase, resulting in higher hospitalization and mortality rates.21 Prescribed specialty 
medications have a 27 percent abandonment rate when patients are in a deductible phase due to out-
of-pocket cost burden.22    
 

Network Management 
Strategies in network management are also frequently employed by payers, including limited 
distribution networks and exclusive use of specialty pharmacies. Limited distribution networks (LDNs) 
are employed by drug manufacturers to restrict distribution channels for their product – frequently a 
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specialty medication – to a handful of distributors. This strategy allows manufacturers to account for 
supply-and-demand problems that arise when dealing with sensitive biologics designed to treat rare 
diseases with very small patient populations.26 While LDNs can help prevent drug shortages and reduce 
the amount of medication that expires before use, they also financially benefit drug manufacturers and 
afford them much greater control over the market for their product. Some bad actors have even used 
LDNs as a method for price gouging and reducing competition, inherently creating greater problems in 
patient adherence due to affordability concerns.26     
 
Specialty pharmacies are pharmacies that focus most or all of their business model around specialty 
medications. These pharmacies may specialize in a handful of disease states commonly treated with 
specialty medications, such as hepatitis C, rheumatoid arthritis, multiple sclerosis, or HIV/AIDS. Many 
specialty pharmacies are accredited as such by entities such as the Accreditation Commission for Health 
Care (ACHC), URAC, and the Joint Commission. They provide a range of clinical and operational services 
that assist patients with navigating the management and affordability of their specialty medication 
regimens.  
 
Even though the specialty medication market is growing, specialty pharmacies are becoming more 
consolidated. In the United States, mergers and acquisitions among specialty pharmacies have resulted 
in the top four companies accounting for more than 70 percent of prescription revenue for specialty 
medications in 2018.27 As seen in Figure 2, all four of those specialty pharmacy companies are also 
owned by insurers and pharmacy benefit managers – the same entities who are responsible for 
establishing the networks of specialty pharmacies for payers. By contrast, growth slowed in 2018 for 
independent specialty pharmacies.27  
 

  
 
Figure 2. Prescription Revenues and Market Share from Specialty Pharmaceuticals, Drug Channels 
Institute, 2018.27 
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The Role of Community Pharmacies  
Community pharmacies have been safely and effectively providing medications to patients for years that 
meet the common criteria for specialty medications – biologics such as insulin and vaccines; drugs 
requiring intensive counseling and monitoring such as warfarin, digoxin, phenytoin, lithium, and 
carbamazepine; drugs with a REMS program such as isotretinoin and clozapine. Administration of 
injectable medications is not outside the realm of services provided by traditional community 
pharmacies. These pharmacies also can and do handle prior authorizations, step therapy requirements, 
and other processes mentioned above.     
 
As more specialty drugs are designed for use in an outpatient setting, the role of community pharmacies 
in providing these medications will become more critical. Community pharmacists are often the most 
accessible health care provider for patients. In the United States, for example, 90 percent of the 
population lives within five miles (eight kilometers) of a community pharmacy.23 Community pharmacies 
provide important points of access to care and to medications, especially in rural areas and areas with a 
shortage of other health care providers – data shows that high-risk patients visit their community 
pharmacy 35 times a year while visiting their primary care provider 3.5 times per year, a 10-fold 
difference.24 In-person pharmacist interventions occurring in a pharmacy have also been shown to be 
one of the most successful adherence intervention models, with higher efficacy rates than phone calls.25   
 
The risks and barriers to community pharmacies are not insignificant, however. Current methods for 

handling and distributing specialty medications have become more established over the past several 

years, and the specialty pharmacy market in general is beginning to mature.27 Dealing with the 

formulary management and network management techniques described previously can be difficult, 

especially when the insurers who employ most of the techniques mentioned also benefit financially 

from using them. Gaining access to current specialty pharmacy networks and distribution channels may 

even require legislative or regulatory changes.26 Convincing payers that most community pharmacies are 

equipped to handle specialty medications, considering the growing establishment of specialty 

pharmacies, is another hurdle to consider.  

 

Technology could serve as an opportunity and solution to many of these challenges. As healthcare 

technology advances, more steps in the specialty workflow could be automated and relocated to a 

technological hub. The model of a technological hub and electronic patient support services has already 

demonstrated a 27 percent reduction in time to therapy for patients.4 This model is also inherently more 

pharmacy-agnostic and has the potential to allow for more community pharmacies to participate in the 

specialty medication market and provide more holistic medication services for the patients in their 

communities.  

 

Community pharmacies are well-situated to provide solutions to the barriers faced by patients in 

accessing and remaining adherent to specialty medications. To avoid being left behind in the specialty 

pharmacy space, however, community pharmacies will need to address present barriers while also 

embracing future-oriented solutions.   
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