
 

 

 

2017 SPECIALTY DRUG TRENDS 
By: Jason Marcewicz | Content and Communications Specialist | Advanced Medical Strategies 
 
Specialty drugs continue to outpace traditional brand-name pharmaceuticals and 
generics, both in percentage of growth and absolute costs. In 1990 there were 10 
specialty drugs on the market. By the mid-1990s, about 30. In 2015, 300. That year 
the average annual price of therapy for specialty drugs was 9x higher than brand 
name drugs and 100x higher than generics.1  Where in 2016 they accounted for a 
third of the total pharma spend, by 2020 specialty drug costs are projected to 
represent almost 50%, an unprecedented rise in spending for such a small number of 
drugs.  
 
 

FDA Approvals  
The FDA approved 46 new molecular entities (NMEs) in 2017, the most in over two 
decades. (Some consider the record 53 NMEs in 1996 to be an aberration. At the 
time, there was a backlog of drugs awaiting approval by an anemic FDA. Public 
outrage spurred Congress to enact the Prescription Drug User Fee Act (PDUFA) 
through which the FDA received considerably more resources to catch up, resulting 
in the spike of approvals.)2 The 34 NDAs (New Drug Application) tie for second-most 
approvals ever, while the 12 BLA (Biologics License Application) approvals match the 
high-water mark. High dollar specialty drugs accounted for 34 of the total 46 NMEs. 
 

                                                 
1 https://press.aarp.org/2017-09-07-Specialty-Drug-Prices-Increase-at-Fastest-Rate-in-Over-a-Decade 
 
2 https://www.forbes.com/sites/johnlamattina/2015/01/07/fda-approvals-1996-vs-2014-the-two-most-
prolific-years-but-stark-differences/#1da173b34262 
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Credit: Ned Pagliarulo / BioPharma Dive, data from FDA 

 
The list of so-called novel drugs does not include approximately 40 drugs that were 
approved for additional diseases/conditions or new dosage forms/regimens.  
 
While some would point to the 21st Century Cures legislation and the FDA’s own 
prioritization of getting drugs to market quicker as impacting the high approval 
count, others, such as Dr. Frank David, managing director of the consulting firm 
Pharmagellan, disagree. David argues that “over 90% of drugs that are submitted to 
FDA get approved, so the NME count mainly is a reflection of the number of 
applications.”3 
 
Nevertheless, the FDA has made its intentions known about aggressively 
“streamlining” drug approvals. Clearly the FDA wants to cut red tape to get drugs out 
to the public in an expeditious manner. However, it’s a double-edged sword. Critics 
warn that public safety can be compromised when, in the haste to bring new drugs 
to market, issues of safety and efficacy can be overlooked. The Exondys 51 
(eteplirsen), Nerlynx (neratinib), and Addyi (flibanserin) approvals are prime 
examples of such controversial FDA decisions, which is why it will continue to be a 
hot button topic going forward.  
 

                                                 
3 https://www.biopharmadive.com/news/drug-approvals-surged-in-2017-what-does-that-mean-for-
pharma/513995/ 
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Also trending in 2017 and beyond are the recent advances in science. Three of the 
biggest approvals of the year were not included in the final NME tally: Luxturna 
(voretigene neparvovec), a gene therapy for an inherited retinal disease, and two 
CAR-T therapies, Kymriah (tisagenlecleucel) and Yescarta (axicabtagene ciloleucel), 
for cancer treatment. CAR-T therapy and immunotherapies are breathtaking…but so 
are their astronomical price tags. These three high-profile gene therapies are also 
designated as Breakthrough Therapy (BT) drugs. See the chart below, courtesy of 
Forbes4, that lists a breakdown of metrics for the past three years of NME approvals, 
which includes BT drugs: 
 

 

Courtesy of Bernard Munos, FORBES Contributor 

As the chart shows, the share of NME approvals with breakthrough designations has 
nearly doubled since 2015, from 20% to 37%. Also increasing were drugs with 
Priority Review status (which include Luxturna, Kymriah, and Yescarta) and Orphan 
Drugs.  
 
Orphan Drugs were a trending topic as well in 2017. As late as December 26, FDA 
Commissioner Scott Gottlieb suggested that it may be time to modernize the Orphan 
Drug Act of 1983 because of loopholes that companies are currently exploiting for 
massive financial gain. He questioned whether the FDA had “the right incentives in 

                                                 
4 https://www.forbes.com/sites/bernardmunos/2018/01/04/2017-a-banner-year-for-innovation-but-will-
it-be-short-lived/#6faf2f8f4c29 
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place,” musing about placing a potential framework around primary and secondary 
indications for rare diseases.5 
 
 

Drug Costs 
Advanced Medical Strategies (AMS) keeps tabs on all specialty drugs—including 
those with Orphan designations—in PredictRx, its subscriber-based directory that 
evaluates drug costs and dosing regimens. For 2017, Yescarta topped the list as the 
most expensive Orphan Drug per dose based on AMS Risk Threshold (ART)6.  For all 
specialty drugs, Kymriah topped the list at just over one million dollars per dose. 
 

2017 Most Expensive Specialty Drugs – Overall (Per Dose) 

 

 

2017 Most Expensive Specialty Drugs – Orphan (Per Dose) 

 

 
 
Utilizing AMS Cost Projection (ACP)7 for estimating the most expensive specialty drug 
for adults per year, Orfadin took the #1 spot. For children it ranked second behind 
Demser.  
 
 
 
 

                                                 
5 https://khn.org/news/fda-chief-says-hes-open-to-rethinking-incentives-on-orphan-drugs/ 
 
6 ART, an AMS proprietary benchmark, represents a fiscal red line of cost tolerance. ART is the 
absolute maximum specialists should tolerate as billed on a claim. 
7 ACP denotes the usual costs of a given drug within the U.S. healthcare system. This proprietary 
benchmark is calculated using federally contracted rates for government agencies, incorporating 
amounts paid by any private-sector purchaser for the pharmaceutical. Discounts, rebates, chargebacks, 
and other fiscal adjustments are all factored into the price. Simply put, ACP is the expected cost for a 
particular drug dosage amount. 

PRICE PER DOSE (ART) DRUG INDICATION
$1,045,000.00 KYM RIAH Acute Lymphoblastic Leukemia (ALL)

$820,600.00 YESCARTA Non-Hodgkin Lymphoma (NHL)
$275,000.00 SPINRAZA Spinal Muscular Atrophy
$103,855.31 ZEVALIN Non-Hodgkin Lymphoma (NHL)
$94,369.65 PROVENGE Prostate Cancer

PRICE PER DOSE (ART) DRUG ORPHAN INDICATION
$820,600.00 YESCARTA Non-Hodgkin Lymphoma (NHL)
$35,560.55 ILARIS (Multiple Indications)
$22,000.00 KANUM A Lysosomal Acid Lipase Deficiency
$19,745.00 UNITUXIN Neuroblastoma
$18,040.00 M YLOTARG Acute Myeloid Leukemia (AML)
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2017 Most Expensive Specialty Drugs – Adult (Yearly ACP) 

2017 Most Expensive Specialty Drugs – Pediatric (Yearly ACP) 

PredictRx features a Drug Trend graph that tracks quarterly pricing data based on 
ACP. End of year analysis reveals that over the past year the price for Gleostine 
(lomustine) had increased the most, while Navelbine (vinorelbine tartrate) had the 
biggest cost reduction.  

2016-2017 Specialty Drug Cost Trends 

Drug Views 
For the 2017 Top 5 viewed drugs in PredictRx, among the hundreds of the costliest 
pharmaceuticals prescribed today AMS pinpointed Remicade as the one its clients 
inquired about the most during the past 12 months (967 views). Industry 
professionals should be particularly mindful about this drug and the four others (see 
below) when addressing high dollar claims going forward in 2018. A more 
comprehensive data sheet detailing the PredictRx Top 5 Researched Specialty Drugs 
of 2017 can be accessed from the link. 

PRICE PER YEAR (ADULT) DRUG INDICATION
$3,694,307.33 ORFADIN Hereditary Tyrosinemia Type 1 (HT-1)
$3,452,547.11 CARBAGLU NAGS Enzyme Deficiency
$3,155,487.30 FEIBA NF Routine prophylaxis in Hemophilia A and B
$2,892,851.52 EXONDYS 51 Duchenne Muscular Dystrophy
$2,547,069.41 STRENSIQ Hypophosphatasia

PRICE PER YEAR (PEDIATRIC) DRUG INDICATION
$2,437,938.02 DEM SER Pheochromocytoma
$1,847,912.88 ORFADIN Hereditary Tyrosinemia Type 1 (HT-1)
$1,359,785.65 ACTHAR (Multiple Indications)
$1,313,090.51 RAVICTI Urea Cycle Disorders (UCD)
$1,189,367.25 CARBAGLU NAGS Enzyme Deficiency

DRUG TREND DRUG TREND
GLEOSTINE 78% NAVELBINE -47%

KORLYM 38% CAM PTOSAR -37%
ATGAM 30% FUSILEV -35%

PLAQUENIL 30% IDAM YCIN PFS -27%
M ATULANE 22% EVOM ELA -20%
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For the 2017 Top 5 viewed diagnoses in PredictDx, Early Stage Brest Cancer was 
viewed the most during the past 12 months. Here’s the companion data sheet to 
PredictRx which details the PredictDx Top 5 Researched Diagnoses of 2017. 

2017 Top 5 PredictRx (Drug) and PredictDx (Diagnosis) Views 

Transparency and clarity are essential for payers within the health and casualty 
industries to make informed, proactive business decisions concerning specialty 
drugs, dosing, and diagnoses. With hundreds of thousands of searches within 
PredictRx and PredictDx, it’s clear that the on-demand decision support solutions 
they both provide have become the gold standard. 

DRUG VIEWS DIAGNOSES VIEWS
REMICADE 967 Early Stage/Locally Advanced Breast Cancer (Stages I/II/III) 21,819
OPDIVO 923 Chronic Renal Failure/End-Stage Renal Disease (ESRD) 13,596
RITUXAN 851 Colon Cancer 6,798
HUMIRA 840 Prostate Cancer 6,605

KEYTRUDA 685 Dilated Cardiomyopathy/Congestive Heart Failure (CHF) 6,527
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