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Specialty drugs are one of the fastest growing areas of health 
care costs. In this second article of a two-part series, the author 
suggests strategies employers and plan sponsors can use to  
rein in drug costs.

by | Susan A. Hayes

Solving the  
Specialty  
Drug Puzzle:
Employer and Plan Sponsor Strategies

Second in Two-Part Series
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There are many confusing issues 
regarding specialty drugs, such 
as what makes a drug a spe-
cialty drug. What is clear about 

specialty drugs is that pharmacy ben-
efit manager (PBM) interests may not 
always align with employer interests: 
Some employers may rely heavily on 
their PBMs to set specialty drug poli-
cies, determine specialty drug lists and 
pass through discounts from manufac-
turers without independently verify-
ing whether their own needs are best 
served in these arrangements. 

Plans should recognize that PBM 
interests can diverge sharply from 

their own interests, such as a desire to 
limit the volume and price of specialty 
drugs. Because the specialty drug sec-
tor is complex and the vast majority of 
employers lack the in-house expertise 
to deal with PBMs on an equal footing, 
many employers likely would benefit 
from having independent experts as-
sess their PBM contract terms and au-
dit compliance with those terms.

Plans have been exploring a series 
of interventions to curtail the cost and 
utilization of specialty drugs, some 
with success, some with little success. 
The first article in this series discussed 
the definition and pricing of specialty 

drugs. This article focuses on employer 
and plan sponsor strategies to control 
use and pricing of specialty drugs. The 
table provides a checklist for plan spon-
sor specialty drug management.

Pricing
Although employers and plan spon-

sors have no control over how drug 
manufacturers set the prices for these 
drugs, they can employ a few strategies 
to reduce the amount their plans spend.

They can start by narrowly defin-
ing what qualifies as a specialty drug. 
Plans should define specialty drugs as 
biologics and orphan drugs. Lists of 

specialty drugs

TABLE
Specialty Drug Intervention Strategy Checklist

Pricing  
Strategies

Check the specialty drug definition. Is it overly broad or just focused on biologics and orphan drugs?

Is there a list of specialty drugs that are out of date and includes brands and generics? If so, financial performance 
guarantees may be watered down.

Are specialty drugs priced using National Drug Acquisition Cost (NADAC) or average wholesale price (AWP) pric-
ing? AWP pricing will inflate costs when manufacturers increase prices.

Is the pharmacy benefit manager (PBM) requiring exclusive use of its specialty facility rather than open competi-
tion? Competition and inclusion in retail networks will lower the cost of specialty drugs.

Are coupons applied? This will lower costs but may increase use of specialty products since patients have no 
incentive to use lower cost first-level drugs.

Does the PBM encourage use of foundation programs? These programs may violate antikickback laws and, like 
coupons, provide no incentive for lower cost agents.

Utilization  
Strategies

Are prior authorizations (PAs) for specialty drugs provided by an outside, unbiased third party, or is the PA process 
just a “speed bump”? Delays in therapy can hurt patient care, and if the PA is not a meaningful review, it may be 
of little use while potentially increasing costs. 

Does the plan have an ethics policy? Have employees signed a waiver understanding the side effects of specialty 
drugs? If not, the ethics of decision making are left to the PBM, which may or may not align with corporate goals 
for covering specialty drugs, and employees may not be aware of the harm that specialty drugs can cause.

Does the PBM have a vigorous fraud, waste and abuse program aimed at specialty drugs? If not, the plan may be 
paying for drugs not picked up by patients or used by your members.
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specialty drug discounts should be replaced with a list of ac-
tual prices that cannot be altered in a given contract year. If 
that is impractical, the guarantee for aggregate financial per-
formance over the year should be specific and include only 
true specialty drugs. A list of these specialty drugs can be 
found on the Food and Drug Administration (FDA) web-
site (i.e., the Purple Book), and orphan drugs can be found at  
www.accessdata.fda.gov/scripts/opdlisting/oopd/. 

Plans also can insist that pricing is based on acquisition 
costs plus a dispensing fee. They could consider using the 
National Drug Acquisition Cost (NADAC) model men-
tioned in the first part of this series. This strategy eliminates 
the need to define brand, generic and specialty drugs into 
overall aggregate pricing buckets. A drug is simply priced at 
the NADAC price without averaging over many drugs. 

Finally, open networks that promote competition among 
specialty vendors can reduce prices. PBM specialty drug fa-
cilities should compete with the remaining 65,000 pharma-
cies for dispensing purposes. Plan sponsors have the con-
tractual right to select where members purchase specialty 
drugs. PBMs should negotiate the best price, regardless of 
where they are purchasing the drugs.

State health agencies, PBMs and health insurance provid-
ers would be in a better position to negotiate drug prices with 
drug makers if drug price transparency laws were passed.

Coupons and Copay Assistance Programs
Coupons have been used to reduce the price of specialty 

drugs. When using coupons, PBMs obtain manufacturer 
money to reduce the cost of a specialty drug—for example, 
$12,000 for a drug that costs $30,000 per year. The patient’s 
copay is eliminated, and the cost to the plan sponsor is re-
duced to $18,000. Assuming that the plan sponsor had re-
quired the plan participant to pay a typical copay of $100 
per month, or $1,200 annually, this arrangement results in a 
savings of $10,800 for the plan sponsor.

However, getting manufacturers to pay almost a third of 
the cost has consequences. Because many specialty medica-
tions have first-line brand or generic alternatives, using cou-
pons to purchase specialty drugs when a brand or generic is 
available may increase overall pharmacy spend and reduce any 
opportunity for patients to try and fail these first-line alterna-
tives, which often have fewer side effects and adverse risks. 

According to the National Bureau of Economic Research, 
coupons increase the sales of brand-name drugs by 60% 

or more by reducing generic sales (Dafny, Ody & Schmitt, 
2017). Bottom line, the very reason employers impose co-
pays is to induce participants to think twice about pharmacy 
alternatives (generics before brands, brands before specialty 
drugs). Now, manufacturers and PBMs thwart the copay 
strategy. Plan sponsors should look for contracts with their 
PBMs that require the PBM to negotiate higher rebates from 
the manufacturers and pass back the savings to the plan that 
are roughly equal to the coupons while keeping in place in-
centives for patients to make better choices.

Another strategy that takes coupons to the next level is 
the use of funding by foundations to obtain financial assis-
tance for the cost of specialty drugs. These programs require 
plans to completely carve out all specialty coverage from the 
PBM and contract with separate companies that specialize 
in searching for foundation payments. Then, these programs 
seek alternate funding programs, which are available na-
tionwide, provided by foundations (primarily established by 
pharmaceutical companies). If the member does not qualify 
for foundation assistance, the claim reverts to the PBM cov-
erage with the option of coupons, rebates and discounts.

Some brokers, third-party administrators (TPAs) and 
PBMs now accept commissions to engage in foundation pro-
grams. Many employers and plan sponsors may be unaware 
that their own TPA, consultant/broker or PBM is receiving a 
commission—Plan sponsors should be alert to the possibil-
ity that advisors may be swayed to encourage.

These foundation programs create concerns about violat-
ing federal antikickback rules if patients who receive the as-
sistance are purchasing drugs that are manufactured by the 
fund’s donors or if the funds limit their coverage to especially 
expensive or specialty drugs rather than supporting all FDA-
approved treatments for a given disease. That can increase 
costs to the health system overall by steering patients away 

learn more
Education
Health Care Management
April 19-21, Virtual Conference 
Visit www.ifebp.org/virtual for more details.
30th Annual Health Benefits Conference & Expo (HBCE)
May 25-27, Clearwater Beach, Florida
Visit www.ifebp.org/hbce for more information.

specialty drugs



benefits magazine january 202144

from lower cost therapies. Numerous 
suits, most notably one against Pfizer 
over the kidney cancer drug Sutent®, 
have resulted in severe fines.1

Employers using these foundation 
programs (such as Payer Matrix, Script-
Sourcing and PBM-sponsored pro-
grams) should ask to see the contracts 
between foundation programs and the 
donor foundations. If these programs 
are solely covering a “list” of specialty 
products and not all products that in-
digent patients cannot afford, they may 
run afoul of antikickback laws.

Taking on Prior Authorizations
The most common method of de-

termining medical necessity has been 
the prior authorization (PA) process. 
This is a process that directs the phar-
macist who is processing a prescription 
to contact the prescribing physician, 
who must complete a form document-
ing medical necessity. That form is then 
sent to the PBM to authorize the drug.

It is important to have a rigorous 
review of a specialty drug. Cost is an 
obvious reason, but less obvious is the 
risk associated with a specialty drug. If 

a drug with fewer side effects can treat 
the patient, the patient should be di-
rected to take that medication. Some 
side effects can be very severe or even 
fatal and include risks such as serious 
infections and cancer. However, this 
level of side effects may not be clear to 
patients prior to taking the drug. Those 
who do not investigate side effects may 
believe the drug is “safe” since the FDA 
approved it and may not read the pa-
tient insert information (i.e., the “Black 
Box” warnings) until after the drug 
has been prescribed and dispensed. 
Employers may want to implement a 
program whereby, once a drug is prior 
authorized, patients are sent a waiver 
requiring their signature warning them 
about the side effects specific to the 
drug they are prescribed. This waiver 
may reduce not only specialty drug use 
but also the risk of related side effects 
from those drugs. 

While it is clearly important to have 
rigorous scrutiny over the administra-
tion of specialty drugs, the effectiveness 
of PA processes is unproven. As early as 
2001, MacKinnon and Kumar wrote 
that “PA programs are common, their 

outcomes have not been adequately 
evaluated. Still, the scarcity of quality 
evaluations of the outcomes of PA pro-
grams should be of concern to patients, 
health care professionals, administra-
tors, and others who work in managed 
care pharmacy since these programs 
are widely used. It is hard to be objec-
tive of our own sacred cows.”

In addition, there is likely a conflict 
of interest in having a PBM perform 
the PA, leading to approval rates in the 
90% range. First, the PBM profits in the 
cost of buying and selling the medica-
tion from its own pharmacy and results 
from PBMs requiring exclusivity of the 
owned specialty facility to dispense the 
drug. Secondly, PBMs garner rebates 
and other financial consideration for ap-
proving high-cost medication and noth-
ing for not approving the medication. 
From a purely financial perspective, 
there is no reason to deny coverage. 

Denying coverage also can result in 
time-consuming calls from patients, 
physicians and plans. The PA process, 
therefore, has merely become a “speed 
bump” for PBMs. Further, the PA pro-
cess has been used to deny drugs that 
the PBM does not have rebate deals with 
while approving drugs that do have lu-
crative contracts (Georgetown Univer-
sity, Health Policy Institute, 2020).

Some plans have contracted with 
PA programs operated by pharmacy 
colleges and carved out the PA process 
from the PBM due to the conflict of in-
terest. These programs use pharmacists 
and pharmacy students to develop PA 
criteria and to apply it to patients in 
need of a PA. These academically based 
programs achieve a much lower ap-
proval rate. Basically, the plan directs 
patients and physicians to contact the 
college instead of the PBM to seek PA 

specialty drugs

takeaways
• To reduce the prices they pay for specialty drugs, health plans should consider limiting what 

is defined as a specialty drug and insist that pricing from their pharmacy benefit managers 
(PBMs) be based on acquisition costs plus a dispensing fee rather than on discounts off 
average wholesale price.

• Plans also can control specialty drug use by eliminating the use of coupon programs. Plans 
should make sure that any foundation programs used to reduce the costs of specialty drugs 
do not violate antikickback laws.

• The prior authorization (PA) process has not been effective in limiting specialty drug use. 
Plans should consider contracting with an academically based pharmacy program to 
conduct PAs or potentially employ their own pharmacists to review patient histories and 
PAs, provide input on drug formulary development and manage PBM financial contract 
guarantees.

• Fraud, waste and abuse programs can help uncover savings.
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review. However, many PBMs will either not allow PA to be 
carved out of the pharmacy benefit program or will adjust 
rebate guarantees or discounts if such a program is in place. 

As specialty drugs grow more expensive and are more 
frequently prescribed, it may not be unrealistic for even the 
smallest of employer plans to contract with a physician or 
pharmacist full- or part-time to review patient histories and 
PAs, provide input on formulary development and manage 
PBM financial contract guarantees. Having the level of ex-
pertise to manage patients and determine the most appropri-
ate therapy can only be done with personnel that have align-
ment with the plan—that is, their salaries are provided by the 
plan. Ideally, PBMs should be a utility to process claims, not 
provide clinical “advice.” Physicians and pharmacists work-
ing in this area will need additional education in analytics, 
pharmacy benefit management and health care ethics to be 
effective.

A New Concept: Ethics Policies
Another area for in-house physicians, pharmacists and le-

gal counsel to consider is ethics policies. Each plan manager 
should understand the ethics policies of the vendors con-
tracted by the plan, including the PBM. When conducting 
a request for proposal for PBM services, the PBM should be 
questioned about its legal and ethics policies. Plans should 
research whether the PBM has been involved in litigation or 
subject to any settlements with government agencies.

Plans also should consider writing their own lists of 
ethical principles that will govern their decision making. A 
copy of the policy should be provided to drug plan benefit 
providers, and providers should be required to adhere to 
the policy.

Untapped Money: Fraud, Waste and Abuse
Fraud, waste and abuse (FWA) programs are of vast im-

portance to managing specialty drug costs.
An example of how this may come into play is with patients 

who receive a devastating diagnosis like cancer, rheumatoid 
arthritis or HIV/AIDs. They may be immediately prescribed a 
drug, then the medication is quickly reviewed by the PA pro-
cess, approved and sent to the plan for payment. In the mean-
time, the patient may not want to “jump” to a specialty drug 
immediately. That prescription may sit in a waiting bin in a 
pharmacy and never be picked up by the patient or reversed by 
the dispensing pharmacy. It is important, therefore, that every 

drug over a certain dollar limit is checked to ensure that it was 
paid for and picked up or received by the patient. 

The author has experience with an FWA review that re-
sulted in $5.9 million in recoveries for one PBM client. Of 
just the top 25 recovered claims, all were for specialty drugs, 
amounting to $656,219 in recoveries. In all of the cases, the 
provider (i.e., the specialty pharmacy at the PBM or inde-
pendent specialty provider) could not substantiate the claim 
(i.e., it was a phantom claim) or that the patient had picked 
up the prescription. As U.S.  Surgeon General  C. Everett 
Koop famously stated, “Drugs don’t work in patients who 
don’t take them.” 

Conclusion
It is not impossible to manage specialty drug costs, but 

plans will need to realize that as costs increase, additional 
resources may be needed. These resources include objective 
consultants as well as medical and pharmacy personnel that 
are not in the business of dispensing medication or control-
ling formularies and rebates. Innovative PBMs that use alter-
native pricing sources such as NADAC also can drive costs 
down.

Federal legislation may provide the needed relief for em-
ployers in covering specialty drugs, and the court system 
may also be involved to determine the role of foundation 
programs. In the meantime, employers can best manage the 
cost and use of these drugs through thoughtful plan design 
that does not waive any incentive to use lower cost agents 
and aggressive structuring of the distribution channels and 
pricing associated with specialty drugs.  

Endnote
 1. Department of Justice, “Drug Maker United Therapeutics Agrees to 
Pay $210 Million to Resolve False Claims Act Liability for Paying Kick-
backs,” December 20, 2017, www.justice.gov/opa/pr/drug-maker-united 
-therapeutics-agrees-pay-210-million-resolve-false-claims-act-liability;  
Department of Justice, “Drug Maker Pfizer Agrees to Pay $23.85 Million to  
Resolve False Claims Act Liability for Paying Kickbacks,” May 24, 2018, 
www.justice.gov/opa/pr/drug-maker-pfizer-agrees-pay-2385-million 
-resolve-false-claims-act-liability-paying-kickbacks; Department of Justice, 
“Drug Maker Actelion Agrees to Pay $360 Million to Resolve False Claims 
Act Liability for Paying Kickbacks,” December 6, 2018, https://www.justice 
.gov/opa/pr/drug-makeractelion-agrees-pay-360-million-resolve-false 
-claims-act-liability-paying; Department of Justice, “Three Pharmaceutical 
Companies Agree to Pay a Total of Over $122 Million to Resolve Allegations 
That They Paid Kickbacks Through Co-Pay Assistance Foundations,” April 
4, 2019, www.justice.gov/opa/pr/three-pharmaceutical-companies-agree 
-pay-total-over-122-million-resolve-allegations-they-paid; Department of 
Justice, “Two Pharmaceutical Companies Agree to Pay a Total of Nearly 
$125 Million to Resolve Allegations That They Paid Kickbacks Through  
Copay Assistance Foundations,” April 25, 2019, www.justice.gov/opa/pr 
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/twopharmaceutical-companies-agree-pay-total-nearly-125-million 
-resolve-allegations-they-paid; Settlement Agreement between U.S. Depart-
ment of Justice on behalf of HHS-OIG and United Therapeutics Corpora-
tion, pg. 2, December 19, 2017, https://www.justice.gov/usao-ma/press 
-release/file/1019336/download; Department of Health and Human  
Services Office of the Inspector General letter to James C. Stansel re: Drug 
Companies that Provide Free Drugs to Federal Health Care Program Bene-
ficiaries Impacting by Caring Voice Coalition, Inc.’s Decision Not to Provide 
Patient Assistance in 2018, January 4, 2018, https://oig.hhs.gov/compliance 
/alerts/guidance/stansel-letter.pdf.
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