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On October 15, 2018, the Centers for Medi-
care and Medicaid Services (CMS) proposed 
a rule requiring television advertisements for 

prescription drugs and biologic products to disclose 

the product’s price.1 The adver-
tisements must state in legible 
text the wholesale acquisition 
cost (WAC) for a 30-day supply or 
a typical course of treatment.

The rulemaking follows an un-
successful effort in Congress to 
include a similar measure in the 
fiscal year 2019 appropriations 
bill. The idea enjoys broad public 
support — in a June 2018 poll, 
76% of Americans favored requir-
ing drug advertisements to include 
a statement about how much the 
drug costs2 — and it dovetails 
with moves to improve price trans-
parency in other health care do-
mains. But we think the proposed 
rule raises substantial public health 
and legal concerns.

Direct-to-consumer advertising 
is a natural target for regulation 
because it stimulates demand for 

expensive, brand-name drugs when 
there may be less-expensive gener-
ic drugs with similar efficacy and 
side-effect profiles already avail-
able, thus increasing the provision 
of cost-ineffective care.3 Yet such 
advertising could also stimulate 
undertreated patients to seek med-
ical attention and effective thera-
pies. For example, of the 14% of 
people in the same poll who re-
ported speaking with their doctor 
about a specific medication after 
hearing or seeing an advertise-
ment, the majority (55%) received 
a prescription for the advertised 
product, but respondents also said 
that providers recommended other 
prescription drugs (54%), over-the-
counter drugs (41%), or lifestyle 
changes (54%).2

The CMS proposal reflects a 
desire to preserve the potential 

benefits of direct-to-consumer 
advertising while curbing its ill 
effects. However, a potential un-
intended consequence of price dis-
closure may be to dissuade pa-
tients from seeking care because 
of the perception that they cannot 
afford treatment. For example, 
Trulicity (dulaglutide), a widely ad-
vertised drug for type 2 diabetes, 
has a WAC (or list price) of $730 
per month. Patients who could 
benefit from diabetes treatment 
may assume that they cannot af-
ford it, when in fact insured pa-
tients’ costs for Trulicity may be 
much lower, and cheaper treat-
ment options are available (met-
formin, for instance, costs $4 per 
month for patients who pay cash). 
Consequently, the proposal carries 
a risk of undercutting the main 
public health benefit of direct-
to-consumer advertising: reducing 
rates of undertreatment.

That CMS chose the WAC as 
the figure that must be disclosed 
makes this risk especially acute. 
The WAC is a good estimate of 
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what uninsured patients can ex-
pect to pay, and deductibles and 
coinsurance are commonly based 
on a drug’s WAC. However, this 
price is typically much higher than 
what insured patients pay. For ex-
ample, 1 month of treatment with 
the anticoagulant Eliquis (apixa-
ban) has a list price of $419, but 
out-of-pocket prices range from 
$10 for commercially insured pa-
tients using the manufacturer’s 
copayment card to $147 for Medi-
care beneficiaries in the Part D 
coverage gap (see table). Although 
CMS will require a statement not-
ing, “If you have health insurance 
that covers drugs, your cost may 
be different,” this wording doesn’t 
communicate that costs to pa-
tients are probably much lower 
than the WAC.

CMS used the WAC for sever-
al reasons. List prices matter for 

many patients, and having to 
disclose list prices creates incen-
tives not to raise them. Moreover, 
it is impracticable to state what 
patients will actually pay because 
of variation in insurance design 
and coverage and the fact that re-
bates and discounts may not be 
determined when advertisements 
are made.

The rule’s use of list prices 
also has important legal implica-
tions. Disagreement about wheth-
er the WAC accurately represents 
a drug’s price could affect how 
courts assess the rule when con-
stitutional challenges are inevita-
bly filed.

Compelled disclosures in ad-
vertising impinge oncommercial 
speech rights protected by the First 
Amendment. However, courts ap-
ply a deferential standard of review 
known as the Zauderer standard in 

challenges to disclosures of “pure-
ly factual and uncontroversial” 
information relating to an adver-
tiser’s products or services. Al-
though CMS characterizes its re-
quirement as falling squarely 
within Zauderer, there is a strong 
argument to the contrary.

Courts applying Zauderer have 
taken a narrow view of what con-
stitutes a factual, uncontroversial 
disclosure. For example, the Ninth 
Circuit Court of Appeals, review-
ing a required warning that drink-
ing sugary beverages contributes 
to obesity, diabetes, and tooth 
decay, held that because the dis-
closure did not state that over-
consumption of beverages was the 
problem, it was “misleading and, 
in that sense, untrue.”4 Similarly, 
the WAC is not a factually accurate 
representation of what a drug 
costs for most patients, and the 

Brand Name Generic Name Indication Quantity and Dose WAC ($)†

Price for 
Patients Paying 

Cash ($)‡

Out-of-Pocket Prices  
for Medicare  

Beneficiaries ($)§

Humira Adalimumab Rheumatoid and psoriatic 
arthritis

Two 40-mg/0.8 ml pens 4,872.03 4,846.48 259.00–1,544.00

Lyrica Pregabalin Nerve pain Ninety 75-mg capsules 668.84 656.54 74.00–198.00

Xeljanz Tofacitinib Rheumatoid and psoriatic 
arthritis

Sixty 5-mg tablets 4,095.64 4,075.52 220.00–1,350.00

Trulicity Dulaglutide Type 2 diabetes Four 1.5-mg/0.5 ml pens 730.20 632.06 74.00–223.00

Eliquis Apixaban Anticoagulation Sixty 5-mg tablets 419.03 424.65 74.00–147.00

Keytruda Pembrolizumab Cancer Three 50-mg vials 4,649.64 6,710.52 0.00–1,480.53

Xarelto Rivaroxaban Anticoagulation Thirty 20-mg tablets 419.07 424.68 74.00–146.00

Taltz Ixekizumab Plaque psoriasis and  
psoriatic arthritis

One 80-mg/ml autoin-
jector

5,161.60 5,134.02 317.00–1,660.00

Breo Fluticasone and 
vilanterol

Chronic obstructive  
pulmonary disease

Sixty 100-μg/25 μg blis-
ter strips

341.04 346.95 74.00–141.00

Cosentyx Secukinumab Psoriatic arthritis Two 150-mg/ml 
Sensoready pens

4,712.38 4,687.95 260.00–1,500.00

*  Data were obtained from FiercePharma. The Quantity and Dose column indicates the monthly or typical supply for indications listed.
†  Data were obtained from IBM Micromedex. WAC denotes wholesale acquisition cost.
‡  Data were obtained from GoodRx.com.
§  Data were obtained using the Medicare Part D Plan Finder for ZIP code 37205 (Nashville) for patients on traditional Medicare without sub-

sidies. Because Part D requires patients to pay different amounts as they transition across benefit phases, we identified the most and least 
expensive monthly prescription-fill prices for the patient on the lowest-cost plan. For Keytruda, covered under Medicare Part B, we used the 
2018 average sales price for a typical dose. We assumed that patients with supplemental Part B coverage would pay nothing and those with-
out it would pay 20% coinsurance, the standard level for Part B services.

Prices for a 30-Day Supply or Typical Course of Treatment for the Top 10 Pharmaceutical Brands  
According to National Television Advertising Expenditures in 2017.*
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disclosure omits key information. 
This fact sets it apart from other 
fee disclosures that have survived 
legal challenges, such as the basis 
for calculating attorney fees and 
the amount of interest charged 
on loans.

If a compelled disclosure 
doesn’t qualify for Zauderer review, 
courts will apply heightened scru-
tiny. The most likely standard, Cen-
tral Hudson, asks whether the gov-
ernment has a substantial interest 
that is directly and materially ad-
vanced by the speech restriction 
and whether the restriction is nar-
rowly tailored to achieving that 
goal. Although the disclosure rule 
is narrowly tailored to the gov-
ernment’s substantial interest in 
reducing unreasonable expendi-
tures by CMS programs, it prob-
ably doesn’t satisfy the material-
advancement requirement. Courts 
have required the government to 
provide evidence that a required 
disclosure will effectively address 
the problem it targets. Graphic 
warning labels on cigarettes, for 
example, were struck down be-
cause the government’s regulatory-
impact analysis suggested that 
they would reduce the U.S. smok-
ing rate by only 0.088%.5 CMS 
offered no evidence of the likely 
effects of the proposed drug adver-
tising price disclosure rule, noting 
only that it “may” improve con-
sumer decision making but could 
also create confusion and that CMS 
could not quantify these effects.1

Three aspects of the rule under-
cut the government’s ability to ar-
gue that it will materially improve 
patient decision making and re-
duce drug spending. First, price 
information does little to inform 
consumer decisions if it inaccu-
rately represents actual cost. Sec-
ond, consumers can already obtain 
information on cash prices (which 
usually approximate list prices) on-
line and their own cost from their 

insurer. CMS could argue that dis-
closing the WAC may advance the 
agency’s interest in reducing Medi-
care and Medicaid spending in 
another way: by shaming compa-
nies into lowering list prices. But 
since Medicare and Medicaid don’t 
pay list prices, this outcome seems 
implausible.

Third, the rule contains no 
meaningful enforcement mecha-
nism — CMS plans only to list 
violators on its website — calling 
into question whether companies 
will comply. CMS believes that the 
main lever for inducing compli-
ance will be private litigation: 
competitors can sue violators un-
der the Lanham Act, which prohib-
its false or misleading representa-
tions in advertising or promotion. 
But such suits are not a robust 
means of enforcement. Omissions 
don’t qualify as falsities under the 
law unless they create an erro-
neous belief among consumers. 
What false belief arises from not 
stating a product’s price? Further-
more, the competitor must show 
that the falsity caused it to lose 
sales — a challenging task, since 
patients and prescribers may pre-
fer one drug over another for vari-
ous reasons.

Despite the problems associ-
ated with requiring disclosure of 
list prices, the sentiment behind 
the proposed rule — that patients 
should know how much drugs will 
cost before they fill their prescrip-
tions — is sensible. The question 
is how best to achieve that out-
come. Just before the CMS rule 
was announced, the main trade 
organization of the pharmaceuti-
cal industry, PhRMA, released its 
own guidelines for voluntary dis-
closure of the costs of advertised 
medicines. It proposes that adver-
tisements direct patients to a web-
site where the company provides 
information about list price as well 
as “average, estimated, or typical 

patient out-of-pocket costs.” This 
information is more useful than 
the WAC alone, but “typical” out-
of-pocket costs don’t convey the 
variation in what patients pay.

We think that a better alterna-
tive would be making patient-spe-
cific cost information accessible 
at the point of prescribing. Some 
electronic health records systems 
now offer this feature, but it is un-
clear how often prescribers use it. 
We think that cost should become 
a routine part of prescribing dis-
cussions with patients, although 
time constraints could make it dif-
ficult to have such conversations. 
Providing salient cost information 
at the right time could help reduce 
drug spending while preserving 
patient choice, but we believe that 
direct-to-consumer advertising is 
the wrong vehicle.

Disclosure forms provided by the au-
thors are available at NEJM.org.
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