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Biotech: Price Rule Follows Regulatory Trajectory
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Companies such as Thousand Oaks-based
Amgen oppose the regulation because it
excludes rebates and discounts that drug mak-
ers may offer. And the outcome of debate over
drug price disclosure could affect advertising
agencies, health providers and insurers as well
as pharmaceutical companies.

“Not only does the rule raise serious
freedom of speech concerns, it mandates an
approach that fails to account for differenc-
es among insurance, treatments and patients
themselves, by requiring disclosure of list
price,” Amgen said in a statement. “Most
importantly, it does not answer the fundamental
question patients are asking: “What will I have
to pay for my medicine?””’

“This may actually get consumers, or poten-
tial patients, to not go to their doctor, because
they feel that the prices of these drugs are ones
they would not be able to support,” added Dan
Jaffe, vice president of government relations
for the Association of National Advertisers.
“This is part of a much broader problem that
advertisers and the business community is fac-
ing, which is a growing number of mandatory

per month.

“Actual costs may vary based on dosing,
site of care, insurance coverage and your eligi-
bility for support programs,” the ad states.

Drug companies were given a template by
the HHS, outlined in the regulation:

“The list price for a 30-day supply of (name
of drug or biological product) is (insert list
price). If you have health insurance that covers
drugs, your cost may be different.”

The template also requires a certain font size
and style at the end of the ad to allow for the
information to be read easily.

The companies and trade group allege HHS
does not have the authority to enforce the new
regulation, being a violation of the First Amend-
ment and the Administrative Procedure Act.

All agency action is governed by the
Administrative Procedure Act to set parameters
for how agencies go about making decisions,
according to Evan Zoldan, law professor at
the University of Toledo. It also allows courts
to review decisions and make sure they’re con-
sistent with law.

“We can be fairly sure that the government
will elaborate on two basic arguments: that
existing statutes gave HHS authority to pro-
mulgate the new pricing rule even though they

‘This may actually get consumers, or potential
patients, to not go to their doctor, because they
feel that the prices of these drugs are ones they

would not be able to support.’
DAN JAFFE, Association of National Advertisers

disclosure proposals that governments are try-
ing to force on businesses.”

Advertising template

Companies such as Johnson & John-
son have already started listing drug prices
on their advertisements as of March, with
direct-to-consumer television spots for Xarel-
to, a blood thinner.

Xarelto’s ad advises patients that they may
pay between “$0 and $47 per month,” and
that the “maintenance dose list price” is $448

do not specifically authorize HHS to promul-
gate rules about advertising for drugs, and that
the First Amendment does not prohibit the
government from requiring the disclosure of
factual information in marketing commercial
products,” explained Zoldan.

“I think the government will respond with
survey information about the connection in
consumer’s minds between the wholesale
acquisition price on the one hand and expenses
on the other hand.”

The federal government presented its argu-

XARELTO' 25 mgitwice daily with
low-dose aspirin?S mg - 100 mg.

'y Xarelto

rivaroxaban tablets

Up Front: In March, Johnson & Johnson’s Xarelto ads started including a price range.

ment before Judge Amit Mehta on July 2 in
response to the complaint, essentially outlining
what Zoldan said. Federal attorneys reasoned
that the regulation would not drown out the
speaker’s message or rule out a mode of com-
munication, essentially not being a violation of
the First Amendment.

Legal counsel for the Trump administra-
tion suggested the court deny the drugmakers’
motion for a stay, pending judicial review, in its
response conclusion. A decision on the rule is
expected by mid-July, Jaffe said.

Regulated industry

From an advertising perspective, Trump’s
America First initiative and regulations stem-
ming from it aren’t anything new. The speci-
ficity of this particular regulation raised some
eyebrows, but direct-to-consumer requirements
have always been handed down from the federal
government.

“It’s very common for the federal government
to regulate advertising,” said Hunington Sachs,
vice president of business and legal affairs at
InterMedia Group of Cos., based in Woodland
Hills. “The (Federal Trade Commission) enforc-
es advertising and they want to make sure that
advertising is fair and not misleading.”

Direct-to-consumer advertising of phar-
maceuticals has been legal in the U.S. since
1985 to reach aging baby boomer consumers at
home, according to a post on the FDA’s web-
site. Advertisers and drug companies also noted
that an increasing number of patients were

participating in their own health care decisions.

Starting in 1997, the Food and Drug Admin-
istration eased up on broadcast regulations,
which at the time ran long and expensive for
drug makers. As opposed to providing a sum-
mary in the ad specific to each drug, a “major
statement” was allowed to be made rather than
a list of all product risks.

“Those were the regulations that required
that you publish a toll-free number and that
you can get additional information from your
pharmacist or physician, and all of that risk
language,” added Sachs. “You know you’ve
seen those ads, and they go on for 60 seconds —
almost 30 seconds of the ad talks about product
risks and benefits.”

The list price would be tacked on to a broad-
er list based on 1997 requirements, Sachs said.

Ultimately, it comes down to whether or not
consumers would be able to take the information
in the ad and apply it to their individual situation.

“It does require a little bit of sophistica-
tion on the part of the consumer,” Sachs said.
“These are things that consumers study. It gives
them enough information to be able to calcu-
late what their cost is going to be; I don’t think
that’s misleading.”

But the final word could rest with consumers.

“I don’t think that you can just argue one
way or the other without actual survey infor-
mation of what consumers think when they
look at the list price and what that makes them
believe about their out-of-pocket expenses,”
added Zoldan.
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the right sources of funding
for significant purchases,
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@ aircraft, artwork, and other
WILMINGTON collections; business
TRUST expenses; annual gifting; and

Wilmington Trust has
appointed Jeffrey R. Felix

as vice president and senior
private banker. Based in the
company’s Los Angeles office,
he is charged with meeting
the financial needs of clients
throughout the Western United
States by helping them obtain

high-net worth clients.

the payment of taxes. Felix

also has expertise in strategic
asset allocation and personal trust administration.
He joins Wilmington Trust’s growing team of wealth
advisors in Los Angeles, which includes president of the

Weiss, Melissa Graf and Victoria Flores-Manrique.

Wilmington Trust has experienced 12 percent year-over-
year loan growth while its Los Angeles team has grown
by double digits. The firm deploys the power of the M&T
Bank balance sheet and a credit culture that delivers

a suite of lending solutions, including structured and
securities-based lending for high-net worth and ultra-

Prior to joining Wilmington Trust, Felix was a senior
private banker at East West Bank. Previously, he was
a private banker at Wells Fargo and Union Bank, where
he provided his clients with advice and customized
solutions to meet their residential, real estate, and
personal asset-backed lending needs.

Felix received a Bachelor of Arts in Communications
Studies from the California State University, Northridge.
Wilmington Trust’s Los Angeles office is located at
10250 Constellation Blvd., Suite 2800. Felix can be
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City National Bank has hired
Jasleen Patel as senior vice
president and commercial
banking manager of its
commercial banking team

in the San Fernando Valley.
Patel provides middle-
market clients and real
estate investors in the San
Fernando Valley with portfolio
management expertise, cash

full suite of custom financial
solutions.

Western Region Brian Oard, as well as Tracy Nickl, Julie  contacted at (310) 300-3072.
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