New List Price Mandate for
DTC Television Advertising

Executive Summary

On May 8, 2019, the Trump administration announced that the
Centers for Medicare & Medicaid Services (CMS) would
require drugs covered by Medicare or Medicaid to include a list
price in any DTC television commercial within 60 days of the
announcement, if their list price is at least $35 for a month's
supply or a course of treatment. The ruling is virtually the same
as the one proposed in October 2018, and only products that
advertise on TV are affected directly by the ruling.

This POV provides a brief summary of the background to this
ruling, a summary of its specifics, some reactions to it, and our

recommendations to clients in its wake.

Background

The requirement to include list prices in DTC ads was first
proposed in October 2018 in the “American Patients First”
blueprint released by HHS Secretary Azar.

From October 2018 through May 2019, industry group PhARMA
and individual corporations responded in two ways.

First, they offered a different viewpoint to the logic behind
the blueprint, pointing out that publishing list prices would
be unlikely to accurately reflect the actual price a patient would
pay, and could therefore confuse patients, which might cause
them to erroneously avoid medication that could help them.

Second, PhRMA released updated DTC Principles, the
organization’s voluntary guidelines for advertising. Some
companies did begin to choose to include links to pricing
information, or the information itself, in their ads.
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Meantime, some pharmaceutical companies have begun to list
drug prices, or informational websites, in their commercials in
advance of this ruling. Industry trade group PhRMA launched an
update to their voluntary DTC principles, to include information
about pricing, and on May 8, also announced the launch of
MedicineAssistanceTool.org, a search engine for patient-

assistance programs.

For additional background, see our Oct. 2018 PQV, Sharing
Drug Pricing With Consumers: An Intouch Primer.

Specifics

The recent rule can be read in its entirety here.

What: Prescription drugs or biologics that are reimbursed

by Medicaid or Medicare — if they have a list price of at least
$35 for a 30-day supply or typical course of treatment — must
include a textual statement at the end of the advertisement. It
was not mandated that voiceovers include the pricing statement.

Where: In television advertisements (including broadcast, cable,
streaming, and satellite). It was not mandated that YouTube
channels or other videos include the pricing statement.

When: Effective July 9, 2019

Also: Manufacturers are permitted to include an up-to-date
list price of a competitor’s product, so long as they do so in
a truthful, non-misleading way.



https://www.hhs.gov/about/news/2018/10/15/what-you-need-to-know-about-putting-drug-prices-in-tv-ads.html
https://www.phrma.org/press-release/phrma-responds-to-hhs-dtc-rule-launches-website-providing-patients-with-cost-information
https://www.phrma.org/press-release/phrma-members-take-new-approach-to-dtc-television-advertising
http://MedicineAssistanceTool.org
https://www.intouchsol.com/wp-content/uploads/Blog/PDFs/SharingDrugPricingWithConsumers.pdf
https://www.intouchsol.com/wp-content/uploads/Blog/PDFs/SharingDrugPricingWithConsumers.pdf
https://www.federalregister.gov/documents/2019/05/10/2019-09655/medicare-and-medicaid-programs-regulation-to-require-drug-pricing-transparency

INFORMATION REQUIRED BY CMS

30-Day Supply

The first two sets of brackets represent

an either-or determination.

e |If, for example, a product's use
for a specific indication is normally
limited to two weeks, then the
words "typical course of treatment
with" would appear instead of the
words, "30-day supply of."

e Marketers would not be required to
provide 30-day pricing information
for products used for less than
30 days.

The list price for a

Over 30 Days

It is unclear from the proposed rule
whether a product that has a typical
course of treatment longer than 30
days (e.g., eight weeks) would be
required to provide the 30-day price
or the price for the longer period. The
rule as proposed simply states that the
price required would be "whichever
is most appropriate" without providing
direction about how to determine
which would be most appropriate

in any given situation.

Multiple Indications

Regarding situations where a product
has multiple indications with different
typical courses of treatment, the price
included should be "associated with the
primary indication addressed in the
advertisement."

[name of prescription drug or biological product] §il [insert list price] HiSoNRsENZE

health insurance that covers drugs, your cost may be different.

Product Name

This will be replaced with the specific
product name. The rule does not clarify
whether the name of the product
would be only the brand name or
would require the generic name as well.

WAC Definition

The WAC (Wholesale Acquisition Cost)
is defined as "the manufacturer’s list price
for the drug or biological to wholesalers or
direct purchasers in the United States, not
including prompt pay or other discounts,
rebates or reductions in price, for the most
recent month for which the information is
available, as reported in wholesale price
guides or other publications of drug or
biological pricing data."

Currency of WAC

Although the rule itself states that the
WAC is "for the most recent month
for which the information is available,'
the pricing information section of the
rule clarifies that the WAC shown
only needs to be updated each quarter
"determined on the first day of quarter
during which the advertisement is
being aired or otherwise broadcast."



Reactions — Media

As noted, industry has questioned the premise of the
ruling and whether it will be beneficial for patients.

Some media also question another premise of the ruling —

to wit, whether it will result in lower prices. NPR noted,
“Secretary of Health and Human Services Alex Azar said today
that when it comes to changing prescription drug prices,
‘putting prices in TV ads may be the most significant single step
any administration has ever taken. But patient advocates are
not convinced it will have an immediate impact on drug pricing.”

Others, like LA Times business columnist Alex Lazarus, were
skeptical of the regulation’s efficacy generally. In a column
titled “Drugmakers need to take a chill pill over new price-
disclosure requirement,” Lazar opined, “This indicates that
Trump’s commitment to patient welfare is little more than
political posturing.”

Reactions — Industry

Meanwhile, the industry has begun taking action. As noted
above, PARMA's voluntary DTC Principles were updated in
October 2018 to include the following 19t principle:

“All DTC television advertising that identifies a medicine

by name should include direction as to where patients
can find information about the cost of the medicine, such as
a company-developed website, including the list price and
average, estimated, or typical patient out-of-pocket costs,

or other context about the potential cost of the medicine.”

To that end, on January 8, Eli Lilly began running ads for Trulicity
that directed viewers to a website that gave its list price and
average out-of-pocket costs, and information on patient-
assistance programs. That website, lillypricinginfo.org, now

includes information for five Lilly brands: Emgality, Olumiant,
Taltz, Trulicity, and Verzenio.
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How much should | expect

to pay for Trulicity?

A

On February 7, Johnson & Johnson announced that its TV
ads for Janssen’s Xarelto would begin to include the drug’s
list price and typical out-of-pocket costs in the ad, and direct
them to the brand’s website for further information. On
March 29, the ad first aired, making Xarelto the first drug

to include the price in its ad.

J&J has also released findings of a survey it commissioned,
suggesting solutions they believe to be most effective in
informing patients:

2,200+ People Surveyed

We listened to American consumers and 9 )

q 9 q 1,446 Patients
patients across a wide range of disease areas,
including atrial fibrillation (AFib), psoriasis, [ )

’s di : 784 c
Crohn’s disease, prostate cancer and leukemia @ onsumers

We shared different ways pricing information could be
included in U.S. pharmaceutical TV ads.

$ Only Typical Out-of-Pocket Directing Patients
! List Price Costs and List Price to a Website

Patients and consumers also found
it helpful to have more detailed cost
information on a medicine's
website, including:

We asked a range of questions on the
options above, and more specific
questions about preference:
LU

79% of Patients and Consumers

prefer to know the amount they will have to pay for
a pharmaceutical medication (out-of-pocket costs).

LA

12% of Patients and Consumers
prefer to know the list price of a pharmaceutical
medication.

What we will be sharing

2 This range shows how much most patients
may pay for the medicine out-of-pocket on a

monthly basis.

N This represents the list price of the medicine.
$ - List price is ultimately reduced by discounts
e —
pharmacy benefit managers, hospitals,

Tolean moreabout cossandhow har
clinics, the government and others.

Janssen can help,vsit v drugname.com

$$

We know the range on the left does not cover
List Price everyone, and we also know patients want more
specific information that applies to them. As a
E result, we are updating the websites for our
medicines that are advertised on TV in the U.S.,
starting with our most frequently prescribed
medicine. On those websites, you will be able to
find more information on the range of out-of-
pocket costs for most patients for specific types
of coverage - such as Medicare or commercial
insurance or no coverage.

@ @ o 3outofevery 4 patients may pay an amount somewhere in this range on a monthly basis.

i"' Actual out-of-pocket costs may vary based on dosing, site of care, insurance coverage, and
eligibility for support programs. Patients may not always pay the same amount per month,
and some months may fall outside of this range due to insurance plan designs. Contact the
insurance provider for more details on the individual plan.

*Out-of-pocket cost estimates are based on approved pharmacy claims, normalized to a 30-day supply, after application of insurance
benefits. Costs do not include medical claims and starter its. Estimates from IQVIA claims data (11/2017-10/201€; Al rights reserved).

For more information visit: Janssen.com/DTCdisclosures

© Johnson & Johnson Healthcare Systems, Inc. 03/19 cp-84057v1

Table from Johnson & Johnson, click here to see more details.


https://www.npr.org/sections/health-shots/2019/05/08/721574626/will-displaying-drug-list-prices-in-ads-help-lower-costs
https://www.latimes.com/business/lazarus/la-fi-lazarus-drug-price-disclosure-20190509-story.html
https://www.lillypricinginfo.com/trulicity
https://www.statnews.com/2019/02/07/johnson-johnson-drug-prices-tv-commercials/
https://transparencyreport.janssen.com/dtcdisclosures

On May 8, PhRMA issued the following statement:

“We are concerned that the administration’s rule requiring
list prices in direct-to-consumer (DTC) television advertising
could be confusing for patients and may discourage them from
seeking needed medical care. We support providing patients
with more transparency about medicine costs, which is why
our member companies voluntarily began directing patients to
links to comprehensive cost information in their DTC television
advertising. After speaking with patients across the country,
we learned that patients prefer this approach.

This is also why today we announced the launch of a new
platform for patients, caregivers and health care providers
called the Medicine Assistance Tool, or MAT. This tool links to
the websites referenced in company DTC television advertising
and includes a search tool to help patients connect to financial
assistance programs. This effort is just one of several ways our
members are working to ensure patients have the information they
need to make more informed health care decisions.

While we are still reviewing the administration’s rule, we
believe there are operational challenges, particularly the 60-day
implementation timeframe, and think the final rule raises First
Amendment and statutory concerns.”

Industry think tank Coalition for Healthcare Communications
(CHC) issued a statement communicating a similar level of
disappointment, but stopped short of promising legal action:

It is unfortunate that HHS moved forward on this plan,
especially given the constructive alternatives PhARMA and
individual pharmaceutical companies have put forward to
provide accurate pricing information in context.

CHC also points out the unusual method laid out for enforcement:

Another interesting aspect is that this regulation will not be
enforced directly by CMS or the FDA’s Office of Prescription
Drug Promotion (OPDP). Instead, HHS will “maintain a public
list” of drugs with advertisements that do not comply, and will rely
on competing biopharma companies to take private legal action
against one another under the Lanham Act for unfair competition.
One wonders whether any pharmaceutical company would take
such action or, if they did, be able to prove they were harmed.

Recommendations

While the CMS ruling dictates what pricing information
must be included in television spots, it's been left up to the
manufacturers to provide important clarity around that pricing
information. The opportunity exists to provide a realistic
context around the list price statement, either in the TV spot
or in an accompanying website, that can ensure they are able
to inform patients in a helpful way. As in the Janssen ad for
Xarelto, this can be done by providing estimates of average
out-of-pocket costs.

Comparison of list price and out-of-pocket cost under high- and low-premium plans for the drugs with the highest DTC advertising expenditures

REPRESENTATIVE LOW PREMIUM PLAN

(ler:g'ty) V\I{/?;:nf:r Tier N(-':)gnf)ct;a;ed Initial Coverage
Deductible ~ Coverage Gap

Humira (2 pens) ....... $5,174 Specialty .......... $5,169 $1,292 $1,292
Lyrica (60 tabs) .. $468 Preferred Brand . $446 $40 $117
Xeljanz (60 tabs) ...... $4,481 Specialty .......... $4,477 $1,119 $1,119
Trulicity (4 pens) ...... $730 Preferred Brand . $730 $40 $182
Xarelto (30 tabs) ...... $448 Preferred Brand . $448 $40 $112
Otezla (60 tabs) ....... $3,398 Non-formulary ... $4,078 $4,078 $4,078
Eliquis (60 tabs) $444 Preferred Brand . $444 $40 $111
Keytruda ....... $4,719 Part B

Ibrance (30 tabs) ...... $16,938 Specialty ........ $17,608 $4,402 $4,402
Jardiance (30 tabs) .. $493 Preferred Brand . $493 $40 $123
Rexulti (30 tabs) $1,109 Specialty ........ $1,109 $277 $277
Taltz (1 pen) ... $5,162 Non-formular $6,442 $6,442 $6,442
Verzenio (60 tabs) ... $12,087 Specialty ....... $12,510 $3,128 $3,128
Prevnar-13... $189 Part B

Eucrisa (1 tube) ........ $633 Non-formulary .......... $745 $745 $745
Latuda (30 tabs) ....... $1,223 Nonpreferred Drug ... $1,223 $562 $306
Victoza (3 pens) ....... $922 Preferred Brand ......... $921 $40 $230
Farxiga (30 tabs) ...... $492 Preferred Brand . $492 $40 $123
Enbrel (4 pens) .. $5,174 Non-formular $6,209 $6,209 $6,209
Cosentyx (1 pen) ..... $5,179 Non-formulary ... $4,661 $4,661 $4,661

REPRESENTATIVE HIGH PREMIUM PLAN

Negotiated

Catastrophic Tier Price & C;Cierlizlge Cogearpage Catastrophic
Deductible
$258 Specialty ......... $5,097 $1,325 $1,274 $255
$23 Preferred Brand . $462 $42 $115 $23
$224 Non-formulary $5,377 $5,377 $5,377 $5,377
$36 Nonpreferred Drug ... $720 $345 $180 $36
$22 Preferred Brand ......... $442 $42 $110 $22
$4,078 Non-formulary ... $4,078 $4,078 $4,078 $4,078
$22 Preferred Brand ......... $438 $42 $110 $22
$880 Specialty .......... $16,686 $4,338 $4,171 $834
$25 Preferred Brand ......... $486 $42 $66 $24
$55 Nonpreferred Drug ... $1,093 $525 $273 $55
$6,442 Non-formulary ........... $6,194 $6,194 $6,194 $6,194
$626 Nonpreferred Drug ... $11,907 $5,715 $2,977 $595
$745 Non-formulary ........... $745 $745 $745 $745
$61 Nonpreferred Drug ... $1,200 $528 $300 $60
$46 Preferred Brand ........ $908 $42 $227 $45
$25 Nonpreferred Drug ... $486 $233 $121 $24
$6,209 Specialty ... $5,097 $1,325 $1,274 $255
$4,661 Non-formulary $4,661 $4,661 $4.661 $4.661

Table from Federal Register, click here to see more details.


https://www.govinfo.gov/content/pkg/FR-2019-05-10/pdf/2019-09655.pdf

Some companies may choose to take a wait-and-see approach,
but they should be prepared to come into compliance if required.
This could simply mean pulling noncompliant TV spots at such
time as that becomes necessary. Whether a brand chooses to
immediately act or to hold off, though, it's important to recognize
this opportunity to demonstrate patient centricity and to
consider additional avenues for doing so.

PhRMA’s MedicineAssistanceTool.org is one such step toward

that end. Additional tools, such as online co-pay lookups, or

coverage checkers like this one from Ozempic, are ways that
brands can help patients with even more specificity. These can
also include information about patient-assistance programs and
third-party foundations that can assist patients.

Advertisers can provide pricing clarification in additional
channels such as point-of-care and print advertising. Brands
should also consider ramping up digital advertising pointing
to contextual resources, particularly in markets where
television ads are running.

Sales reps can ensure that HCPs have accurate information
on ultimate patient costs through interactive visual aids, tools,
and ongoing marketing messaging that not only educate the
HCP, but also assist in clarifications for patients who might be
confused about what they saw on television.

Finally, brands should deploy mechanisms to gather information
to understand pain points and identify opportunities for
improvement. Sales reps and call centers should report the
volume and nature of inquiries and concerns as it relates

to pricing.

Conclusion

Pharmaceutical pricing has been questioned by regulators for
more than half a century. While the industry is clearly moving
toward greater pricing transparency, this latest ruling may not
have the results its proponents hope for.

As the industry has noted in public commentary, in PARMA's
response, and in the comments to the draft rule, the major
concern expressed is the risk of confusion to consumers. A list

price, without the discounts, rebates, and co-pays specific to
each patient’s coverage situation, does not tell a patient what
they need to know: how much they will pay at the
pharmacy counter.

It's easy to see how the potential result — HCPs and patients
making treatment decisions based on erroneous assumptions
— could be bad for patients in a variety of ways. Patients could

avoid seeking care altogether, thinking that help is beyond
them financially. Or they might fall prey to a “value bias” —
choosing the priciest medication available, thinking expensive
must equal better.

While the rule did include responses to the legal challenges
made by public comments, we do expect legal challenges to
arise and continue. PhRMA’s May 8 response says that they
“are still reviewing the administration’s rule,” which does not rule
out litigation. Challenges based upon the First Amendment and
the question of “compelled speech” are likely.

For assistance in ensuring PhRMA and CMS compliance
across your DTC advertising, or to discuss effective, customer-
friendly options for pricing transparency, contact your Intouch
representative or Brady Walcott, Executive Vice President,
Intouch Group at brady.walcott@intouchg.com. For help with

strategic considerations surrounding longer-term pricing and
contracting, contact Mike Motto, SVP Market Access, Intouch
Group, at mike.motto@intouchsol.com.
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Author: Intouch Team. Intouch Group is not a law firm, and nothing in this

advisory should be construed as offering legal advice or counsel.
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Contact Brady Walcott at 214.642.5290
brady.walcott@intouchg.com
intouchg.com

Want to learn more about pricing compliance?


https://medicineassistancetool.org/
https://www.ozempicpro.com/getting-patients-started/ozempic-savings-and-coverage.html
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4101807/
https://www.phrma.org/press-release/phrma-responds-to-hhs-dtc-rule-launches-website-providing-patients-with-cost-information
https://www.bloomberg.com/news/articles/2018-10-15/drug-lobby-sets-stage-for-free-speech-battle-over-prices-in-ads
mailto:brady.walcott%40intouchg.com?subject=
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