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PROCEEDI NGS
(9:02 a.m)
Wl cone - Eva Tenkin

M5. TEMKIN:. Good norning. |1'mtold that
we're already two m nutes behind, so I"'magoing to
junp in and get started.

Wl cone to the FDA/ FTC Wbr kshop on
Conpetitive Marketplace for Biosimlars. |'m Eva
Tenkin. |I'mthe acting director for policy in
CDER s O fice of Therapeutic Biol ogics and
Biosimlars, and | amthrilled to be here to kick
off what I"msure wll be an exciting and
i nformati ve day.

The pur pose of our workshop today is to
di scuss FDA and FTC s col | aborative efforts to
support appropriate adoption of biosimlars,

di scouragi ng fal se and m sl eadi ng conmuni cati ons
about biosimlars, and deterring anticonpetitive
behavi ors in the biologic product marketpl ace.

From ny perspective, to inprove patient
access to |life-saving therapies, we need to | ook at

sonme key factors that we're going to touch on
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during our tine today.

First, there has to be availability of
biosimlars, that is devel opers nmake choices to
devel op and seek approval of biosimlars; second,
there has to be awareness of biosimlar products
and their promse for patients and from heal t hcare
provider communities; and third, we need adoption.
Li cense holders need to bring biosimlars to narket
and people need to use them

Navi gati ng these three steps successfully
requires a conpetitive narketplace and fair
busi ness practices. Done right, it can ultinmately
result in access for nore patients to inportant
bi ol ogi ¢ t herapi es.

Before we begin, | also want to nake a few
adm ni strati ve announcenents. First, please
sil ence any cell phones or other nobil e devices, as
they may interfere with the audio in the room
t oday.

Second, we ask that all attendees sign in at
the registration tables outside the neeting room

W are a sold-out event, so if you did not
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preregister to attend but are in this room you
m ght want to head to Room 1504. That's our
overflow roomtoday. W wll be streamng |live
audi o and video to this room

Third, this Wrkshop is bringing together
several speakers from FDA, FTC, and stakehol ders
who may use different term nol ogy and bring
different perspectives. Please note that views,

t hought' s, and opi ni ons expressed t hroughout the day
by any individual are not attributable to any ot her
parti ci pant.

This is the nost gl anorous part of ny day.
The restroons are |located in the | obby past the
coffee area to the right and down the hallway. And
finally, copies of today's presentations are
avai | abl e upon request.

Contact information is al so avail able at the
registration table out in the hall. For nedia
inquiries, our press officer today is Ji m MKinney.
I f any nenbers of the nmedia are here today, please
sign in, and if you have questions or are

interested i n speaking about this workshop, please
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contact Jim

There are no rules of evidence for this
wor kshop today, but there are sone genera
procedural rules that | wll read very quickly in
t he hopes of noving things along. Attendees should
not interrupt the presentations at any of the
pl anned panels, which will not be taking questions
fromthe audience. There wll be an open public
comment period at the end of the day once the panel
present ati ons have concl uded.

Thi s workshop is subject to FDA policy and
procedures for electronic nmedia coverage.
Representati ves of the electronic nedia are
permtted, subject to certain limtations, to
vi deotape, film or otherw se record today's
pr oceedi ngs.

This workshop will also be transcribed, and
copies of the transcript can be ordered through the
docket or accessed on FDA s website approxi nately
30 days after the workshop. And on that note,
woul d ask that all of the speakers and panel

partici pants nake sure to speak into a m crophone
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because the transcriptionist needs us to do that so
that the transcription can be accurate.

For the open public comrent period of our
day today, we have approximately 17 speakers
regi stered to speak, and each one of themw || be
allotted 4 mnutes to present.

At this point intine, | believe all of the
oral presentation time has been allotted to
preregi stered speakers. |If that changes, though, a
preregi stered speaker doesn't attend or sonething
opens up, there nmay be an opportunity for
addi ti onal oral presentations at the end of the
wor kshop. Please sign up at the registration table
outside the neeting roomif you're interested in
doi ng that by 10 o' cl ock.

We al so encourage you to submt to the
docket. You can see the Federal Register notice
for details on how to submt coments to the
docket. And | would say from ny perspective, we
al wvays review witten comments. They're very very
hel pful, so | really encourage folks to do that.

Pl ease submt witten comrents by April 9, 2020.
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Thi s workshop is being webcast |live, however, the
webcast is not interactive, so viewers cannot
conment or ask questi ons.

Wth that, it is ny great pleasure to
i ntroduce FDA Comm ssi oner Hahn. Dr. Hahn cane to
FDA i n Decenber of |ast year after serving as the
chi ef nedi cal executive at the University of Texas
MD Ander son Cancer Center.

In just a few short nonths after comng to
FDA, Dr. Hahn has hel ped bring the FDA and FTC
joint statenent to life, reinforcing the agency's
commtnents to taking key steps to reduce gam ng of
current FDA requirenments and coordinating with the
Federal Trade Comm ssion to address anticonpetitive
behavior. Dr. Hahn and Tara Kosl ov, FTC s chief of
staff, wll be providing opening renarks for
t oday' s workshop. Thank you.

( Appl ause.)

Openi ng Remar ks - Stephen Hahn

DR. HAHN: Good norning, and thank you, Eva,

for that kind introduction. I'mreally pleased to

see so nany of you all joining us today, both
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virtually and in person. This is areally
important topic, and |I'mespecially delighted to
wel cone to Wiite Gak -- it's far away from downt own
D.C., so | appreciate your being here -- Tara

Kosl ov, who's the chief of staff of our partner
agency, the Federal Trade Comm ssi on.

| just want to stop and take a nonent here.
This is an incredibly inportant topic. W'II|l spend
a lot of tine today tal king about it. But | do
want to spend a nonent to acknow edge t hose who' ve
lost their lives to the coronavirus outbreak. W
very much care about what happens around the world
to fol ks who have been exposed to this and just
want to take a nonent to acknow edge that.

The other thing I'd like to do is to
acknowl edge the nmany people at FDA, CDC, HHS, and
around the U. S. governnent who have worked
tirelessly, and | can assure you of that, 24/7, to
address this outbreak. They are true Anerican
heroes in trying to help us address this across the
country and the worl d.

The focus of today's neeting is an inportant

A Matter of Record
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one, to discuss the FDA's and FTC s col | aborative
efforts concerning the biol ogics marketplace in
biosimlars. For those of us who believe in the
mar ket pl ace, it's really inportant that the free
mar ket work well, and that includes naking sure, as
nmy predecessor Dr. CGottlieb had said before, that
there are no shenanigans. |It's a really inportant
concept, and work together trying to address that

i ssue.

We believe that getting nore biosimlars,
and hopefully interchangeabl es, on the market wl |
offer great potential and have a positive effect on
the Anerican public, both froman availability
poi nt of view but also froma cost point of view

Last nmonth, as you know, we signed a joint
statenent on our coll aboration, which outlined our
shared goal s and obj ectives and di scussed how our
agencies wll work together to support conpetitive
mar kets for biological products. This truly is an
exanpl e of the U. S. governnent in a transagency
fashi on working together. It also described key

steps we intend to take to address fal se or

A Matter of Record
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m sl eadi ng communi cati on by bi ol ogi cal product
manuf acturers. This is not nmeant to be an us
versus them situation, but just so that everyone is
on the sanme | evel working field and novi ng forward
to provide as nuch transparent information as
possi bl e to devel opers and the Anerican public.

We've al so rel eased a draft gui dance for
i ndustry call ed Pronotional Labeling and
Advertising Considerations for Prescription
Bi ol ogi cal Reference and Bi osim | ar Products:
Questions and Answers. That's a nout hful but
really inmportant infornation contained in that
draft guidance. W're expecting to get conments on
that, and we'll work with our partners around that,
and today we're holding this workshop, the next
i mportant step in our collaboration.

What the partnership of our two agencies
nmeans i s that our conbi ned extensive resources and
efforts in this area can have a dual focus on both
the scientific and the legal fronts. This neans we
w |l do everything possible to support a robust

mar ket pl ace for biological products, including the

A Matter of Record
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adopti on of both biosimlar and interchangeabl e
pr oducts.

On the scientific end, and we are very nuch
a scientific organization at FDA, we are working to
support innovation and advance the scientific
devel opnent of these groundbreaki ng products.
We're al so engaged in very close participation, our
partnership with FTC, in activities designed to
hel p ensure that heal thcare professionals and
patients receive truthful and non-m sl eadi ng
i nformati on about bi ol ogi cal products and to deter
anti conpetitive behaviors in the marketpl ace
related to them

| cane to this job as a provider of cancer
care. | can't tell you how inportant it is that we
conmuni cate with patients and providers about this
and gi ve themthe npost accurate information. That
wll go a long way to ensuring that these products
are available to the Anerican public and providers.
What these activities have in common is the goal of
hel ping to reduce costs and enhance pati ent access

to these inportant and potentially |ife-saving

A Matter of Record
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pr oducts.

The devel opnent of biologics offers us one
of the best exanples we have today of the potenti al
of fered by unprecedented advances i n nedi cal
science. What we're seeing across the world, and
particularly in the United States, is
unprecedented, and we are very nmuch interested in
bri ngi ng science innovation to the pati ent bedsi de
for providers and patients alike.

These products, which may be produced
t hrough bi otechnology in a living system are used
to di agnose, prevent, treat, and cure di seases and
medi cal conditions. W' ve seen enor nbus progress
inthis field in a relatively short period of tine.
W're all working to catch up with that anazing
accel eration of innovation, and these products are
increasingly playing a central role in the
treatnent of the many serious and |ife-threatening
di seases. In fact, in sone situations, these are
the only products available to treat patients with
life-threatening situations.

So there's an urgent unnet nedical need for

A Matter of Record
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us to do as nmuch as we can in this sphere, and that
wll likely continue to grow, and we certainly hope
it does grow. Last year, we approved

10 biosimlars. That makes a total since 2015 of
26 for 9 different related reference products; and
in the early nonths of 2020, we have continued to
see strong nmonmentum  Congress recogni zed this

prom se 10 years ago, and to support it, passed the
Bi ol ogi cs Conpetition and | nnovation Act.

Just as a brief nonent here, we know from
the generic space, the prescription side, the drug
side, that the nore generics we have
available -- and I'mnaking a rel ati onshi p between
generics and biosimlars, and | realize the
translation isn't a hundred percent correct. But
we know when we introduce generics on the drug side
that we significantly reduce costs, so let ne give
you a few facts about this.

If one generic is introduced to a reference
product, on average, that reduces the price of that
product by about 35-36 percent. |If we introduce up

to 6 generics in a product space, that can reduce

A Matter of Record
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the price of those products by as nuch as

95 percent. W're hoping to get the sane sort of
scal e and approach in the biosimlar and certainly
in the interchangeabl e space. The nore we can do
in this area, the better it's going to be for
conpetition and choice for the Anerican people.

We think, and our estimtes are, that over
the | ast decade, conpetition in the generic space
has saved Americans in the healthcare system nore
than a trillion dollars, and we need to get worKking
to have this occur in the biosimlar space and
i nt erchangeabl e space as wel |

Bi ol ogi cs account for a disproportionate
amount of the overall spending of prescription
drugs. They're 2 percent of the total of
prescription drugs but account for, by our
esti mates, 40 percent of the cost of prescription
drugs.

Where we are right nowis where we were
before in the prescription drug side of the house
and, again, the nore we do work on the biosimlar

i nt erchangeabl e side, the better it's going to be

A Matter of Record
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for the Anerican public, again, with choice and
conpetition. W' ve taken Congress' goal to heart
and are doing everything, particularly with our
great partners at FTC, to increase accessibility
and help Anericans realize the prom se of

bi osim | ars.

We're al ready naking sone significant
strides, but we have nore work to do, and we
realize that, and we're always | ooking for ways to
i nprove. We've inproved the efficiency of the
bi osi m |l ar and i nterchangeabl e product devel opnent
approval process.

Across the agency we're | ooking at this.
How do we nmake it nore efficient? How do we nake
it easier for developers to provide the information
to us? How do we on our end make it easier for our
reviewers so that the nunber of review cycles goes
down and the process and the tineline for approval
goes down as wel | ?

We are mai ntaining our gold standard of
safety and efficacy, but we definitely want to

maxi m ze efficiency and want to provide as nmuch

A Matter of Record
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regulatory clarity for devel opers as possi bl e.
We're al so doing our best to try to strengthen
effective communi cations with the Anerican publi c,
providers, and with innovators.

The | ast point has special relevance for our
partnership with FTC, and I want to focus on that
for a nonent. W know that a free market, as |
menti oned before, and enhanced conpetition supports
i ncreased i nnovation, so it has the virtuous effect
of not only helping in terns of decreasing prices
as we've seen on the generic side, but also
stinmulating further innovation. But for it to be a
free market and a fair market, it has to absolutely
be free.

Unfortunately, since the earliest stages of
t he devel opnment of the biologics narket, there have
been obstacles to increase conpetition. That's not
okay. W' ve seen efforts by manufacturers to del ay
conpetition for biosimlar products and we' ve seen
the publication of nmaterials that seem designed to
create uncertainty about biosimlars and di scourage

pati ents and heal thcare providers fromusing them

A Matter of Record
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These behavi ors have the potential to put
i nnovation at risk, erode public confidence in the
product, weaken efforts to | ower healthcare costs
t hrough conpetition, and ultinmately undern ne
advances in healthcare, as potential treatnents and
cures are unavail able or go unrealized. At FDA as
at FTC, we are very commtted to enpowering the
Aneri can consuner and the Anerican provider, and we
nust do nore in that area.

To counter these activities, we've taken a
nunber of actions fromthe creation of the
bi osi m | ar product devel opnent programto a public
educati on canpaign that you all know about.

Qur coll aboration with the FTC i s the next
step in our efforts to end these types of
counter-productive activities; and, Tara, | want to
t hank you and Conmi ssioner Sinons for the terrific
work that you' ve done in partnership with us. It
w |l help and support and ensure an environnment in
whi ch biosimlars can fulfill their prom se and
reach the patients who need them because the narket

is a conpetitive and fair one.
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The FDA, as | nentioned, is a science-based
organi zati on and data-driven, and our work is
prem sed on the understandi ng that decisions nust
be based on good data and sound science. |In this
way, we can pronote innovation and support the
devel opnent of new treatnents and cures. But this
activity nmust be conducted on a fair playing field
that the patients and our public and our providers
depend upon.

Qur coll aboration with FTC, as |'ve
mentioned, is designed to help ensure this, and I
very nmuch want to congratulate FTC in all they've
done. Today's neeting, as | nentioned, is that
next step and, again, really appreciate the
partnership with FTC

So on that note, it's ny great pleasure to
i ntroduce the chief of staff of FTC, Tara Kosl ov.
Ms. Koslov has served as Chairman Sinon's chief of
staff since he was sworn in as chairman of FTC on
May 1, 2018. She has worked on heal thcare
conpetition matters throughout her 23-year career

at FTC. That's really inpressive stayi ng power.
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Thank you for your service to the Anmerican
peopl e, including on biologics and biosimlars.
Just in our brief conversation, | know you feel so
passi onate about this subject. Prior to her
position as chief of staff, M. Koslov was acting
director of the Ofice of Policy Planning. She is
a graduate of Harvard Law and Brown University.

Ladi es and gentl enen, Tara Kosl ov. Thank
you.

( Appl ause.)

Openi ng Remar ks - Tara Kosl ov

MS. KOSLOV: Good norning, everyone. |'m
delighted to join Comm ssioner Hahn in wel com ng
you all here today, and on behalf of FTC, Chairnan
Sinmon, he truly regrets not being able to be here
W th us today, which is why you get ne instead.

But as Conmm ssi oner Hahn menti oned, | have | ong

wor ked on these issues, and | amindeed passionate
about them So |I'm pleased to be here representing
nmy agency.

Let ne begin with a few thank yous. This

wor kshop is part of the decades-1ong coll aboration

A Matter of Record
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bet ween t he Federal Trade Comm ssion and the FDA to
pronote conpetitive markets for pharnaceuti cal s.
Today, our focus is on biologics markets and what
can be done to spark conpetition for these
I nnovati ve new treatnents.

I would like to thank fornmer FDA
Conmmi ssioner Scott CGottlieb for initiating this
joint agency effort and Conmm ssi oner Hahn for
continuing it. | would also |like to thank the FDA
for hosting this workshop and the many FDA and FTC
staf f who made this workshop happen. An incredible
amount of work went into planning and executing
this event. As soneone who has done plenty of
events at the FTC, | know exactly what goes into
putting together sonething like this, and |I'mvery
grateful for everyone's efforts.

Bi ol ogi cs, as we all know, our innovative
treatnents for serious and |ife-threatening
di seases |i ke cancer, diabetes, and Crohn's
di sease. Oten biologics are the only effective
treatnents for these di seases, but biologics can be

very expensive, sone costing tens of thousands and
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others costing mllions of dollars. Total U S
spendi ng on biologics is growing rapidly and
reached $125.5 billion in 2018.

I'mgoing to provide the FTC s perspective
as a conpetition and consunmer protection
enf orcenent agency. As many in this room al ready
know, the FTC has a broad m ssion to protect
consuners and pronobte conpetition by preventing
anticonpetitive, deceptive, and unfair business
practi ces.

Because of the critical role conpetition
plays in reducing prices and fostering i nnovati on,
the FTC has | ong been interested in pronoting
conpetition in pharnaceutical narkets.

One way the FTC does this is by conducting
i ndustry studies. Mrre than 40 years ago, for
exanmpl e, the FTC published a report on state | aws
t hat prevented pharnacists from substituting
generics for branded drugs.

The FTC concl uded that these |aws inposed
substantial unwarranted costs on consuners by

unduly restricting price conpetition between

A Matter of Record
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generic and branded drugs. These findi ngs hel ped
pave the way for now famliar state | aws that all ow
automati c substitution of a generic for the brand.

Simlarly, a 2002 conmm ssion study on
generic drug entry recommended the brand nane
conpani es and generic applicants, settling patent
litigation under the provisions of the Hatch-Waxman
Act, should be required to submt those settlenents
to the FTC.

Thi s recommendati on was i ncorporated into
t he Medi care Mbderni zati on Act of 2003 and i s now
the primary nmeans by which the FTC | earns about
potentially anticonpetitive patent settl enents
bet ween brand and generic drug nanufacturers.
Fol |l owi ng the 2018 anendnments to the Medicare
Moder ni zati on Act, the FTC now al so obtains and
revi ews patent settlenent agreenents invol ving
bi ol ogi cs and biosim |l ars.

Anot her way the FTC pronotes conpetition in
phar maceuti cal nmarkets is by vigorously conbating
anticonpetitive conduct. Notably, the comm ssion

has a | ong record of successful enforcenent actions
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agai nst brand and generi c drug manufacturers
seeking to gain the Hatch-Waxman process by
entering into anticonpetitive reverse paynent
agr eenent s.

The agency's victories include a | andmark
deci sion by the Suprene Court in FTC v. Actavis,
hol di ng that such agreenents can create antitrust
liability. W've also seen favorable
interpretations of activists in other federal
courts and sweeping settlenments that prevent nmmjor
manuf acturers fromentering into anti conpetitive
reverse paynent agreenents.

Perhaps as a result of these successes, the
nunber of potentially anticonpetitive reverse
paynment agreenents has dropped precipitously.

The FTC s experience wth pharmaceutical s
al so extends to the biologics industry. In fact,
the FTC brought its first enforcenent action
i nvol ving a biologic al nost 30 years ago. More
recently, the FTC provided techni cal assistance as
Congress devel oped the abbrevi ated pat hway for

approval of biosimlars.
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I n 2008 when Congress was wei ghi ng options
for an abbrevi ated pat hway, the House Conmittee on
Energy and Commerce requested, and the FTC
provi ded, | essons | earned from Hatch-Waxman to hel p
structure the new pat hway, and in 2009, the FTC
testified before Congress about a foll ow on
bi ol ogi ¢ drug conpetition to informthe debate on
the legislation that becane the abbreviated
pat hway.

As an asi de, the conm ssioner who provided
that testinony at the tinme was actually the
conm ssioner | was working for at the tinme as her
attorney advi sor, which shows you how far back ny
i nvol vement goes in these issues. So it's kind of
nice to cone full circle.

Conpetition between reference biol ogics and
biosimlars is just as inportant as conpetition
bet ween brand and generic small nol ecul e drugs.
Biosimlars, which are as safe and effective as
their reference biologics, hold the pronm se of
reduci ng price, and therefore increasing access to

these treatnents. This is because when given a
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choi ce between two highly simlar products,
wel | -i nfornmed consuners typically choose the | ess
expensi ve option.

This conpetition in turn drives prices down,
but conpetition only works when consuners have
reliable and truthful information. In sone
i nstances, statenents fromreference biol ogic
manuf acturers and the groups they fund may m sl ead
pati ents and physicians into believing the
biosimlar is not as safe or as effective as the
reference biologic. Such deception mght violate
bot h consunmer protection |aws and antitrust | aws.

On the consuner protection front, while the
FTC generally supports conparative adverti sing,

t hat advertising nmust be truthful and not

m sl eading. Advertising that creates an i npression
of clinically nmeaningful differences between a
reference biologic and its biosimlar is |likely

fal se or msleading, and therefore would constitute
an unfair or deceptive practice.

Simlarly froman antitrust perspective,

mai ntai ni ng or growi ng share by deceiving patients
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and physici ans about conpetitors offerings is not
conpetition on the nerits. It also erects
artificial barriers to entry and creates costs for
bi osi m | ar manufacturers who have to counter the
deception. Such deception, therefore, likely would
constitute an unfair nethod of conpetition.

The FTC is conmmtted to taking appropriate
enf orcenent action against false or m sl eadi ng
communi cations invol ving biologics and biosim |l ars,
but the FTC s enforcenment priorities in this
I ndustry extend beyond deceptive conduct. The FTC
wll al so seek to deter behavior that inpedes
access to sanpl es needed to devel op generics and
bi osim | ars.

For exanple, just this past January, the FTC
brought its first case alleging a restrictive
di stribution schene that anticonpetitively bl ocked
conpetition for a small nol ecule drug. The FTC
w il also continue to review patent settl enent
agreenents invol ving biologics and biosimlars for,
anong ot her things, anticonpetitive reverse paynent

agr eenent s.
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In closing, | want to reiterate the
i nportance of the nore than 65-year history of
col | aborati on between the FTC and the FDA. |
bel i eve this collaborati on has benefited American
consuners in untold ways, but npbst concretely by
maki ng safe and effective treatnents nore w dely
avai |l able and at a | ower price.

On behal f of Chairman Sinon and the FTC
thank the FDA for its critical support of the FTC s
i nvestigations and industry studies, and we | ook
forward to continuing this | egacy of coll aboration.
Thank you all for your tinme this norning. |'msure
you wll all have a very productive and engagi ng
day. Thanks.

( Appl ause.)

MS. ANDRUS: Good norning. M nane is
Meredyth Andrus. |1'man attorney in the healthcare
di vision of the Bureau of Conpetition at the
Federal Trade Comm ssion. This first panel we put
toget her are sone experts in the field to discuss
t he devel opnment and |icensure of biol ogics and

biosimlars and the post-approval uptake process.
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l'"mgoing to let all of the panelists

i ntroduce thenselves. The way we will conduct this
panel is there will be two brief presentations by
Christine and by Eva, and then we will go through a

series of questions and answers that we have
prepared. So without further ado, let's junp in
and let's do sone introductions first.

Surya?

DR SINGH Hi. Thank you for having ne.
' m Surya Singh. |'m an i ndependent consultant, an
internist by training, and forner chief nedical
of ficer of the Specialty Pharnmacy at CVS/ Aet na.
|'ve been interested in these issues for a | ong
time, so thanks again.

M5. BURRCH: Hi. Mlly Burich, director of
public policy at Boehringer |ngel heim

M5. SI MVON: Hi . Chri stine Sinnon,
executive director of the Biosimlars Council,
which is a division of the Associ ation of
Accessi bl e Medi ci nes, which represents generics and
bi osi m | ar manuf act ur ers.

M5. TEMKIN. Hi. Again, Eva Tenkin. | am

A Matter of Record
(301) 890-4188




10

11

12

13

14

15

16

17

18

19

20

21

22

33

the policy director for the Ofice of Therapeutic
Bi ol ogi cs and Biosim|l ars.

MS. ANDRUS: Wy don't we start wth Eva,
who will kick it off for us with a short
present ati on.

Presentati on - Eva Tenkin

M5. TEMKIN:. Sure, with the goal of making
all of you sick of me before 10 a. m

I have a short presentation that |I'm going
to wal k through. | started with this slide because
| thought it was an interesting perspective. W
often hear, as we just did, parallels drawn between
the prom se of biosimlars and that of generic
drugs, and nmany of the chall enges, |I think, may be
parallel to including allegations of
anti conpetitive behavior and what to do about them
which is why we're all here today.

To kick it off, though, I want to talk a
little bit about term nol ogy and regul atory
framework just so that we can all be in the sane
place. What this slide lays out is essentially we

have two pat hways for bringing biological products
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to market,, 351(a) of the Public Health Service
Act, which is for stand-alone or reference

bi ol ogi cs, which are approved based on a
denmonstration that the proposed product is safe,
pure, and potent, also known as safe and effective
in sone canps. Then we have the 351(k) pathway,
whi ch is the abbreviated pathway to |licensure for
bi osi m Il ar and i nterchangeabl e products.

Now, these pat hways, again, parallel what
happens in the snall nolecule world, but they're
different by design. Heterogeneity across all
bi ol ogi cal products is expected. That's why we
have the standard that we have for biosimlarity.

What is that standard? Well, 1've put up
the definition, and | know there are a | ot of words
on this slide, but | really want to focus on and
hi ghlight actually what's at the bottom

When we're tal king about biosimlars, we're
tal ki ng about products that have been denonstrated
to be highly simlar to the reference products and
to have no clinically neaningful differences from

t hose reference products. This is not a
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re-establishment of safety and effectiveness; it's
a denonstration of the rel ationship between the
proposed product and the reference product.

Once approved, we have a biosimlar product,
and the labeling wll include rel evant data and
information fromthe reference product | abeling;
al t hough notably, biosimlar product |abeling may
differ fromreference product |abeling for a
variety of reasons, and we can tal k about that a
little bit nore if it is useful for the discussion.

As an exanple, | think it's helpful to note
that a biosimlar applicant can seek |icensure for
fewer than all of the indications for which a
ref erence product is approved, so that's an exanpl e
of where the |abeling may differ.

The approved biosimlar is expected to be
safe and effective just like the reference product
in patients who are treatnent experienced, that is
in treatment with a reference product, or treatnent
nai ve, that is they haven't yet been treated with
any product or with the reference product at all.

What does this denonstrati on nean? | wanted
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to touch briefly on the data requirenents. For
denonstrating biosimlarity, we have a fair bit of
gui dance out in the world on this, and |I'm happy to
talk about it at great length, but I wll endeavor
to do so in one slide and one mnute, essentially.

Essentially, we have a stepw se approach to
generating data to support a denonstration of both
simlarity, and what the picture does is attenpt to
denonstrate that the analytical simlarity data,
the conparative analytical data that we're | ooking
at in a biosimlar application, is really the
f oundati on of the analysis and the denonstrati on of
biosimlarity.

At each step, we take stock and we eval uate
what resi dual uncertainty m ght be renaining, and
we nove on to the next step of data generation. So
ultimately, the nature and scope of clinical
studies wll depend on the extent of residual
uncertainty that remains after anal yti cal
assessnent and to the extent, relevant aninal
st udi es.

Cenerally, we consider all of these pieces
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of data together in the totality of evidence
approach to evaluating the biosimlarity, but we

generate the data typically stepwise in this way.

Then we have interchangeability. 351(k) has

both biosimlarity and i nterchangeability in it.
An i nterchangeabl e product is defined actually in
Section 351(i) of the Public Health Service Act as
a product that can be substituted for the reference
product without the intervention of the healthcare
provider, and I think we'll talk a lot, both in
this panel and over the course of the day, about
what that neans and the inportance of
i nterchangeabi lity.

| wanted to nake sure that we included a
little bit about the additional data requirenents
that we typically look for -- well, that we hope to
typically look for. W don't have |licensed
i nt erchangeabl es at this point.

We do have final guidance on denonstrati ng
i nterchangeability, which is where this can all be
found, but essentially it's still a totality of the

evi dence approach.
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W're still tal king about stepw se data
generation, but we do require for an
i nterchangeabl e, the statute requires that the
proposed product be denonstrated, that it will be
expected to have the sane clinical result as the
reference product in any given patient, and that
there won't be an increased risk either in safety
or in reduced effectiveness fromsw tching back and
forth between the reference product and the
proposed i nt erchangeabl e.

So that's a | ot of words about regul atory
standards. | wanted to close by circling back to
how ent husi astic we are about biosimlars and
i nt erchangeabl es and how excited we are about the
potential for these products to really enhance
pati ent access.

W at the FDA have and continue to play a
critical role in facilitating access to biosimlars
and hopefully interchangeabl es sone tine in the
soon future. W have 76 devel opnent prograns
referencing 38 reference products, and we're

feeling pretty good about the prom se of
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biosimlars as we go into this exciting day.
Presentati on - Christine Sinmobn

MS. SIMMON:. Geat. Thank you, Eva, and
good norning to everyone. | actually want to start
wth ny second slide because it's a Monday, so that
fits.

I think, as was nentioned this norning,
there are now 26 biosim |l ars approved by the FDA,
which is very exciting. | think we should all take
a nonent to bask in that. Twenty-six. Many of us
have sat in this room nany, nany, many, many
times, at ADCOM neetings and public workshops
around biosimlars, and here we are with 26
appr oved.

This slide indicates the 15 that are on the
mar ket. Think about the 26 that are approved.
There's the five-year anniversary of the FDA's
approval of Sandoz's Zarxio just this week or | ast
week nmaybe. The nobst recent biosimlar to reach
t he market a couple of weeks ago is the third,
Herceptin, which | think, as Conm ssioner Hahn

mentioned this norning, with greater conpetition
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and nmul ti ple products in the narketplace, you start
to see increased access and savings for patients,
which is of course all of our m ssion here.

So that's very exciting. Yet, if 15 of the
26 approved are narketed, that obviously nmeans that
there are 11 --

(Brief pause.)

M5. SIMMON: Well, what it will show, when
we see it, are the 11 that are not yet
approved -- excuse nme, not yet narketed.

I think as we tal k about biosimlars here in
2020, we have every reason to be optimstic. But
there's a difference between being an optim st and
bei ng a cockeyed optimst. | think that we do have
to be m ndful of the challenges that we still
face -- where we can have a slide, and | prom se
you a different slide --

(Laughter.)

M5. SIMMON: -- that has 11 that are not on
the market. So let's try to go backwards.

(Technical difficulty.)

M5. TEMKIN:. This is not FDA trying to avoid
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tal ki ng about the biosimlars that have not been
mar ket ed; | prom se.

MS. SIMMON: [I'mgoing to put the really
optimstic slide up, and that's the one that nade
it. This is the mddle slide of three, and the
prior slide tal ks about the chall enges that we're
going to tal k about sonewhat today.

There are sone chal | enges, obvi ously, around
biosimlars, and we want to focus on those so that
we can reach the point of cockeyed optimsm You
t hi nk about these in a couple of different
categories, the chall enges around devel opnent and
then the challenges to a viable and conpetitive
bi osi m |l ars mar ket .

Ha! There they are, the ones not yet
mar ket ed, but we've so noved on fromthat, but
t hank you.

(Laughter.).

MS. SIMMON: The chal | enges around
bi osi m | ar devel opnent, you can think of those
around the clinical studies, particularly the

bri dging and the confirmatory studies in phase 3.
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All these are very costly studies and very

necessary to achi eve the FDA designation of "no
clinically nmeaningful differences."”

But as you | ook at the cost to devel op
biosimlars, and ways to work on the bridgi ng, and
t hi nk about what's really necessary in terns of
clinical studies -- which | do think the FDA is
| ooki ng at hard and has been hel pful and sonewhat
flexible in their guidance, particularly in the
i nsul i n gui dance which cane out, which was very
hel pful inits flexibility -- these are things we
want to continue to exam ne.

Qbvi ously patent abuses and patent thickets,
these are critically inportant to conbat in order
to get biosimlars to the market and through the
devel opnent process. Wen you | ook at the narket
itself, exclusionary contracting practices has been
alot in the news of late. This is, again,
sonething that's stymeing the ability of a
biosimlar to get on the fornmulary and get to the
mar ket .

Simlarly, the rebate trap, | think we're
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all famliar with that. W're famliar with the
| awsuits that have been filed around that. | know
today we'll be tal king about m sinformati on. |
think msinformation is a really broad category.

You can have explicit m sinformation, which
t he agency, FDA, is addressing, and FTC, in their
gui dance docunent around conmmuni cation, but al so
inmplicit msinformati on, which we at the
Bi osim lars Council would argue includes current
policies around nam ng and even the very existence
of the interchangeability designation, which of
course is part of the statute but is also unique to
the United States.

Finally, reinbursenent and formul ary
repl acement issues we nay not get to today but,
again, are very inportant. Really, nore under the
purvi ew of the Centers for Medicare and Medicaid
Services, they did, in their nbst recent draft call
letter, seek to potentially address this through
the potential for a preferred and non-preferred
tiering systemin the specialty category, which

woul d be useful for biosimlars.
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So agai n, optimsm sonewhere between
cauti ous and cockeyed. | think that we have a | ot
of good things to discuss, so | |look forward to the
questions. Thank you.

Panel D scussion - Meredyth Andrus

MS. ANDRUS: Thank you, Eva and Christine.

The first question we have involves the
devel opnent of biosimlars. Every single year, for
t he past four or five years, there have been
I ncreasi ng nunbers of approved biosimlars, but
there still are questions and uncertainty.

Are there any areas where the FDA coul d
provi de additional guidance that would be hel pfu
to manufacturers, to consuners, and to healthcare
provi ders?

MS. TEMKIN. | can junp in for a second.
Some of you have probably heard ne tal k about a
white board that | have in ny office, which has a
list of policy devel opnent projects and gui dance
devel opnent projects that we hope to undertake, and
that that list is constantly shifting in priority.

But what we do know -- and | point to the
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biosimlars action plan that the agency put out in
t he summer of 2018, | guess.

The whol e point here is to provide
additional clarity and certainty and to help with
efficiency in biosimlar devel opnent to support
bi osi m | ar devel opnent. That biosimlar action
pl an i ncludes FTC col | aboration and a ot of this
work that we're doing, but it also includes areas
of additional guidance, and review ng our
regul ati ons, and noderni zi ng those, and a | ot of
big ticket projects that we have been undert aki ng
and continue to undert ake.

All of that by way of background, it's super
useful frommnmy perspective to hear what fol ks need,
what i ndustry needs, and what people in the world
out side of the agency are thinking as priorities
for additional clarity, so we certainly would
appreci ate hearing those thoughts. [|'msure we'l|l
hear some of them during the open comment period as
wel | .

MS. ANDRUS: The United States is the only

maj or jurisdiction worldw de with an
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i nt erchangeabl e designation for biosimlars. As
denonstrated with the recent draft insulin

I mmunogeni city gui dance, FDA has significant
flexibility in interpreting the statute as well as
the authority to i ssue product class-specific

gui dance.

Two questions: Does the designation still
hol d value here in the United States, and does FDA
have a role to play in determning that?

M5. BURICH |I'Il start on that. | think
the answer to does the designation of
i nterchangeability hold value in the U S., the
answer is yes, although it depends on the product
and it depends on whether the product is, in fact,
physi ci an adm ni stered, a nedi cal benefit product,
or a pharnmacy benefit product.

The reason why that's nmeaningful is, as Eva
noted earlier, the prinmary draw of
interchangeability is that automatic substitution
t hat can occur at the pharmacy level. [In other
words, if you don't have that pharmacy interaction,

whet her retail or specialty, interchangeability
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doesn't have a whole lot of significance if there
isn't that pharnacist interaction.

As Christine's slides noted, the nunber of
approved products, all 15 of those products, are
medi cal - benefit, physician-adm ni stered products.
| think that's an inportant piece of context around
why i nterchangeability continues to be tal ked
about, but we haven't seen it yet. It's really, in
part, because of the type of products that
i nterchangeability is relevant to. And while we
have several approved self-adm ni stered
bi osimlars, we have none that are | aunched and
won't be | aunched for the next couple of years.

So we still have sonme tine until we see an
i nt erchangeabl e potentially cone to nmarket and
until we see the products where interchangeability
has value in terns of that pharmacist interaction.
We still have a little ways to go until we get
t here.

M5. SIMMON:. | would just add, again, that
it is inmportant and hel pful to have

product - speci fi c gui dance on i nterchangeability, as
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we did see in the case of insulin. Al so, we |ook
forward to FDA nmaki ng nore of a determ nation
around what the nane of an i nterchangeabl e product
wll be. It's really not clear. W know that
transition insulins won't have a suffix, so it
could be that there m ght be special considerations
for interchangeables, and we'll want to hear nore
about that.

On the point Molly made, interchangeability
IS nore inportant, in sone ways, at the retai
pharmacy setting and when it becones part of the
Part D benefit and you see it nore frequently. W
have heard from pharmaci sts that they m ght not be
confortable doing the switching if the nane is
going to be sonething that's going to be different
and confusing for themand their patients.

O course there are state laws. W' ve made
a lot of progress in anending the state laws to
account for interchangeable biosimlars, but there
may be some state laws that still have to be
addr essed.

DR SINGH  One quick comrent about the

A Matter of Record
(301) 890-4188




10

11

12

13

14

15

16

17

18

19

20

21

22

49

products that have | aunched already in terns of the
conpl exity of the conpetition, |I think in the case
of infliximb, where you have actually both nedical
and pharnmacy adj udi cated and the presence of both
benefits being used, it introduces a whol e ot her
area, again, of a marketplace conplexity.

The deal s that get arranged and the
i nfl uence of rebate bundling, conpetition, and the
application of formulary that can be run
cross-benefit is very splintered to the marketpl ace
right now and different by health plan and PBM

So you have that presence as well as the
nmedi cal benefit side, and that nakes it even nore
conplicated, which I'll return to when we conme to
the | atter questions.

MS. ANDRUS: There are, as we saw, 26
approved biosimlars in the United States, but only
15 are actively marketed. What m ght expl ain why
the other 11 are not actively marketed?

DR SINGH | can start, and |I'm sure others
have comments about this, too, because it's sort of

a central thene.
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Thi nki ng back to the slides that Christine
showed, and she articulated this well, | think I"1l]
just elaborate a little bit. The first one, before
| get to sone of the purely marketpl ace conmerci al
issues, is the idea of the patent thickets. |
think there's a paper in JAMA | ast year -- and this
is publicly available information, so I'lI|l quote a
coupl e of statistics.

Adal i munab as an exanpl e has over a hundred
patents. Eighty-nine percent of themwere filed
after the original |aunch of that nedication. So
you just think about that and think about the
barrier to having a biosimlar for that particul ar
medi cation, or any others into the marketpl ace,
it's certainly a lot nore conplicated to wade
t hrough that patent thicket, if you wll, to use
that term nology that's taken over the narket.

The second and third are really interrel ated
about the other 11 and why they haven't | aunched.
They're both commercial and contracting issues.

One is that the sane manufacturers, or sonetines

mar ket pl ace arrangenents between nmanufacturers, are

A Matter of Record
(301) 890-4188




10

11

12

13

14

15

16

17

18

19

20

21

22

51

i nvolved in both the innovator, if you will, the
ori ginator biologic, and the biosimlar.

So the contracting, especially the big
consol i dated procurers of drugs on the specialty
pharmacy side of the market and the way that the
contracti ng happens, there's a relationshi p between
the contracting for those new biosimlars and the
originator biologic that are very hard to
di sent angl e.

That bleeds into the third i ssue of what was
call ed before -- | think part of what was
underneath the rebate trap, and you may want to
el aborate on that, is that the rebates in that
particul ar category nmay be driven by a bunch of
different factors.

It's different on the nedical benefit side,
agai n, and the pharnacy benefit side. You'll hear
all of us, | think, agree that the issues in
contracting and procurenent are pretty uni que on
t he nmedi cal benefit side where the market is nuch
nore splintered.

If you have a few major entities doing

A Matter of Record
(301) 890-4188




10

11

12

13

14

15

16

17

18

19

20

21

22

52

contracting on behalf of a |ot of covered lives on
t he pharmacy benefit side, the bundling of
rebates, if you wll, across categories, where
there are interdependencies, is much nore common

t han when you have i ndividual practices or
hospitals and health systens doing the contracting
on the nedical benefit side. So that's the other

maj or i ssue.

But getting back to the question of why have

sone of these other 11 not |aunched, | think what
| ' ve observed and then heard in a variety of
different forns in the nmarket is that some of the
manuf acturers are taking a bit of a wait-and-see
approach, especially in what's going to happen with
the rebate trap or changes structurally, and the
way that rebates are both contracted and t hen
ultimately invoiced and adm nistered in the narket.
It's a dynam c i ssue.

There was obviously a | ot of tal k about
renmovi ng the anti-kickback protection for rebates
| ast year and Medicare, and | think a | ot of the

manuf acturers are just watching the changes that
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may happen structurally very cl osely before they
make a deci si on.

MS. SIMMON: Surya, you made a | ot of great
points, and I think that's exactly right. A |lot of
these i ssues are clearly around the rebate traps,

t he exclusionary contracting, and the cost of
litigation. | would add on to that a coupl e of
t hi ngs.

Wth respect to litigation, we want to
conmmend the FDA for its recent changes to the
Pur pl e Book, making it nore easily searchabl e
electronically. That's a huge benefit for
bi osi m | ar manufacturers and ot hers.

O course what would help even nore, and we
know this is outside the agency's purview, is to
require patents to be listed for biologics and
reference products in the Purple Book. W support
| egislation. There's a bill that's been introduced
by Senator Susan Collins around this called the
Bi ol ogi c Patent Transparency Act -- it rolls right
off the tongue -- and to ensure that this happens

to foster the potential for devel opnment.
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Let's say you're a biosimlar manufacturer
and you get to see patents listed in the Purple
Book. Once you've cl eaned up your coffee from
spitting it out when you saw t he nunber of patents
listed, you start to contenplate litigating them
It's about $3 mllion to get through this
litigation, which is a | arge expense for biosimlar
manuf act ur ers.

Thi nk about that Humira, for exanple, was
first approved in 2002, and there are 5 biosim|lars
approved for it, but none are on the market. W
know that there will be a bunch com ng onto the
mar ket but only due to the ability to enter into
patent settl enent agreenents wth AbbVie.

Because of patent settl enent agreenents,
which in this case are very pro-conpetitive, these
biosimlars will get to the market 11 years earlier
than m ght otherw se be possible. This is alluded
toin the introductory renmarks. The FTC of course
has been very active and has done a lot to ensure
that patent settlenent agreenents are

pro-conpetitive.
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So hopefully we can put to rest the ni snoner
of pay-for-delay and think of themas they really
exi st, and how nuch it wll help the patients who
m ght not otherw se receive Humira until 2034
W t hout these settl enent agreenents.

We continue to work to nmake sure that
bi osi m |l ar manufacturers have the ability to enter
into these settlenents and also to use inter partes
review, which is an adm nistrative process to
chal | enge patents that are constantly under threat.
There are those who seek to exclude pharnaceuti cal
products fromthe ability to pursue inter partes
review and settle these patent issues or address
them adm ni stratively, which can be nore efficient
and | ess expensive than going through litigation.

These are sone of the issues | just wanted
to bring to light as to answer the broad-based
question of why they're not all on the market, in
addition of course to the rebate i ssues as Surya
poi nt ed out.

MS. ANDRUS: Thanks.

Are there any significant differences in
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upt ake rates between biosimlars that are approved
to treat ongoing or chronic conditions and
bi osimlars approved to treat acute conditions, and
what m ght account for that if there are?

DR. SINGH Yes, | can start here also. |
think the distinction between the acuity or
chronicity of the underlying condition is hel pful,
but it draws back into focus the very specific
conditions and the benefit under which they're
adj udi cated commonly that were on the |ist that
Christine presented. | think that distinction has
nore i nmpact on what adoption has | ooked |i ke so far
than the acuity or the chronicity of the underlying
condi tion.

Just very specifically, now that we have
bevaci zumab, trastuzumab, and rituximab biosimlars
on the nmarket, as soon as we have enough data to be
able to really exam ne what the uptake curves and
t he adoption curves have | ooked |ike for those
nmedi cations, we'll be able to validate what |I'm
sayi ng.

I think in the exanple of the white and red
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cell growh factor biosimlars, the adoption curves
versus infliximb, where | was saying it's been
nore conplicated because of this dual benefit
approach, that there's a |lot of that particul ar
category for -- just to broaden it a little
bit -- both G and RA, issues or conditions,
r heumat ol ogi ¢ and gastroenterol ogi ¢ conditions,
that the drug treats.

The managenent of it, fromboth the
utilizati on managenent or formul ary nmanagement
st andpoi nt, has been nore conplicated because of
t hat dual benefit approach; whereas on acute or for
a finite period of tinme, adm ni stered nedi cati ons
purely under nedical, again back to the health
system and provi der procurenent of the nedication,
we see a better degree of steeper uptake curve.

So | think that's what we're going to see
w t h bevaci zunmab, trastuzumab, and rituxi nab once
the data is available, but that's kind of how
franme it.

MS. SIMMON: | think that's right. You can

sort of put sone nanes to it. You can see that
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systens |i ke Kaiser and snaller health systens that
have integrated delivery networks are going to have
greater uptick for all the products. Large
academ c nedical centers |ike Mayo and Johns
Hopki ns are not having such rapid uptick of

bi osim | ars.

So it does speak to the financial conponent
that's at play in these systens, which speaks to
t he pernici ousness of getting to all the factors
that are influencing biosimlar utilization and
upt ake.

DR SINGH | just wanted to nmake one ot her
foll owm ng conment because you've rai sed a point,
and I'"'mnot sure if there's another place to say
this. So | just want to make sure that | put it
out there.

I think the idea of m sinformation or
m sl eading i nformation influencing prescribers
deci si ons about biosimlars, |I think we've sailed
past that. There's a |lot of survey data to support
this but anecdotally also. A lot of |eaders of

| arge multidisciplinary practices, Kaiser included
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but | arge oncol ogy practices, rheunatol ogy
practices, et cetera, there's no reluctance anynore
to speak of to use biosimlars. Really, the market
is being driven by economcs, and | think that's
what's going to dictate the adoption curves that we
see.

M5. ANDRUS: So if there's no |ingering
rel uctance on the part of the physicians and
there's no real difference between acuity and
chronicity, are there any uni que characteristics in
any of the therapeutic categories where biosimlars
have been approved and | aunched that have sl owed
upt ake?

M5. BURICH | think the points that have
been raised are really inportant. | think that in
the sane way is it acute versus chronic, is it
i mmunol ogy versus oncol ogy, | think what we see is
the m x of products, the benefits they're covered
under, and it's sort of all of these factors that
are com ng together that are naking -- while we're
seeing significant strides in the nunber of

approved products and the nunber of | aunched
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products, we still know that uptake in a | ot of
areas is lower than we want it to be, both froma
overal |l outl ook of the sustainable nature of the
biosimlar market, but also just to generate
savings at a tinme when drug pricing is in such
focus wwthin the U S

So I'"'msort of in a simlar boat as the
ot her panelists, which is that | think it's maybe
| ess about the specifics of the products and nore
about where the existing | aunched products sit
W thin our system and what sone of those dynam cs
are. | think that is what is proving to be an
I mportant piece that we haven't quite connected all
the dots to, to get the market noving consistently
across all the products.

MS. ANDRUS: Do providers have varying
incentives to use biosimlars or to use the
reference product? GCenerally speaking, what role
do insurers play in noving share to a biosiml ar,
and what is the inpact of nost biosimlars and
bi ol ogics that are di spensed not in a pharnacy

setting but rather in hospitals, and clinics, and
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doctors offices, through a nedical benefit plan?

DR SINGH | can start on this also. The
first question in there, | think that provider
incentives do vary a lot, so let ne just take a
step back and give a little bit of a macro picture
usi ng sone of the specific classes and agents where
we have biosimlars in the market already,
particularly infliximb.

Again, I'll start with the point that when
it's purely, or at least let's say 90 percent,
adj udi cat ed under the nedical benefits, it's a very
di fferent picture than when there's a | ot of
phar macy benefit invol venent.

At the inception of white-cell growth
factor, the introduction of biosimlars for both
filgrastimand pegfil grasti mnow, nuch nore of it
on a percent basis, if you | ook at the npbst recent
publicly avail able reports fromI| QVl A and ot hers, |
think they illustrate the point that there's been
nore shift towards sone white-cell growth factor
goi ng t hrough the pharnacy benefit and bei ng

adj udi cated as a pharnmacy drug, then nedi cal over
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tinme over the last five years.

As that's happened, and then we watch what's
happened with infliximb, you start to get to the
poi nt that the provider incentives -- there's a |lot
in the word "incentives" there. There's the
economi c incentive. There's also the ease of
adm ni stering the same agent and inventorying the
sane agent in your practice for all patients that
you see.

The conplication has been the action of the
ot her st akehol der group that you nmentioned in the
second question, is insurers. Insurers have
increasingly used their | everage, basically, to be
able to say we're only going to all ow pharmacy
adj udi cati on of sone drugs, and we're either going
to, quote/unquote, "white bag" or we are going to
supply through our affiliated specialty pharnacy or
our network specialty pharmacy's drug to a
practi ce.

That further conplicates this issue of the
provi der incentive because now the provider, if you

put yourself in their shoes, is stuck saying | have
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this inventory of drug that | contracted the best
rate possible. 1'd like to give it to al
patients, but | can't use it for everyone. |'m
required to accept drug froma specialty pharnacy
and adm nister to patients and bill just for ny
services rather than billing for the drug.

So the provider incentives vary a |ot, and
the conplications on their business and how t hey do
their drug inventory and all that can't be
basically overstated. | nean, it's a huge issue
for many of these practices.

The last thing I'll say before | give others
a chance to comment about the insurer role, there's
both the supply chain aspect and then this idea
that they're not going to allow providers to
contract and bill them for whatever version of
drug, the incunbent or the biosimlar, the original
bi ol ogic or the biosimlar.

There's that i1ssue, and they wll,
quot e/ unquot e, again, "deliver or white bag" drug
to the practice, and that's nore a commopn practice

now than it was five years ago for sure. | can't
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gi ve you a percentage because it's definitely
different region by region.

The other issue for insurers is this whole
idea of fail first and being able to use
utilizati on managenent and prior authorization,
which is nmuch nore streamined than it was, but
much nore ommi present | guess on the nedica
benefit than it used to be.

PA is used on the nmedical benefit a nultiple
of where it was five years ago. |It's always been
used extensively, as | think everyone is probably
awar e, on specialty pharmacy drugs on the pharmacy
benefit, but it's nmuch nore conmon on the nedical
benefit now as well. So insurers are really using
that as a way to drive their preferred product
strat egy.

M5. TEMKIN. Can | ask a little bit of a
foll owup question? |I'mgoing off script, so
forgive ne.

Just to tie it back to sone of the
di scussi on about interchangeability and where that

fits in, how does the avenue of interchangeability
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versus biosimlarity inpact sonme of the incentive
structures, if it does?

MS. BURICH | think it's a really inportant
question. | think this is why | think your
question is quite apropos on why this nedi cal
benefit versus pharmacy benefit is such a
significant difference, and therefore inpacts the
overall flow of incentives and everything el se.

I think when you think about an
I nterchangeability designation, your physician does
not have the sanme financial skin in the game as
they do on the nedical benefit side because, again,
i nterchangeability is very likely tied to products
t hat have that pharnmacy interaction, so that
i nherently changes the incentive structure because
physi cians aren't inventorying and managi ng t he
cost of those drugs.

DR. SINGH |'mgoing to paraphrase what you
said. | think that was really good. | think
substitutability, substitution, as a result of
havi ng i nterchangeabl e desi gnation for a practice,

when they have all the issues that | was just
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tal ki ng about with inventory and so on, they've

al ready chosen what they're going to procure and
gotten best price on what they' re going to procure
and stick in their inventory.

Forget the white bagging that gets sent to
them on a patient-specific basis to get
adm ni stered. They' ve already chosen, and they're
going to prescribe that specific agent. So
i nterchangeability basically does nothing in that
case.

Under the nedical benefit, when you've
chosen what you're going to inventory, and you're
the big practice, and you have 40 sites to manage,
and everybody got shi pped out the sane version of
pegfilgrastimnow, and it's a biosimlar, that's
what they're going to prescribe. It's in their
EMR, it's in the protocols, et cetera.

Flip it over to the pharnmacy benefit side,
and now i nterchangeable really matters because it's
specialty pharmacy. |If I'"mthe specialty pharnacy,
it's only going to ship out what is ny preferred

product, and | can only do that if the pharnaci st
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in ny specialty pharmacy has the right to
substitute. They get the right to substitute,

W t hout having to go back to the provider to, to
the prescriber, if they have the interchangeable
desi gnati on.

So on the pharnmacy benefit with drugs, it
really matters. You'll see, | think, a conpletely
di fferent uptake curve, adoption curve, on the
phar macy benefit because of i nterchangeabl e
designation. It'll make virtually no difference on
t he nmedi cal benefit side.

M5. SIMMON:  Just before | nobve on, | think
we'd be remss if we didn't tal k about sone of the
| egi sl ati ve proposals out there around provider
incentives. There is a bill to increase the
rei nbursenent for providers in Part B from ASP pl us
6, the average sales price plus 6 percent of the
reference biologic ASP; to increase that by
2 percent to ASP plus 8. W know the ASP pl us 6,
sonme of the folks are | think wonky in the audi ence
and know that sequestration inpacts that, so it's

not a true plus 6.
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This is interesting and useful, but | think
ultimately a limted opportunity to try to increase
provi der incentives. Wat we support -- many of us
here at the table support, that m ght have a | onger
term benefit -- is the opportunity to do a shared
savi ngs program

This practice, which is known as gai nshari ng
in Europe and has had success there, would all ow
t he provider, and in sonme cases coul d be extended
to the patient, to share in the savings that a
biosimlar provides to the Medicare program So
t axpayers, providers, and patients could benefit
fromthe shared savings, which would al so increase
utilization and uptake of biosimlars.

These are sone opportunities, and shared
savings i s sonething that can be done
adm ni stratively right now by the adm nistration
via CVM5 and could also be a | egislative proposal
and has been introduced as an anendnent to current
| egi slation and introduced today. | think we're
expecting a bill to be dropped today on that.

So these are sone, again, opportunities
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out si de the FDA-FTC purview or our ability, but
that coul d have a significant inpact.

MS. ANDRUS: What educational efforts to
support biosimlars have worked wel |l ? What
educational efforts are needed to counteract
m si nformati on bei ng published about biosimlars?

M5. BURICH |I'Il start. The materials that
t he comm ssioner referenced earlier have been
trenmendously hel pful and inportant for al
st akehol ders, physicians, and patients.

| think the materials that have been
devel oped by the agency are very pal atable. They
t ake conpl ex concepts fromA to Z, from biol ogics
all the way to biosimlars and interchangeabl es,
and really try to break it down in a way, depending
on where you sit in the chain of using a product,

t hat you can consune that information in a way
that's reasonabl e.

Wiile | hate to add to the |list of the
FDA -- and |I'm 1l ooking at Sarah and Eva -- | think
that we do need nore education fromthe FDA. |

think the education that's been devel oped thus far
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was trenendously hel pful.

It also brings a validity and an
inmpartiality comng fromthe FDA, and | think we
need to see that specifically around sone of the
topics we've already tal ked about, the
i nt erchangeabl es, what they are, what they aren't,
where they fit in terns of the product specifics as
we' ve tal ked about on this panel, and al so where
physician-1ed switching can and shoul d play an
important role for products that don't and wl | not
have an i nterchangeabl e designation for all the
reasons that we've tal ked about today.

I think that we've seen a trenendous anount
of resources that the FDA has put out, and we woul d
|l ove to see a few nore that are focused on a few
ener gi ng areas because they are so inportant to
have that voice and those tools froma trusted and
reliable source like the FDA

MS5. ANDRUS: So we're down to our | ast
couple of mnutes, but | wanted to throw out one
question about what we can |l earn, |essons |earned

both fromthe generic industry, our experience
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there, and what, if anything, we can | earn about
t he European experience with biosimlars.

MS. SIMMON: Real quickly, I'll touch on the
parallels to the generic experience. | think we do
see sone parallels, but there are significant
differences. Wen generics were introduced in
1984, there was sl ow uptake.

| just saw sonething with one of ny
docunents from 2006, back before | needed to wear
glasses to read them | was talking at a
conference sayi ng generics were 56 percent of the
drugs di spensed, so now generics are 90 percent of
t he drugs di spensed.

WIl we see that with biosimlars? That's
not conpletely likely, but the uptake did take sone
time. There was m sinformation. There were the
sane efforts to mre generics in patent litigation,
and that goes on today.

So it's sort of the sane playbook. Change
can be hard. And while we all applaud and
appreci ate i nnovation, what cones with that is that

sone conpanies go to great lengths to protect their

A Matter of Record
(301) 890-4188




10

11

12

13

14

15

16

17

18

19

20

21

22

72

ability to charge nonopoly prices and prevent
conpetition. So we will continue to, | think, make
progress in the biosimlars area, and | think we
have al ready nmade progress so far, but we'll
continue that.

| think the substitution interchangeability
i ssue remai ns one of the thorniest because generics
wer e al ways desi gned to be substitutable and
i nterchangeable. So that's a difference that we'l|l
have to continue to work to overcone.

MS. BURICH | would just say froma
Eur opean experience, | think what's probably nost
important is that while the European pat hway across
t he countries of Europe has existed | onger than the
United States pathway, the countries across the EU
really took a very active role, in a |ot of
different ways, to drive a robust and sustai nabl e
bi osim |l ar market.

You have countries who are inpl enenting
shared savi ngs or gai nsharing prograns, doing
robust educational dial ogue between physicians and

patients, and setting up incentives across the
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supply chain. And again, while the systens that
exi st over in Europe |ook very different than the
systens we have here, there are sone inportant

| essons around mar ket preparedness that we can and
shoul d be inplenenting now to get this market
nmoving in a very positive direction to really
generate those savings and i nprove access.

MS. TEMKIN. | would just add from ny
slightly different lens on all of this -- and |I was
not here during the early days of the generics.
Don't worry; | was doi ng sonet hing el se.

I think the people that are working in the
agency on biosimlars and on these i ssues have had
a takeaway of the inportance of educati onal
outreach and the inportance of engagi ng mar ket
questions and incentives so that we can understand
and do the best that we can to try to build a
simlarly robust structure for our different
products.

DR. SINGH: | guess ny one quick
conmment -- taking a step back to the macro i ssue of

trying to use biosimlar introduction and all this
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conpetition to be able to create sone headroom
basically, to pay for all of the new innovative
treatnents within your premiumdollar wth your
i nsurance plan -- | have a | ot of hope.

| guess parallel to the generics industry,
even t hough we've harped on and had this refrain
about the difference between the benefits, and even
on the nedical side, nore conpetition is better
it's going to help us drive prices down. It gives
you a better ability. Even though it's splintered
in different health systens, you can procure
differently to drive prices dowmn. So | have a | ot
of enthusiasmthat we're going to achi eve the
| ong-term goal s and create that headroomthat | was
just tal king about.

MS. ANDRUS: Thank you very nuch. W thank
our panel, and our next panel will begin at 10: 30.

( Appl ause.)

(Wher eupon, at 10:16 a.m, a recess was
t aken.)

MR, SCHI LLER Well, good norning. W're

goi ng to begin the panel now on FDA and FTC
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Approaches to Hel p Ensure Truthful and

Non- M sl eadi ng Adverti sing and Pronoti onal

Communi cations. |'mLowell Schiller, and I'mthe
princi pal associate conm ssioner for policy here at
FDA.

As we' ve been di scussing this norning,
biosimlars can offer significant benefits in terns
of conpetition and patient access. But for those
benefits to be fully realized, it's critical that
patients, healthcare providers, and others in the
heal t hcare system have an accur at e under st andi ng of
what biosimlars are and aren't and how they fit
into the overall armanmentarium of therapeutic
opti ons.

That's why as FDA has been i npl enenti ng our
bi osimlars program we've made educati on and
engagenent a critical part of our efforts. W also
recogni ze that sonetinmes incorrect or m sl eadi ng
i nformati on may be di ssem nated about drug
products, including biosimlars, and that
m si nformati on can have negative consequences for

t he public adoption of biosimlars, for the public
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heal t h, or both.

For exanple, if a biosimlar nmanufacturer
falsely states that its product is identical to the
ref erence product when in fact it's not, that can
m sl ead patients, providers, and others. On the
flip side, we've seen troubling exanpl es of
bi ol ogi cal reference product manufacturers
di ssem nating information that could frighten
pati ents and heal thcare providers away from using
bi osim | ars.

For exanpl e, we've seen conmuni cati ons that
coul d sow seeds of doubt by suggesting to patients
and healthcare providers that biosimlars are | ess
safe or less effective than their reference
products, or that there nmay be clinically
meani ngful differences between a biosimlar and its
ref erence product when in fact a biosimlar cannot
be licensed or marketed unless it's first been
established that there are no clinically meani ngful
di fferences fromthe reference product.

Sone of these conmunications nmay avoid

maki ng overtly fal se statenents, but even materi al
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w t hout an overtly false statenent can be
m sl eadi ng. For exanple, if it selectively depl oys
a series of statenents, which may be true in
i sol ati on and perhaps omts other inportant
information, it's possible for the overall nessage
to be msleading and potentially harnful to the
publ i c health.
We've seen this trick before. After the
Hat ch- Waxman anendnments passed in 1984 and Aneri can
patients were starting to | earn about and accept
generic drugs, sone manufacturers of branded drugs
di ssem nated materials to scare patients from using
generics, for exanple, by creating the false
i mpression that these drugs were | ess safe, or
weren't therapeutically equivalent, or were
I nadequate i n other ways. Sone of the
communi cations we're seei ng today about biosimlars
use the sane old play fromthe sane ol d pl aybook.
In I ooking at what's happened on the generic
side, the good news is that patients and heal t hcare
provi ders have cone to |learn the val ue of generic

drugs, and the adoption rate has been overwhel m ng,
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as we've heard. | believe we're also on a path to
a nore vibrant biosimlars market, and part of how
we get there is by encouraging truthful and
non- m sl eadi ng communi cati ons and by addressi ng

m sinformation in the marketpl ace.

We can do that in several ways. One is
t hrough our own education efforts. Another is by
maki ng our expectation clear that manufacturers cut
t he shenani gans. W have a system of bal anci ng
I nnovation and conpetition that has worked very
well for many years. The systemincentivizes
i nnovati on through patents and mar ket exclusivity,
but with the expectation that after a limted
period of tinme, there will be a real opportunity
for foll owon conpetition to take hol d.

Brand manuf acturers obviously have financi al
incentives to try to stave off followon entry, but
when they do so through deception or regul atory
gai nsmanshi p, it underm nes our system for
bal anci ng i nnovati on and conpetition, and
ultimately we risk underm ning the prom se of

biosiml ars.
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I n some cases, other fornms of government
intervention may be appropriate. |If a
communi cation about a biosimlar crosses the |line
and presents information that's fal se or
m sl eading, it may be appropriate for the
government to act. Both FDA and FTC have certain
tools and authorities to encourage truthful and
non- m sl eadi ng conmuni cati ons about drug products,
i ncl udi ng prescription biological reference
products and biosim |l ar products.

Qur panelists today wll be providing an
overvi ew. Now, speaking today we have Dom nic
Cirincione, who's a regulatory counsel in FDA s
O fice of Prescription Drug Pronotion or OPDP. He
regul arly provides advice and regul atory counsel i ng
on policy and conpliance matters to both OPDP
revi ewers and OPDP managenent .

Qur ot her speaker is Richard C el and, who's
assistant director of the Division of Adverti sing
Practices within FTC s Bureau of Consuner
Protection. He joined the D vision of Adverti sing

Practices in 1991. Hi s primary area of expertise
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is in the advertising and marketi ng of
heal t h-rel at ed products and servi ces, obviously
rel evant today.

So wi thout further ado, Dom do you want to
take it?

Presentation - Domnic Crincione

MR. CIRINCIONE: Yes, thank you.

Wel |, good norning, everyone. As Lowell
said, nmy name is Dominic Crincione. |'ve been
since 2017 a regulatory counsel with the Ofice of
Prescription Drug Pronotion, and today |'mhere to
present how FDA, and nore specifically OPDP, helps
ensure truthful and non-m sl eadi ng adverti sing and
pronoti onal communi cati ons about prescription drug
pr oducts.

OPDP' S overarching mssion is to protect the
public health by helping to ensure prescription
drug product information is truthful and
non- m sl eadi ng and i ncludes a fair bal ance of both
benefit information and risk infornmation.
Prescription drug information includes pronotional

comruni cations as in prescription drug adverti sing
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or pronotional |abeling nmade by or on behal f of a
drug manuf acturer, packer, or distributor.

CGenerally, FDA and OPDP acconplishes this
t hrough a conprehensi ve program which includes
surveil l ance, conpliance, education, and
conmuni cation with the public. Qur conpliance
tools include issuing warning or untitled letters
to manufacturers in regard to their di ssem nated
pronotional materials that violate the Food, Drug,
and Cosnetic Act, and inplenenting regul ati ons
concerni ng the pronotion of prescription drug
products, particularly where the violation poses a
risk to public health.

FDA' s authority over pronotional
communi cati ons about a prescription drug made on
behal f of a drug's manufacturer, packer, or
di stri butor cones fromthe Federal Food, Drug, and
Cosnetic Act, or FD&C or FDCA.

More specifically, two prinmary or key
provi sions on which FDA frequently relies are
Section 502(a) of the Food, Drug, and Cosnetic Act,

which relates to false or m sl eadi ng | abel i ng,
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i ncl udi ng pronotional |abeling, and Section 502(n)
of the FDCA, which relates to prescription drug
adverti si ng.
FDA has al so promul gated a nunber of
regul ations related to both drug | abeling and
prescription drug advertising in Parts 201 and 202
of Title 21 of the Code of Federal Regul ations or
CFR.  FDA and OPDP rely upon these statutes and
regul ati ons throughout the course of our work.
OPDP hel ps to ensure truthful and
non- m sl eadi ng pronoti onal comuni cati ons about
prescription drug products through a variety of
tools. As noted on our previous slide, that
i ncl udes a robust surveillance and comruni cati on
programwi th the public, and part of that
conmuni cation plan with the public includes OPDFP s
response to industry's voluntary request for
conment on specific draft pronotional material s.
This process allows OPDP to provide feedback
on draft pronotional conmunications if the
manuf acturer chooses to request it. This process

also allows for OPDP to engage with the
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manuf acturer on specific Comruni cations prior to
their use in the public donain.

FDA and OPDP al so provide gui dance for
industry in areas related to pronotional
conmuni cati ons. The gui dance such as the nost
recent gui dance, the QA on biosimlar reference
product communi cati ons, provides the public with
FDA's current thinking on particul ar subject
matters, and many of these gui dance docunents ar
informed, in part, by OPDP s social science
research program

OPDFP' s research programis designed to
i nvestigate applied and theoretical issues of
rel evance to direct to consuner, or DIC, and
pr of essi onal pronotional prescription drug
mat eri al s.

OPDFP' s research supports the FDA s goal
sci ence-based policy while nmaintai ni ng our
commtment to protect public health. And as
al wvays, we invite the public to visit OPDP s
website to | earn nore about our social science

research programto determ ne nore about the

e

of
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studies that are being conducted and to review the
new research and progress.

OPDP al so enpl oys a robust surveill ance and
conpl i ance programto nonitor conpliance with
appl i cabl e FDA-adm ni stered | aws and regul ati ons.
For exanple, OPDP regularly attends conferences and
ot her events to observe industry pronotion, as well
as review ng the many pronotional naterials
submtted to the FDA by firns in accordance with
t he postmarketing reporting requirenents.

OPDP al so reviews and i nvesti gates
conpl ai nts from heal t hcare professional s,
consuners, and conpetitors regarding violative
pronotional materials in the public domain. And
while I'"'mon the topic of surveillance, | did want
to rem nd the audi ence and the public that OPDP s
BadAd program may al so be used to report
potentially false or m sl eading prescription drug
pronotion to FDA and to OPDP.

You may send an enail to badad@ da. gov or by
calling the toll-free nunber, 1-855-RXB- ADAD

Reports can be kept anonynous, however, we would
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encourage reporters to | eave their contact
information in case we need to foll ow up and
receive nore infornmation.

If as a result of our surveillance
activities we see an apparent violation of the
Food, Drug, and Cosnetic Act or inplenenting
regul ati ons regardi ng pronoti onal | abeling or
advertising for a prescription drug, particularly
ones that pose a risk to public health, nost
commonly we will send a warning or an untitled
|etter to provide notice of the observation of the
apparent violation and then seek conpli ance.

The vast majority of our concerns are
typically addressed in this way, but if these
efforts to obtain conpliance are not successful,
FDA can work with the Departnment of Justice to
pur sue enforcenment actions to address viol ati ons of
t he Food, Drug, and Cosnetic act. These can
i ncl ude, for exanple, seizures and injunctions.

To hel p you better understand FDA's role in
hel ping to ensure conpliance with the Food, Drug,

and Cosnetic Act and inpl enenting regs concerning

A Matter of Record
(301) 890-4188




10

11

12

13

14

15

16

17

18

19

20

21

22

86

the pronotion of prescription drug products, we

t hought it would be hel pful to provide you with
sone of the nore common issues FDA, and nore
specifically OPDP, observes across all prescription
drug advertising and pronotional | abeling that
could render a presentation false or m sl eadi ng.

While the issues |I'm about to discuss do not
constitute an exhaustive |list, FDA wll nost
commonly send a warning or an untitled letter to
provi de notice O our observation of these kinds of
apparent issues and seek conpli ance.

Before | continue, I do want to rem nd the
audi ence that the agency's warning letters and
untitled letters are publicly available on the FDA
website, and each letter is also typically
acconpani ed by the violative piece, and the
application of FDA's authorities in this space is
necessarily fact specific. So the details of a
particul ar piece, including both its content and
the matter of the presentation, are inportant.

The first comon i ssue OPDP often sees in

prescription drug advertising and pronoti onal
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leveling is a mission of risk information.
Pronotional materials that include clains regarding
a drug's efficacy nust also include information
regardi ng the inportant risks associated with the
drug.

For exanple, imgine a sales aid for a drug
that has a bl ack box warning. The sales aid has
mul ti pl e pages of infornmation regardi ng the
efficacy of the drug, but the black box warning
isn't presented anywhere in the sales aid.

The lack of this inportant risk information
about the sales aid that has nunerous clains
regardi ng the efficacy of the drug woul d be
m sleading. It's an omssion of risk. |It's
important to also note that the regul ation
regardi ng om ssion of risk applies to all
prescription drugs, not just those of black box
war ni ngs.

The second common issue related to the first
is the mnimzation of risk information in
prescription drug pronotional nmaterials. Risk

i nformati on nust be presented with a prom nence and
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readability reasonably conparable to the
presentation of the efficacy information. Many
factors can inpact prom nence and readability; for
exampl e, the size, the style, and color of the font
and | ayout of the piece and use of white space.

| magi ne, for exanple, that your own ad
presents efficacy clains in large bold font with
col orful graphics, but the risk information,
however, is buried at the bottom of the page in
very tiny font wiwth no headings or no signals in
any way to alert the reader to the presence of that
important information. This format in which the
risk information is not presented with conparabl e
prom nence to the efficacy clains mnimzes the
ri sks of the drug.

The third i ssue we often see in pronotional
materials is an overstatenent of the effectiveness
of the drug. Pronotional materials would be
considered false or msleading if, for exanple,

t hey; one, overstate or exaggerate the
effectiveness of the drug; two, make cl ai ns

regarding the efficacy of the drug that aren't
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appropriately supported or; three m srepresent data
fromclinical studies.

For instance, if during a sales call, a
sal es representative is pronpting a prescription
drug product and the sal es representative presents
a flyer which contains the claim"it works in as

little as 3 days," however, according to the
package insert, the prinmary endpoint in the
clinical trials used to support the approval of the
drug was "relief after 10 days,"” and there is no
avai | abl e data or evidence to support a shorter
duration of treatnent. Therefore, the claim
m sl eadi ngly suggests the drug works faster than
what has been denonstr at ed.

A fourth comon issue often seen in
prescription drug pronotional naterials is
m sl eadi ng drug conparisons. Cains or
presentations in prescription drug pronotional
materi als that suggest that a drug is safer or nore
effective than another drug woul d be consi der ed

false or msleading if they are not appropriately

support ed.

A Matter of Record
(301) 890-4188




10

11

12

13

14

15

16

17

18

19

20

21

22

90

For exanple, imagine at a conference there
was a pronotional booth for a prescription drug
product. A bar chart on a convention panel at the
boot h conpares study results fromthe prescription
drug's package insert and study results fromits
mai n conpetitor's package insert and includes a
claimstating that it showed i nprovenent in
significantly nore patients than its conpetitor

Thi s conpari son woul d be m sl eadi ng because
conparing the response rates for two different
drugs in two different studies does not support a
conclusion that one drug is safer or nore effective
t han anot her because, for exanple, these studies
may have been conducted in different patient
popul ati ons or using different clinical study
desi gns and net hodol ogi es.

Just to round out ny presentation here, we
provi ded a graphical representation of observed
violations noted in OPDP's warning and untitled
letters for the last five years, from 2015 to
present, and although false or m sleading clains

about the risks of drug products, or conplete
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om ssions or mnimzation of risk infornation, are
t he | argest share of our observed viol ations and
| etters since 2015, FDA does still take very
seriously false or m sleading benefit clains about
drug products, including conparative clains that
| ack adequat e substanti ati on.

In conclusion, | hope this presentation
hi ghli ghts sone of FDA and OPDP's work to help
ensure truthful and non-m sl eadi ng adverti sing and
pronoti onal communi cati ons from manuf acturers,
packers, and distributors of prescription drug
products. On this slide, please do find our
contact information, and thank you very very nuch
for your tine.

l'"mgoing to pass it over to M. Rich
Cl el and, assistant director for adverti sing
practices in FTC s Bureau of Consuner Protection.

Presentation - R chard d el and

MR. CLELAND: Good norning. | hope you hate
the nmorning after daylight savings tine as nmuch as
| do.

(Laughter.)
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MR. CLELAND: If | fall asleep, give ne an
el bow or sonething. | saw a |l ot of people doing
this, this norning.

This is not ny usual audience. | nore talk
to dietary suppl ement conpani es and OTC drug
conpanies, but | don't deal a lot in the
prescription space.

So this norning, | thought | would provide
you with a quick tutorial on what enforcenent m ght
| ook like with regard to pronotional naterial that
I's comuni cation that falls outside of the FDA s
jurisdiction. This includes pronotional
communi cations that don't refer to a manufacturer's
or distributor's drug by nane, as well as
pronoti onal conmuni cati ons made t hrough what
anounts to surrogates for the drug conpany.

As a threshold matter, the FTC s
jurisdiction only extends to commerci al speech, and
| know |I've seen sone stuff out there that | really
question whether it would neet that threshold. W
| ook at a nunmber of factors to determ ne whether or

not sonething is comrerci al speech, the content of
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t he speech and whether it contained a nessage
pronoting the demand for a product or service.

It could al so be denigrating a conpetitor's
product as well, whether the speech refers to
specific products or services, whether the speech
i ncl uded i nformati on about the attributes of a
product or service such as type, price, or quality,
i ncluding informati on about the health benefits
associ ated with the product; the neans used to
publish the speech; traditionally is it paid
advertising, is it recognized, and would it be
recogni zed by consuners as adverti si ng?

Then finally, the speaker's econom c
interest in notivation in dissem nating the speech.
In this regard, context matters. For exanple, a
peer-reviewed scientific article or a press rel ease
may or may not be considered commerci al speech
dependi ng upon how its dissem nated and howit's
used.

Now, | ooking specifically at adverti sing,
assum ng we get over the commerci al speech barrier,

the FTC enforces two sections of the FTC Act that
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are relevant here, Section 5 and Section 12.
Section 5 prohibits unfair nethods of conpetition
and unfair deceptive acts or practices in conmnerce.
Section 12 prohibits the fal se adverti senent of a
f ood, drug, and servi ce.

Fal se advertisenent is defined under
Section 12 as an adverti senent that is m sl eadi ng
in any material respect, including the failure to
di splay material information. The FTC has provi ded
sone gl oss over these general principles. W don't
have all the statutes as the FDA has, but we think
these two statutes give us sonme pretty good tools.

A conmpany i s responsi ble for both express
and inplied clains. |In express clains, as you
heard sone reference to this norning, the statenent
says what the nessage is. They run the ganbit
bet ween express clains, virtual express clains, to
statenents that few consuners woul d even consi der
to convey a particul ar nessage.

Wth regard to determ ni ng add neani ng, the
FTC s position is that extrinsic evidence such as

copy testing an expert testinony is not necessary
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to establish inplied nessage where the inplied
claimis reasonably apparent on the face of the
adverti senent.

Adverti senents are interpreted based on the
net inpression of the advertisenent fromthe
vi ewpoi nt of a reasonabl e person in the target
audi ence. For exanple, the net inpression of an
adverti senent may be different dependi ng on whet her
the advertisenment is targeted at a person suffering
from di abetes or a physician treating diabetic
pati ents.

Reasonabl e consunmers you have to understand
don't read everything in an advertisenent. They
read the headlines. They nay read sone of the
text. It is rare that a footnote in an
advertisenent will ever alter the net inpression of
an adverti senent.

A reasonabl e interpretati on does not have to
be an interpretation that's accepted by a majority
of the viewers of that ad. |If a significant number
of consuners woul d take a nmessage away from an ad,

the advertiser is liable for any m srepresentations
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or deceptive content in that ad.

I think this is an inportant point,
particularly in this area of biosimlars. Wen an
ad conveys nore than one neaning and only one only
one of which is m sleading, the advertiser is
liable for the m sleading interpretation, even
t hough a non-m sl eading interpretation of that
advertisenent i s possible.

In this regard, consider the genera
statenment that a biosim/lar product is not
i nterchangeable with this reference product. A
very know edgeabl e consunmer m ght understand t hat
to nmean that to receive the biosimlar instead of
the reference product, the consunmer nmay need a
prescription fromthe healthcare prescriber witten
specifically for that biosimlar product. That
woul d be a correct interpretation of that phrase.

However, a consuner, like | think nost
consuners out there, relying on the common neani ng
of the word "interchangeabl e" mght interpret that
to mean that an approved biosimlar could not be

prescribed in lieu of the reference product, and
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t hat woul d be m sl eadi ng.

Claims can essentially run afoul of the FTC
Act in three ways. It can be a false claim it can
be an unsubstantiated claim and it also can be
deceptive because it fails to disclose a materi al
fact.

Looki ng at sone specific clains now that
| ' ve observed, for exanple, there are clinically
meani ngful di fferences between a reference product
and a biosimlar or that the products are not
simlar. Biosimlars may be highly simlar to
their reference products, but there's still a
chance that a patient nay react differently; the
biosimlar product is |less safe or effective than
the reference product or that the reference product
iIs safer or nore effective than the biosimlar.

These statenents could all be potentially
chal | enged as fal se, as unsubstantiated, and for
the failure to disclose material information. The
particul ar renedies that are avail able to the FTC
we al so have on occasi on used warning |letters where

we t hought education was an appropriate first step
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but we al so have enforcenent tools that don't
require us to go through the Departnent of Justice,
whi ch gives us a great deal of flexibility. W can
bri ng our actions. These are either
adm nistratively or we can use our Section 13(b)
authority and file themdirectly in district court.
Thank you.

Panel Di scussion - Lowell Schiller

MR. SCHI LLER  Wwell, thank you both. |
t hi nk we have tinme naybe for one question, so |et
me start with this. W've just heard about two
different frameworks, | think, hopefully
conpl ementary franeworks, for helping to ensure
trut hful and non-m sl eadi ng conmuni cations. 1'|
ask both of you.

How do you see the recently announced
col | aborati on between FDA and FTC hel ping to ensure
the protection of public health and fair
conpetition in the marketplace with respect to
prescription biosimlar products?

Dom do you want to start?

MR. Cl Rl NCl ONE: Sur e. | think the
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col l aboration will showase how FDA and FTC both
support and protect public health and conpetition
in the marketplace for prescription biologic
products. Qur organizations | think have serious
concerns about fal se or m sl eadi ng statenments about
prescription drug products and bi ol ogi ¢ products
and the negative inpacts on public health and
conpetition.

| think with these shared goals in m nd and
usi ng our respective authorities, FDA and FTC w ||
help to ensure that heal thcare professionals and
pati ents receive truthful and non-m sl eadi ng
i nformati on about biosimlar products. It |eveled
the playing field to support biosimlar uptake and
| think facilitated nore conpetitive marketpl ace
for everyone invol ved.

MR, CLELAND: Let ne take a 42-second shot
at this. W're going to talk nore about
conpetition later on in the programtoday, but just
focusing for a second on the consuner protection
side, together |I think we can cover the whole

waterfront. | think the FTCis here to try to deal
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w th manufacturers or others that are trying to
avoid the FDA jurisdiction by using pronotions that
aren't subject to your authority, so | think

t oget her we can cover the full waterfront.

MR. SCHI LLER On that note, |let ne thank
you both for very hel pful presentations, and ||
try to keep us as on tinme as we can be. Thank you.

( Appl ause.)

M5. GRAY: Good norning. M/ nane is
Caty [ph] Gray, and |I'mthe supervisor for the
advertising and pronotion policy staff in the
O fice of Prescription Drug Pronoti on or OPDP, as
you heard fromboth Lowel |l and Dom | share Rich's
di sli ke of the Monday after daylight savings tine,
so thank you to you all for being here and joi ning
in this inportant conversation.

' mjoined by Betsy Pepinsky and Dom
Cirincione to discuss FDA' s draft gui dance for
industry titled Pronotional Labeling and
Adverti sing Considerations for Prescription
Bi ol ogi ¢ Reference and Bi osi ml ar Products

Questions and Answers.
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As Lowel|l nentioned, Domis a regul atory
counsel in OPDP. Betsy is also an attorney, and
she works as a health science policy analyst in our
group, primarily focused on gui dance and policy
devel opnent regardi ng prescription drug pronotion.
' mdelighted that both of these experts are here
to speak on this inportant topic, and I'mgoing to
turn it over to Betsy to get us started.

Presentation - Elizabeth Pepinsky

MS. PEPI NSKY: Thanks for that introducti on,
and good norning. As Caty said, Domnic and | are
here to di scuss the draft guidance that published
just in February of this year on Pronoti onal
Label i ng and Advertisi ng Consi derations for
Prescription Biological Reference and Bi osiml ar
Products Questions and Answers.

FDA i ssued the draft gui dance to answer
questions that firns may have when devel opi ng
FDA-regul ated pronotional nmaterials for their
ref erence products and biosimlar products and to
hel p ensure that these nmaterials are truthful and

non-m sl eading. This draft gui dance represents one

A Matter of Record
(301) 890-4188




10

11

12

13

14

15

16

17

18

19

20

21

22

102

pi ece of the broader effort to address fal se or
m sl eadi ng conmuni cati ons about bi ol ogi cal
reference and biosimlar products and the negative
i mpacts of such comruni cati ons on public health and
conpetition.

The draft gui dance was issued by CDER s
O fice of Prescription Drug Pronotion in
consultation wwth CDER s O fice of Therapeutic
Bi ol ogics and Biosimlars and in cooperation with
the Center for Biologics Evaluation and Research.

Agai n, OPDP' s overarching mssion is to
protect the public health by hel ping to ensure that
prescription drug information is truthful and
non- m sl eadi ng and i ncludes a fair bal ance of
benefit and risk information. GCenerally, FDA and
OPDP acconpl i sh this conprehensive program which
i ncl udes surveillance, conpliance, education, and
conmuni cation to the public.

Starting wwth a bit of background on why FDA
i ssued this draft guidance, as the nunber of
biosimlars increases, we have started to see

pronotional materials for some of these products
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and get questions fromfirns on pronotional issues
related to biosimlars and reference products. W
are especially concerned about pronotional clains
and presentations that nmake fal se or m sl eadi ng
conpari sons between a reference product and a
biosimlar in a way that m srepresents the safety
or effectiveness of either of these products.

The goal for this draft guidance is to
di scuss considerations to hel p ensure that
FDA-regul ated advertising and pronotional | abeling
for reference products and biosimlars are truthful
and non-m sl eadi ng.

The gui dance covers pronotional issues
i nvol vi ng both reference products and biosiml ars,
but some questions are focused only on biosimlar
product pronotion, and the gui dance does not
di scuss consi derations uni que to pronotiona
materials for interchangeable biosimlars.

In terns of the general requirenments for the
content of FDA-regul ated pronotional nmaterials for
reference products and biosimlar products, FDA

regul ates pronotional |abeling and adverti senents
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by or on behalf of manufacturers, packers, and

di stributors for prescription drugs, including
those that are biological reference and biosiml ar
pr oducts.

Under the FD&C Act in inplenenting
regul ati ons, these pronotional materials must be
truthful and non-m sl eadi ng, convey infornation
about a drug's efficacy and its risks in a bal anced
manner, and reveal material facts about the drug.
All these requirenments apply to pronotional
materials for reference products and biosim | ar
products |icensed under Section 351 of the Public
Heal th Service Act, the sane as they would apply to
any ot her FDA-regul ated pronotional nmaterials for
prescription drugs.

When concerni ng pronoti onal presentations,
whet her a pronotional presentation is truthful and
non- m sl eadi ng i nvol ves a fact-specific
determ nation that takes into account such factors
as how the information is presented, the type and
the quality of the data relied on to support the

presentation, and the contextual and discl osure
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consi derati ons.

The draft guidance is intended to help firns
under stand how to support and present infornation
in pronotional materials for their biosimlars and
their reference products in a truthful and
non- m sl eadi ng way.

How should firms identify reference products
and biosim/lar products in pronotional material s?
A bi ol ogi cal product nay be identified by its
proprietary nane, proper nanme, or core nane in
pronotional materials, depending on the context in
whi ch the product is being described.

When devel opi ng pronotional materials for
their products, firns should carefully evaluate the
information presented in their materials to ensure
that in each instance a product is addressed, the
materials correctly and specifically identify the
product to which the information applies.

Clearly and correctly identifying the
rel evant bi ol ogi cal product or products in
pronotional materials can hel p prevent

presentations that are inaccurate because they
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attribute data or information to the wong product.
It can al so hel p the audi ence identify which
product or products are the subject of a particul ar
pronoti onal presentation.

For instance, if a biosimlar's FDA approved
| abel i ng uses the core nane of the reference
product followed by the word "products” to convey
that a risk applies to both the biosimlar and the
reference product, it would be appropriate for
simlar presentations about this risk and
pronotional materials for the biosimlar to use
t hi s nonencl at ure.

As anot her exanple, if pronotional materials
i nclude information froma study that used a
non-U. S. |icensed conparator biologic or otherw se
menti oned such products, the non-U S. |icensed
conpar ator should be accurately identified as such
in the materi al s.

Questions 3 and 4 of the draft guidance are
f ocused on pronotional considerations for
biosimlars and they address questions regarding

the inclusion of study data and i nformation in
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pronotional materials for these products.

In its guidance entitled Labeling for
Bi osimlar Products, FDA recomends that a
bi osim |l ar's FDA-approved | abeling incorporate
rel evant data and infornmation fromthe reference
product's FDA-approved | abeling, and this includes
incorporating clinical data that supported FDA s
finding of safety and effectiveness for the
ref erence product in the biosimlars |abeling.

If a firmwants to provide infornmation from
studi es that supported the |licensure of the
reference product in pronotional materials for its
biosimlar when this information is included in
both the reference product |abeling and the
biosimlar |abeling, the firmshould refer to the
biosimlars |abeling for this information.

For exanple, in the case where a biosimlar
is licensed for fewer than all conditions of use
for which the reference product is |icensed, the
biosimlar's |abeling generally wll include
informati on from studies on the reference product

that is relevant to those conditions of use for
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whi ch the biosimlar is licensed. The firm
devel opi ng pronotional nmaterials for its
biosimlars should look to the biosimlar's
| abeling for this information.

FDA has al so recommended t hat the
FDA- approved | abeling for a biosimlar generally
not include data and infornmation fromthe studies
conducted to support a denonstration of
biosimlarity between the reference product and the
bi osim I ar.

We have heard that firns are interested in
communi cati ng data and information fromthese
studies to healthcare providers and ot her
interested parties, however, and have questi ons on
whet her and how this kind of infornation can be
presented in pronotional materials for their
bi osim | ar.

If a biosimlar's FDA-approved | abeling does
not include information from studi es conducted to
support a denonstration of biosimlarity between
the reference product and the biosimlar,

pronoti onal presentations of such information
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shoul d be consistent with the biosimlar's

FDA- approved | abeling and be truthful and
non- m sl eadi ng as described in FDA s gui dance on
medi cal product conmuni cations that are consi stent
wth the FDA required | abeling, which is referred
to as the CFL guidance in the draft gui dance.

Thi s gui dance descri bes FDA s thinking when
exam ning a the consistency of a product
comruni cation with the product's FDA-approved
| abeling. It discusses how FDA det erm nes whet her
a conmmuni cation is consistent wwth the product's
FDA- approved | abeling and provi des general
reconmendati ons for conveying this type of
information in pronotional materials in a truthful
and non-m sl eadi ng way.

When information fromthe studies that
supported a denpnstration of biosimlarity is not
included in the biosimlar's FDA-approved | abeli ng,
firms should apply the principles outlined in the
CFL guidance if they include information fromthese
studies in pronotional materials for their

biosiml ars.
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As generally discussed in the FDA-FTC joint
statenent, ensuring that advertising and
pronoti onal communi cati ons subject to FDA
regul ation are truthful and non-m sl eadi ng can help
to protect and pronote public health by enabling
pati ents and healthcare providers to nake deci sions
based on the accurate information.

FDA is concerned that false or m sl eadi ng
conpari sons between reference products and
biosimlars in FDA-regul ated pronotional materials
can underm ne public confidence in these products
and negatively affect public health.

What should firns consi der when conpari ng
reference and biosimlar products in their
pronotional materials? FDA's |icensure of a
bi osimlar neans that the agency has determ ned
that a biosimlar is highly simlar to the
ref erence product notw thstanding m nor differences
inclinically and active conponents and that there
are no clinically nmeaningful differences in terns
of safety, purity, or potency.

FDA recommends that firms carefully eval uate
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presentations that conpare reference products and
bi osimlars and avoi d presentations that represent
or suggest that a biosimlar is not highly simlar
to the reference product or that a clinically
meani ngful difference in ternms of safety, purity,
or potency exists between the products.

Al t hough assessnent of each pronoti onal
presentation involves a fact-specific
determ nation, such presentations, including those
suggesting that the reference product is safer or
nore effective than the biosimlar or that a
biosimlar is safer or nore effective than its
reference product, are likely to be fal se or
m sl eadi ng.

For exanpl e, a presentation suggesting that
a biosimlar is superior to its reference product,
based on a difference that is not clinically
meani ngful between the rates of occurrence of a
particul ar adverse reacti on observed in a study
t hat supported the denonstration of biosimlarity
bet ween the two products, would be m sl eadi ng.

It's al so possible that individua
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statenents of accurate information could contribute
to a m sl eadi ng presentati on when provided in the
conpar ati ve cont ext.

For exanple, in the case of a biosimlar
that is licensed for fewer indications than the
ref erence product, presentations that create the
net inpression that the biosimlar is, in general,
| ess safe or less effective than the reference
product, sinply because the biosimlar is |icensed
for fewer indications than the reference product,
woul d be m sl eadi ng.

Al so, presentations suggesting that a
biosimlar is |less safe or |less effective than the
ref erence product in a particular indication,
because the biosimlar's licensure for that
I ndi cati on was based, in part, on extrapol ation,
woul d be m sl eadi ng.

Pronmoti onal presentations about a
biosimlar's licensure, a biosimlar to a reference
product shoul d accurately describe the biosimlar
product. For exanple, pronotional materials for a

biosimlar that FDA has not |icensed as
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i nt erchangeabl e shoul d avoid creating the

i npression that the biosimlar has been |licensed as
I nterchangeable with the reference product because
this woul d not be accurate. Pronotional materials
for a reference product should avoid creating the

i npression that a biosimlar is | ess safe or | ess
effective than the reference product because the

bi osi mlar has not been |licensed as interchangeabl e
wth the reference product.

A biosimlar is not required to be identi cal
to the reference product in order to be |licensed,
rather licensure as a biosimlar neans that the
bi osimlar has been found to be highly simlar to
t he reference product notw thstandi ng m nor
differences in clinically and active conponents and
that there are no clinically nmeaningful differences
bet ween the biosimlar and the reference product in
terms of safety, purity, or potency.

Therefore, representations or suggestions
that a finding of biosimlarity nmeans that FDA
determ ned that the reference product and the

biosimlar are identical to one another generally
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woul d not be accurate, but pronotional nmaterials
for a reference product should avoid presentation
suggesting that the biosimlar is not as safe or
effective as the reference product because it is
not or may not be identical to the reference
pr oduct .

"1l now turn it over to Domto discuss the
exanpl es tal ked about in the draft gui dance.

Presentation - Domnic Crincione

MR CIRINCIONE: Geat. Thank you, Betsy.
Thank you very nuch.

(Pause.)

MR CIRINCIONE: Well, 1'Il just keep going.

Question 7 in the draft gui dance provides
three | onger exanples to help illustrate sone of
t he general considerations discussed within it.
For the purposes of these exanples, we used a
fictional biosimlar called NEXSYMEO and a
fictional reference product called JUNEXANT.
NEXSYMEO and JUNEXANT are both replicanmab products.

The first exanpl e describes a scenario in

which a firmprovides the route of adm nistration
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dosage form and strength of the biosimlar NEXSYMEO
in pronotional materials for NEXSYMEO, and it

i ncludes a claimthat NEXSYMEO has the sane route
of adm nistrati on, dosage form and strength of the
ref erence product.

FDA woul d not expect to object to this kind
of a presentation because it is supported by
NEXSYMEO s |icensure as a biosimlar to JUNEXANT,
whi ch is based, in part, on information show ng
t hat NEXSYMEO has the sanme route of adm nistration,
dosage form and strength as JUNEXANT.

In the sane materials, the firmincludes a
clai mthat NEXSYMEO can be considered for patients
who are new to replicamab product therapy for the
treatnent of a licensed indication and for patients
currently being treated with JUNEXANT for the sane
i ndi cati on.

The claimis supported by information
submtted as part of NEXSYMEO s application for
licensure as a biosimlar to JUNEXANT, i ncl uding
data froma conparative clinical study that

i ncl uded patients who underwent a single transition
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from JUNEXANT t o NEXSYMEO and patients who were new
to replicamab product therapy, which supported a
denonstration of no clinically neani ngful

di fferences bet ween NEXSYMEO and JUNEXANT. FDA
again, would also not expect to object to this kind
of presentation.

The second exanpl e descri bes anot her
scenario in which FDA woul d not expect to object to
t he presentation described. |In this exanple, as
part of NEXSYMEO s application for |licensure as a
biosimlar to JUNEXANT, FDA evaluated a conparative
clinical study that included patients treated with
a non-U. S. |icensed conparator product to support a
denmonstration of no clinically meani ngful
di ff erences bet ween NEXSYMEO and JUNEXANT

NEXSYMEO s firmwants to present data that
is not included in NEXSYMEO s FDA- approved | abel i ng
about outcones observed in that study. So the firm
devel ops a presentation that is consistent wth the
reconmendati ons in the CFL gui dance, which Betsy
menti oned earlier, including recomendations on

appropriate scientific and statistical support.
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The firmclearly and prom nently provides
cont extual information about the study design, the
met hodol ogy, the role the study played in the
biosimlarity evaluation, relevant data on
NEXSYMEO s FDA- approved | abeling, and any materi al
l[imtations in that data. The firmalso accurately
descri bes the conparator used in the study as a
non-U. S. licensed product. FDA, again, would not
expect to object to this kind of presentation.

Example 3 illustrates a presentati on that
FDA woul d consi der m sl eadi ng, however, in this
scenari o, pronotional materials for JUNEXANT state
that in a clinical study, patients on JUNEXANT
experience a nunerically higher overall response
rate than patients on NEXSYMEO JUNEXANT.

The basis for the statenent is a conparative
clinical study that supported a denonstration of no
clinically nmeaningful differences in terns of
safety, purity, and potency between JUNEXANT and
NEXSYMEQ

Al t hough this statenent accurately conveys

t he reference product's higher numeric overal
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response rates observed in the study, the materials
do not disclose that this difference in response
rates was not statistically significant, and they
do not describe the study design or include any

ot her appropri ate context.

By focusing on the nunerical differences in
response rates, which was not statistically
significant, the presentation msleadingly inplies
JUNEXANT i s superior to NEXSYMEO. It al so
msleadingly inplies that there is a clinically
meani ngful difference between the products when the
data presented in the pronotional materials do not
support that concl usion.

How can firnms request FDA review of draft
pronotional materials? WIlIl, FDA encourages firns
voluntarily to seek feedback on pronoti onal
materials for reference products or biosimlar
products before their dissemnation to follow the
current process for submtting draft pronotional
materials to FDA for comment.

We remind firns that they are al so subject

to the postmarketing requirenents for submtting
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pronotional materials to FDA |i ke all other
prescription drugs under Form 2253. Firns can
visit OPDP's website for nore informati on on the
subm ssion of pronotional materials to FDA and for
general information on our regul ation of
prescription drug and bi ol ogi cal product,
advertising, and pronotional | abeling.

W remind firns that in addition to the
consi derations specifically outlined in this
gui dance, they should ensure that their
FDA-regul ated pronoti onal materials otherw se
satisfy all the applicable requirements fromthe
Food, Drug, and Cosnetic Act and FDA' s i npl enenting
regul ations related to pronotion for prescription
drug products.

Firms should al so ensure that they conply
with the provisions obligating themto update the
FDA- approved | abeling for their products to ensure
that the labeling is not false or m sleading or for
any ot her reason.

This is a draft guidance, as you all are

aware, and as such, we are |ooking forward to
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receiving and then review ng the comments submtted
to the docket. As noted in the Federal Register
noti ce that announced the availability of the

gui dance, in addition to the draft guidance itself
for comment, we al so are seeking input on specific
pronoti onal considerations for interchangeable
products as wel|.

Thank you very very nmuch. 'l turn it back
over to Caty.

Panel D scussion - Catherine G ay

MS. GRAY: Thank you, Dom and Betsy. |
wanted to follow up with just a few questions for
you.

Dom the draft guidance states that it does
not cover considerations you need for pronotional
materials for interchangeabl e products. Does that
mean that the QQA's in this guidance don't apply to
i nt erchangeabl e products at all?

MR. CIRINCIONE: The gui dance does not
addr ess consi derati ons uni que to pronotiona
materi als for interchangeabl es because FDA is still

contenpl ati ng what, if any, considerations are
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uni que to such pronotional naterials.

W are | ooking forward to the stakehol der
I nput regarding what, if any, interchangeable
specific pronoti onal considerations exist and what
ot her consi derati ons can hel p FDA-regul at ed
pronotional materials convey truthful and
non- m sl eadi ng i nformati on about i nterchangeabl es
for a variety or various audi ences.

MS. GRAY: Thank you. | can echo Dom s
comments that we're | ooking forward to feedback
from our stakeholders on this topic as well.

MS. GRAY: Betsy, the exanpl es throughout
the draft gui dance suggest that an eval uati on of
whet her conpari sons between reference products and
biosimlars are truthful and non-m sl eadi ng can be
qui te nuanced. Do you have any nore advice on how
firms should approach these presentati ons and
pronotional materials for the reference and
bi osi m | ar products?

MS. PEPI NSKY: Yes. FDA appreciates the
conplexities around these types of presentations,

and as noted in the draft guidance, they do require
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consi deration of the specific facts. I n general,
however, firns should keep in mnd that whether
presentation is truthful and non-m sl eadi ng
depends, anong ot her things, not only on the
specific clains in isolation, but also the net
i npression to which those clains contri bute.

So we encourage firns to carefully consider
i ndividual clainms in a pronotional piece, as wel
as the presentation as a whole, considering the
overall inpression it nakes about the safety and
effectiveness of the product.

I would just note that we nmake the sane
reconmmendati on not only for firns eval uating
pr oposed conpari sons between reference products and
bi osimlars, but also for firnms devel opi ng any
presentation in FDA-regul ated pronotional materials
for prescription drugs and bi ol ogi cs.

MS. GRAY: Thank you very nuch for your

attention to our panel. At this point, we're going
to wap up for the norning session. | encourage
you to enjoy your lunch, and we wll see you back

here at 12:15. Thank you very nuch for your
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attenti on.

( Appl ause.)

( Wher eupon,

was taken.)

at 11:21 a.m,

a lunch recess
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AFTERNOON SESSI ON
(12:15 p.m)

MS. FALB: Thank you for your attention.
This panel is What's at Stake? The Benefits of
Conpetition. | want to |let you know for this
structure, we've organized this panel into three
sections. There will be a presentati on by one of
our panelists at the beginning of each section and
t hen sone prepared questions and answers. The
sections we will cover our biosimlar nmarkets
overview, the inpact of biosimlar entry; and

barriers to biosimlar entry.

Before we get started, | would like to ask
the panelists to introduce thenselves. | wll go
first, and then we can continue to ny left. M

nane is Alison Falb, and | am a regul atory counsel
in COER s O fice of Therapeutic Biol ogi cs and
Bi osim | ars.
DR. HERNANDEZ: M nane is | nma Hernandez,
and | amfaculty at the University of Pittsburgh.
MR. BRILL: Hi, everybody. I'mAex Brill,

and |'"'ma resident fellow at the Anerican
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Enterprise Institute.

MR. SCHM DT: Good afternoon. |'m David
Schmdt. |'man assistant director in the Bureau
of Econom cs at the Federal Trade Conm ssi on.

MR SCHI CK: Hello. |[|I'm Andreas Schi ck.
|"mthe director of economcs at the FDA's O fice
of Program and Strategi c Anal ysis.

MR. Al TKEN: Good afternoon. |'m Miurray
Aitken. |'mexecutive director at the I QVIA
| nstitute.

MS. FALB: W're going to be starting with a
presentation of slides by Murray Aitken, so | think
we can pass you the clicker and hope for the best.

(Laughter.)

Presentation - Murray Aitken

MR AITKEN. [|I'mgoing to spend a few
m nutes just to frame out the overall biologics
mar ket so that we can al so understand biosim |l ars
in the context of the overall market and talk a
little bit about the narket dynam cs that we see
pl ayi ng out based on | QVI A data and neasur enent of

t he nmarket, both on a dollar and a vol une basis.
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Just a comment about the data that 1'Il be
drawing from this is data that we gather at |1 QVI A
froma variety of sources, including wholesalers
who track the flow of nedicines, all types of
medi ci nes, through the distribution system W
al so gather data from nanufacturers who are direct
shi pping their products.

We al so gather data fromretail pharmacies
for that part of the market. W al so have access
to insurance clains data. So we tend to take a
360 degree-ish view of what's happeni ng and
consolidate all of that to devel op an over al
perspective of the nmarket.

When we neasure the size of a market in
dollar ternms, we generally use what we call invoice
price, which is what we capture from whol esal ers.
So you can think of it as list price, but it's
before the application of rebates and di scounts,
whi ch we know can be significant. However, we do
estimate the magni tude of the rebates and di scounts
and other fornms of price concessions that go on in

t he mar ket pl ace.

A Matter of Record
(301) 890-4188




10

11

12

13

14

15

16

17

18

19

20

21

22

127

So you'll see sone of the charts where we
are using net prices, and when we say net, we're
| ooking at that fromthe perspective of
manuf acturers, so the net anount that is received
by a manuf acturer.

Let ne summari ze the points, and |'ve got
slides to support these. As we've already heard
today, biologics are a grow ng share of the overal
mar ket, and certainly relative to snmall nol ecul es,
we' ve got different dynam cs playing out both on
what happens when a drug | oses exclusivity front,
as well as the m x of new drugs com ng out of the
pi peli ne through FDA approval and into the
mar ket pl ace.

When we | ook at the pipeline, particularly
the |l ate-stage clinical devel opnent pipeline
products that are in phase 2 clinical testing or
|ater, it suggests that we're going to continue to
see the growt h dynam c of biologics not only in
traditional biologic oriented therapy areas but in
ot her di sease areas as well.

Bi ol ogi cs reach the market through nultiple

A Matter of Record
(301) 890-4188




10

11

12

13

14

15

16

17

18

19

20

21

22

128

channel s and pay types, and this is where things
get conplicated quickly as, again, you' ve heard
reference to this norning. | don't think we're
goi ng to have enough tine to go through all the
pi eces of the market and all of the characteristics
and paynent dynam cs, but understanding at |east a
rel ati ve size and inportance of different parts of
the market we think is inportant in order to
under stand not only what's happening in biologics,
but specifically in biosimlars as well.

We'll take a | ook at the dynam cs that we
see play out in the small nol ecule part of the
mar ket and then the | arge nol ecul e or biol ogics
part of the market, and we look at this in a couple
of ways.

One i s what share of the dollar value of the
mar ket is subject to generic conpetition or
bi osimlar conpetition for |arge nol ecul es, and
then for that part of the narket, what's the
relative vol unme di spensed or used as the generic or
biosimlar relative to the total use of those

nol ecul es. Those are the two netrics that we use
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to try to assess how the market is evol ving.

Starting with the big picture, and this is
on an estimated net price basis, we've got a total
nmedi ci ne market in nom nal dollars of $344 billion
in 2018. W're still polishing the 2019 nunbers.
That total is up 21 percent since 2014. But you
can see in dark blue, the small nol ecul e share has
fallen from 70 percent to 58 percent over this
5-year period, so all the growth is essentially
comng fromthe biologics part of the market at the
t op, which has gone from about $85 billion dollars
in 2014 to $144 billion in 2018.

Again, that's a reflection of the shift in
sci ence, the novenent, the gradual novenent towards
bi ol ogics in R&D, as well as the inpact of the
entry of new conpetition when patents expire or
other forms of exclusivity expire.

If we just convert things to a real net per
capita basis -- we've nade those adjustnents to the
earlier nunbers, adjusting for inflation and
adjusting for population growh -- the pattern is

simlar, but I think it's also useful just to |ook
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at the nunmber at the top, $1044 per person -- this
is in 2019 dollars, | believe -- that was spent on
all nedicines of which $435 was for biologics, up
from$291 in 2014, and then the spendi ng on snal
nol ecul es has fallen by about 12 percent.

So you've got a 50 percent growh in the top
of the chart and a 12 percent growh in the bottom
of the chart. That's why we're all here.

Just looking into the pipeline, the trend of
new drugs towards biologics wll continue to grow.
Sonetinmes, frankly, it gets overstated. Ri ght now,
about 40 percent of new drugs are biol ogic;

60 percent are snmall nolecules. Not all innovative
targeted cancer treatnents are biologics. There's
a good nunber of snall nolecules in there as well.

| do notice sonetines there's a little bit
of confusion as to what's biologic and what's snal
nol ecul e when it cones to innovative nedici nes, but
we show here a nunmber of the therapy areas, again,

i ncludi ng ones that in the past have not been
particularly biologic oriented, and just show the

share of the | ate-stage pipeline in these di sease
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areas that is represented by
bi ol ogi cs or bi otech products.

In terns of how t hese biol ogics reach the
mar ket, and now I'mswitching to an invoice price
| evel because, frankly, we don't have net prices at
t he payer type or channel |evel, so we can only
estimate net prices at the overall market |evel.
On an invoice price basis, retail and nmai
represents about 60 percent of the total biotech
mar ket and 40 percent in non-retail.

On the right-hand side, we've got sone of
the small er segnents of the market. So starting at
12 o' cl ock and novi ng cl ockwi se, we've got the
retail and mail commerci al payer nmarket, which is
26 percent of the total; then we've got retail and
mai | Medicare Part D nmarket, an additional 17
percent; retail and mail Medicare Advantage, 5
percent; and then retail and mail managed Medi cai d
at 8 percent; followed by retail and nail
fee-for-service Medicaid at 2 percent; and then
we've got 1 percent retail and mail cash.

Then conti nuing on, we've got the non-retail
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part of the market, non-retail commercial hospitals
about 3 percent; commercial office site about

13 percent; and then non-retail Medicare
fee-for-service, 2 percent; followed by non-retai
Medi care Advantage, 11 percent; and non-retail

Medi cai d and ot her, 12 percent.

As you see on the chart, these are
directional estimates. Frankly, | don't think
anyone has a good way of teasing out these
different parts of the markets, but | think it is
i mportant and relevant to understand the different
segnents of the market to the extent that there are
different incentives. There are different
rei mbursenment | evels that play out in each of these
segnents. |I'msure we'll talk about this as we get
to the di scussion.

Just | ooking at the top 10 bi ol ogi cs that
are on the market as of Septenber 2019, this is
i nvoice price sales. | just thought it was useful
to look at the cumul ative invoice sales of these
drugs since they were | aunched and t hrough

Sept enber of 2019. This is for the branded version
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of the drugs if there's a biosimlar in the market.

As you can see, all the top 10 have
cunul ative sales of nore than $40 billion. | also
just indicated the nunber of years since their
| aunch, which al so speaks to these are pretty old
drugs by now.

I think we don't have quite enough
di scussi on about the extent to which there is a
next -generation treatnent available in the case of
these nol ecules in particular and the extent to
whi ch the dynam c of investing in and pronoting a
next -generati on of biologic, to the extent we're
going to see likely see nore of that going forward
than we have in the in the past, where
manuf acturers have not necessarily been
particularly notivated while they don't face
conpetition from biosimlars.

Just to wap up in terns of what we see
happeni ng, again, at the overall market |evel in
terms of the dynam cs of generics and biosimlars,
this is our view of the small nol ecule market. The

bars are neasuring the percentage of the snal
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nol ecul e market that's accessible to one or nore
generics by nolecules, so we build this up nol ecul e
by nolecule. This is in quarterly view, and from
2014 to the fourth quarter of 2019 we're at 40

per cent .

Basically, 40 percent of the value of the
smal |l nol ecul e market is subject to a generic, and
then the green bar at the top, when a generic is
avai l able, it's dispensed in volune terns
96.5 percent of the other tine. This is what we're
used to in ternms of the snmall nol ecul e nmarket.

Here's the sane view but now for biologics,
starting at ql of 2013. So again, the bars show
what percentage of the value of the nmarket is
subject to a biosimlar. You can see the
additional biosimlars entering the narket. These
are not approvals; this is entering the market.

You can see that now 17.5 percent of the val ue of
t he bi ol ogics market is now from nol ecul es that
have one or nore conpetitors as biosimlars.

The green line is tracking, again, the

vol une share that the biosimlar has of the
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mol ecul e for which there is a biosim |l ar avail abl e,
and that of course goes up and down with the entry
of new biosimlars, so it resets the denom nator.
But we're now at 20.2 percent of the vol une of

bi ol ogi cs di spensed. Wen there's a biosim|lar
avai l able, it goes out as a biosimlar.

This is what we watch the nost, | would say,
in terns of the inpact and the uptake, at | east
froma market dynam c perspective, a separate
di scussion on pricing a course. But if we just
| ook forward a little bit, the dark blue bar here
and the green line are the sane as on this chart,
just rescal ed because we' ve introduced now t he
bi ol ogi ¢ nol ecul es for which a biosimlar has been
approved but not yet narketed, so that's the |ight
bl ue.

That i ncludes adal i numab, etanercept, and
teriparatide, where there are biosimlars approved.
If you include those in the calculation, then we're
at 50 percent of the value of the biologics narket
subject to biosimlars. Now, that won't actually

happen until 2023 or sone tinme later, but it's a
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sign of where we're going in ternms of the overal
mar ket place for biosimlars.

So wwth that, | wll pause. Thank you.

MS. FALB: Thank you.

As we continue our conversation about the
bi osimlars market, what aspects of that market are
nost inportant to keep in mnd, or would anyone on
the panel like to highlight?

MR SCHM DT: Sure. 1'll take a first crack
at that. I|I'mgoing to adopt an unfamliar position
for me, which is to caution against too nuch
pessimsm | think we see statistics |ike what
Murray put up, which are incredibly informati ve and
useful, but we shouldn't interpret it as evidence
that the biosimlars are a failure or are in sone
way | aggi ng way behi nd what these small nol ecul e
generi cs have acconpli shed.

It's very early days for the biosimlars
right now, and it's also very early days for
econom sts and others to be anal yzing these
markets. So we're still working on gathering good

data, and | know many of the people on this panel
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are contributing to that and it's great to see.

But to get to the heart of the question, I
t hi nk what woul d be really useful would be able to
| ook at good conparison groups |i ke how are
biosimlars doing relative to other drugs that are
paid for by the sane types of payers in the sane
di spensing settings and do we see a huge difference
t here.

Is it sonething inherent about the payer
type or the dispensing setting that's causing the
I nnovat or products to hold on to market share nore
than they do for the stereotypic snall nolecule
drug di spensed at your | ocal pharmacy?

I think, as of yet, we don't know the answer
to that, and | think some of these researchers are
pushing in that direction, and it's great to see.
But | think, obviously, it has been highlighted,
payer type is inportant, dispensing |location is
i nportant, and keeping that in perspective when
we're | ooking at sone of this information | think
Is incredibly inportant.

MR. BRILL: Just a quick addition or coment
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on Dave's comment. First, | fully agree that we
can say we're in transition. W're not in
equilibriumat the nonent. W are in the beginning
of a process and the market is continuing to

evol ve.

The question that we're all wondering, |
think, is what will that equilibrium]look |Iike and
what can we be doing to make sure that it is as
robust a mar ket pl ace as possi bl e? But these
snapshots are just that, snapshots in a nonent as
we nove towards a nore robust market that's
evol vi ng.

But | would also say that with regard to
trying to find conparators, there's, in ny mnd,
two ways to think about that. One, if | understand
correctly, Dave's comment is to try to find simlar
scenarios in the small nolecule world and | ook for
differences. | think that there are | essons to be
| earned fromthose types of conparisons, but al so
wi thin the biologic/biosimlar marketpl ace by payer

type.

One of the things we know in the snal
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nol ecul e generic space is that we have really high
utilization rates of generics pretty nmuch all the
time. Shortly thereafter of a |l aunch, we don't see
w de di sparities by payer type and generics.

Anot her way to look at this in this market is to
say are there differences by payer type, or

| ocation, or dispensing nechanism | think it's
reasonable to think that there shoul dn't be.

So not necessarily are we're going to
achieve the realization rates that we see in the
smal |l nol ecul e space; | think the conpetition
dynam cs are different there. But there's no
reason in ny mnd -- and |I'd be concerned if we saw
very different behaviors in the Medicaid market
than we see in the Medicare commerci al narket.

MS. FALB: Followng up on that point, are
there inmportant differences? It sounds |ike you
don't think that there should be, but perhaps there
are between bi ol ogi cs and expensive snall nol ecul e
drugs that m ght inpact their respective narkets.

You can take it or soneone else can take it.

DR. HERNANDEZ: Well, | think -- and I'm
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going to try to tie it with what |I'm going to say
in the next few slides -- it cones back to
financial incentives. W know that we usually

rei mburse for generics based on a nmaxi mrum al | owabl e
cost, so then pharnmaci es can di spense whi chever
generic they want because everything is going to be
at the sane |evel.

For that reason al so, discounts don't play
an inportant role in the small nol ecul e generi cs.
We have basically brand nanes with high-list prices
and rebates higher or |lower, and then we have
generics where there's transparency, and the I|i st
price is nore representative of what we're paying.

I'"mgoing to talk a little bit about how
that's very different for biosimlars, and | think
especially for the drugs that go through the
phar maceuti cal benefit, that's an inportant
differentiation with small nol ecul es, how we're
payi ng for them and how we're going to continue to
pay for them |If biosimlars are not
I nt erchangeabl e, we cannot pay all of themin a

simlar way as we're paying for generics, and
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that's a differentiation that is inportant to nake,
| think.
M5. FALB: I think we can use that as a

segue to your presentation.

Presentation - | nma Hernandez
DR. HERNANDEZ: 1'll get started in the
meanwhi |l e and say that I'mgoing to present a

coupl e of studies that we've done in ny research
group around biosimlars. The first one of them
we're going to descri be what happened to prices of
ori gi nator biologics when they' re faced by siml ar
conpetition.

On the second of them we're going to talk
about financial incentives in Medicaid in the
upt ake of the biosimlar for Lantus, that | know is
not a true biosimlar because it was not approved
t hrough a biosimlar pathway, but for financial
i ncentives, works in a simlar way.

So let's start with the first one. [|I'mso
happy the slides are working. Here we | ooked at
all originator biologics that faced biosim|lar

conpetition by Decenber 2018. Again, when | say
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bi osim |l ar conpetition, | also include within
nol ecul es substitutes that were not approved

t hrough the biosimlar pathway. W had the four
that are listed on the slides.

Here, we wanted to | ook at what happened to
net prices, list prices, and di scounts before and
after the launch of the biosimlars. | know that
Murray al ready introduced the contents of |ist
price, but I'mjust going to go through them again
because it's inportant to know what's in the net
price.

Li st prices represent what whol esalers are
payi ng to pharmaceuti cal manufacturers, but we know
this doesn't represent the whole picture. I|If we
have a drug covered through the pharnaceuti cal
benefit, the wholesaler wll sell the drug to the
pharmacy that will dispense the drug to a patient.
We often have patient insurance plans, and the
health insurer will reinburse the pharnmacy through
a pharnmaceuti cal benefits nmanager.

O ten pharnmaceutical benefits nanagers and

heal th insurers negotiate fornulary placenent with
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t he pharnmaceuti cal manufacturers for di scounts or
rebates. These discounts are proprietary

i nformati on because they are confidential, so they
are not available to us for research or for any

ot her pur pose.

However, we found out a few nponths ago that
there is an investnent firmcalled SSR Heal th that
tries to cal cul ate di scounts using conpany reported
sal es to stakeholders. Since these data cone from
conpany reported sales, they are only avail able for
drugs manufactured by publicly traded conpani es, so
we wll not have Bl or Purdue Pharma for instance.

The denom nator to estimate net cones from
Synmphony Health, and it tries to estimate all the
units sold in the US. in a given quarter. Because
of this calculation, net represents the average
anmount that pharna gets per unit of product, and
this is net of all discounts, not only rebates to
payers but al so coupon cards, 340(b), discounts to
federal service, anything that you can nake. Using
this net price, the discount is estimated as the

di fference, and they are able to separately
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estimate di scounts in Medicaid and i n other payers.

' mnot going to present another paper where
we' ve validated the data, but we got |ast week in
JAMA a big paper using all of these, and we showed
in very conprehensive sensitivity anal yses how this
data is pretty robust to the research. So if you
are wondering about the validity, I'lIl refer you to
t hat .

Now | "Il show you the results of this one.
This is for filgrastim You can see that |list and
net prices increase in parallel until 2013 or so.
Net prices for the originator biologic started to
decrease in 2015 around the tine that Zarxio
reached the market, and this was driven by
di scounts in payers other than Medi cai d.

Qbvi ously, the Medicaid di scount was not
going to increase if the list price is not
increasing any further. You can also see how the
net price continues to decrease over tine with the
entry of nore conpetition.

For pegfilgrastim we only have one data

poi nt after biosimlar entry, so the data is not
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very robust. But you can see a very simlar story
where list and net prices increased in parallel,
and then once we have conpetition, list prices
stagnate and net prices seemto decrease.

This is infliximb, very simlar. W see
list and net prices increasing in parallel until
2013. You can see that net prices have started to
decrease around 2013, which is a few years before
biosimlar entry. | would like to acknow edge t hat
there are many other factors in the market other
than biosiml ars.

In this case Sinponi Aria, which is a direct
conpetitor, was approved in 2013, so it's hard for
nme al so sonmetinmes to say that all of these
decreases that we are seeing are just a product of
biosimlar conpetition. Anyway, you can see that a
few years |l ater when biosimlars did cone to the
mar ket, prices continued to decrease.

Finally, these are the results for Lantus.
You can al so see the net prices have started to
decrease before Basagl ar was approved, but there

were other nolecules in the |ong-acting insulin
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market. |'mnot sure of the direct conpetitors of
Lantus, really, but there's also been a | ot of
soci al pressure against prices of insulin, so |
think there's also a lot of factors that play in
account here. Al of these results were published
| ast year if soneone wants to |l ook at themin nore
det ail .

| think this shows, in general, as a
summary, the list price of originator biologics is
stagnated but did not decrease after biosimlar
entry, however, net prices did decrease. This was
driven by increasing discounts in payers other than
Medi cai d.

I was asked to talk where the net prices
start to decrease before or after biosimlar entry.
In the case of infliximb and Lantus, we see that
they start to decrease before but, again, there are
factors at play in the market, so | don't want to
fully attribute these two biosimlars.

I was al so asked to tal k about the nore
biosimlars that cone into the narket, the higher

t he di scounts we see. | think we don't have enough
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data to answer that question yet. For instance,
for filgrastim we see three conpetitors and net
pri ces have decreased substantially, but the
others, | have data to conpare only half, one data
poi nt after the entry.

So | think once we have nore data, we'll be
able, really, to conpare what's the difference in
net price between biologics that have seen three
biosimlars versus those that have seen one. But
again, | don't think this is a fair conpari son
ri ght now because | don't have enough to say that.

Wth that, we'll change pace to the second
paper, which is very simlar. It |ooks at the
upt ake of Basaglar in Medicaid. Since the passage
of the ACA, states collect rebates for drugs that
are rei nbursed under Medi caid managed-care
or gani zati ons.

What does this nean? W have the sanme scal e
that we had before, and this patient is covered
under Medicaid. |In this case, it's under a
Medi cai d managed-care organi zation that has a

contract with a state Medi caid agency. Before the
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ACA, the rebates for the drugs used by this patient
could go to the MCO, which are the ones paying for
drugs.

After the ACA, the rebates for these drugs
go directly to the state. So basically the MCO i s
paying the list price, but the rebates are going to
the state. This creates differential incentives in
the sense that states are incentivized to use drugs
t hat maybe have higher list price, but after
di scounts have a | ower net. However, MCOs are
incentivized to use drugs with a lower list price
because they don't see the rebate nobney, because it
conmes back to the state.

In sone cases, to pronote the use of branded
products anmong MCOs, Medicaid and state agencies
are inplenenting preferred drug lists, which are a
conpi l ati on of drugs that they have to favor over
ot hers.

Here, we |l ook at the utilization of Basagl ar
in 2018 before four types of states: states that
have fee-for-service Medicaid only; states that had

managed- care organi zati ons but wth carved-out drug
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benefits, nmeaning the drug benefits were still paid
on a fee-for-service basis; states that had MCGs,
and the MCGs did not have to follow preferred drug
lists for insulin glargine; and finally, states
wth MCOs where there were preferred drug lists for
i nsul in.

We | ooked at all the states with preferred
drug lists, and we saw that all of themthat
included insulin glargine in the preferred drug
lists, they all preferred Lantus over Basagl ar,

100 percent. The data to use these conpari sons was
Medi caid drug list utilization data, which as you
may know i s publicly avail able. The outconme was
the proportion of insulin units paid for insulin

gl argi ne that was accounted by Basagl ar.

Here you can see the results. You can
basically see that the nmarket share of Basaglar is
close to zero in all the states, except for the
ones that have Medi caid nanaged-care organi zati ons
that are not subject to preferred drug lists. In
the paper, we go a little bit further and we show

the correl ati on between the penetration of
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managed- care organi zati ons and t he uptake of
Basagl ar, and you can see that it's pretty
significant.

In summary, we only see a substantial uptake
of Basaglar in the states that have Medicaid
managed- care organi zations that are not subject to
preferred drug lists. | think this is tinely
because nore states are i nplenmenting preferred drug
lists these nonths and these years, and they are
also including nore drugs in the preferred |ists.
Oiginally, many PDLs started just with the drugs
for hep C, but increasingly, they are inplenenting
nore drugs that are subject to the preferred drug
lists.

As a sunmmary of ny presentation, | don't
think the biosimlars are show ng they're exerting
sone conpetition in the market. It does seem i ke
all the conpetition happens in the di scount space,
so it's very inportant to not only | ook at what
happens in the list price but trying to use these
estimates, the sane as Murray tal ked. The best

system we have is net prices because it's really
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where we see the conpetition. That's all | have.

MS. FALB: Thank you.

When t hi nki ng about the inpact of biosimlar
entry on the market, what inpacts do we see or do
we anticipate that are positive, how do we further
those, which do we see or anticipate that are
negati ve, and what could be done to either mnimze
or prevent thent

DR. HERNANDEZ: | al ways make this comrent
when tal king about |list and net prices, and I'm
also going to nmake it here. | think it's good that
net prices are decreasing. | think that's always a
good sign now. It means that prem uns are not
going to increase at | east.

I'd still like to point out that there are a
| ot of patients exposed to |list prices. W know
that co-paynents are usually based on list price,
and we know that patients on hi gh-deductible plans
or W thout insurance, they're al so exposed to |i st
price.

So as much as we like to | ook at the net

price data because it's probably a good sign now of
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what payers are supposed to, | think we need to
remenber that the patients that probably have the
nost access barriers are the ones that are exposed
tolist. So | think we still need to keep that in
mnd that there's value in list price.

MR SCHM DT: | agree with that, but | would
also add that | think it would be useful to | ook
directly at what the patients are paying to the
extent that we have clains data sets that m ght
identify exactly what the incidence is on patients
and not just realize list price as a proxy for
t hat .

DR. HERNANDEZ: | forgot to say that. Yes.
We haven't | ooked at out-of - pocket paynents yet,
but I would like very nmuch to do so. But I'm
| ooking for a grant to do that, so if anybody's
interested in funding this type of work,

[ 1 ndi scernible].

MR BRILL: [I'lIl just add that when we think
about the winners, we want to think, just as Inma's
presentati on shows, that the effects across the

whol e narket on all the reference product prices
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are rel evant when we think about the savings. |
think this illustrates one of the real differences
in the market for biologics and biosimlars
relative to the market in the snmall nol ecul e space
for brand and generic products.

We're seeing, at least initially, a very
di fferent dynam c, where as we know in the snal
nol ecul e space, the reference products, the brand
products, are generally holding their price
constant when generics enter and giving up |arge
mar ket shares, and we're seeing a very different
behavi or anong reference products in the biologic
space.

| think that that's interesting. | think
that that was unantici pated by many of the folks
who were trying to think about what the cost
savings in this market mght be. But at the sane
time, it may present challenges ultimately for the
desired maturity of this market because is it the
ability of the biosimlars to conpete or is their
ability relative to the reference product, their

pricing relative to the reference product?
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So there needs to be sone opportunity for
themto earn back their | arge fixed-cost
i nvestnents, so there's a little bit of a tradeoff
in that dynam c.

MR. SCHM DT: The thing | was really struck
by is it suggests to ne that the conpetition here
is nore simlar to the classic brand-on-brand
conpetition that we see in snall nol ecul es, where
they don't generally conpete on list price and do
conpete on rebates and ot her sorts of discounts,
co- paynment prograns and such. | think that's an
interesting dynamc in this market.

MR Al TKEN: | think what we see is not so
much the distinction between the snmall nol ecul e and
the large nolecule, but it's nore the distinction
of the payer type and the channel. This notion
that we've had for a while that biologics are
different, | think we need to get beyond that and
say nore different paynent types.

Fee-for-service Medicaid is different than
MCO nanaged-care Medi caid; that Part B and Part D

is different; that commercial is different than
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Medi care and so on, and to | ook through that |ens
at what's going on as opposed to is it a large

nol ecul e or a small nol ecul e, now that we have the
cohort of | arge nol ecul es approved and able to
access the market that we didn't have three years
ago or five years ago.

MS. FALB: What inpact do you anticipate

that the entry of interchangeables wll have on the
mar ket ?

DR. HERNANDEZ: | think we discussed it this
nmorning. | think it will be inportant for the ones

covered under nostly the pharnaceutical side
because payers w il be | ess concerned about rebate
traps. |If they are interchangeabl e, you' re going
to be able to virtually shift all of the patients.
So | think that will be a big inprovenent in that
sense.

Still, getting back to the point that we're
making, it's very inportant to think about how we
are paying for drugs and how we're going to pay for
I nt erchangeabl e bi ol ogi cs and i nt erchangeabl e

biosiml ars.
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MR BRILL: | think that's right. | think
it's to be determ ned how the pricing works for an
i nt erchangeabl e obvi ously because we don't have
them As was discussed in the norning session and
as Ilnma just noted, it's only relevant, | think, in
the pharmacy space. But | do think there is the
potential for sinplicity and reduced friction in
the market for an interchangeable biosimlar that
could facilitate higher uptake rates.

MS. FALB: Thank you. Alex, if you could
present ?

Presentation - Alex Brill

MR. BRILL: Thank you very nuch, and thank
you, everyone, for being here this afternoon. |
was asked to speak about sone of the barriers that
we see in the marketpl ace today for biosimlars,
and this is based on sone work that |I've done in
the last few years trying to identify, categorize,
and put in buckets these types of barriers. One of
the big thenes there is there's not one, there's
many, and it's the cunul ati ve effect of these

barriers that I think may be inpeding the nmarket to
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sone extent.

I want to tal k about this froma broad
perspecti ve when we think about barriers. | think
the first thought when we say "barriers" is we
think barriers are bad; they're things that are
bl ocki ng.

I want to step back a bit and say we need to
t hi nk about the barriers in the broadest terns
possi ble. There are sone good barriers, as |'I|I
get into, and there are certainly nmany bad
barriers. And | think we're here to tal k about the
bad barriers not the good barriers. But | think
it's inportant to recogni ze that barriers can be a
useful tool, can provide a service, and can provide
value, and then I'Il talk about sone of the
consequences and policy inplications.

As | nentioned, when we say "barriers”
think we think of that as being a negative. | want
to speak of two types of barriers. Besides just
bei ng good or bad, we can think of barriers as
being barriers to entry and we can think of sone

barriers as barriers to utilizati on. The
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utilization barriers | think our uniformy going to
be bad. Once we have entry, we shouldn't be trying
to inhibit the utilization of a product that is
biosimlar and is | ess costly.

When we t hink about entry, just to be
honest, | think it's a little bit nore conplicated
and there are sone appropriate barriers to protect
both the i nnovator, to sone extent, and to protect
the consuner. That's not to say that all barriers
to entry are good but it's m xed.

So what kind of barriers m ght be
reasonable? Wll, it's actually not controversi al
| think that patents are barriers and patents are a
valid and inportant part of this ecosystem here.
BPClI A created an additional barrier, an exclusivity
peri od.

I cut nmy teeth in this industry arguing over
this exclusivity period with a Duke University
prof essor naned Henry G abowski and the econom cs
of exclusivity, and | lost that battle. | would
have t hought that seven years woul d have been a

sufficient period of tine, but | also think that
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it's true that zero isn't the optinal period and
that there's a bal ance to be struck.

I think this is inportant, in part, in the
pol i cy context because oftentines the di sagreenent
in policy circles between those who are interested
in creating barriers and those who are interested
in reducing barriers sonetines gets nmurky and there
can be sone crosstalk. | think if we split this
debate, recognizing that there can be valid types
of barriers, we can disarm sone of the debate, and
we can focus on those barriers that are negative
and adverse to conpetition.

Finally, I think there's another set of
non-controversial barriers, which is, in essence,

t he approval process is a barrier. O course it
is. It's costly, it's tinme-consumng, it's
uncertain, and it's for the safety and efficacy of
the product. It's in the interest of the patient.
We all recognize the inportance of having high
standards. Even though those standards pose a
barrier, they are barriers that are yiel ding good,

good for both the patient of course, but good for
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the market ultimtely.

Then of course there are the bad barriers,
the barriers that we need to identify and root out.
Many of them were discussed this norning.

Christine Sinmon described themin the first
session. They really fall across a whol e host of
categories. Sone of themare policy rel ated and
sonme of them are nore market-based. Sone of them
are things that regulators could do better or
differently. They could try to reduce their
burdens that they're inposing on the narkets.

Sorme may be things that agencies could
recogni ze as bad behavior in the market and they
can work to mtigate. A few of them are up here,
things |li ke the contracting practices engaged i n by
the payers that may favor in a near-term
arrangenent a brand product, and thereby inhibiting
or di scouraging the devel opnent or the maturi ng of
their biosimlar marketplace, and the rebate trap
t hat we've discussed earlier.

VWiile | think that patents are an obvi ous

and good barrier in many senses, we should al so
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recogni ze that that's a tool that can and | think
has been abused, whether that's the thicket
or other strategies around patenting that are
nmerely about extendi ng nonopoly beyond a reasonably
fair period.

Then there are what |I'd call know edge- or

information-rel ated barriers, and this may be

getting better. | think we're nmaking progress on
this front, but | think we still have a | ot of
educati on that needs to be done. | think the FDA

is doing a great job of late in trying to fil
t hose gaps, but we shoul d recogni ze that those gaps
still exist and they are not conparable. W
haven't closed that gap the way we have | think in
the small nol ecul e space with generic drugs.

When we t hink about what the consequences of
these barriers mght be, the bad barriers, undue
barriers to biosimlar entry will have nmany
consequences, and | should say entry and
utilization have many consequences. W're
extendi ng the nonopoly rent period. That's what

happens when we don't have conpetition.
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As was just discussed a nonent ago in the
| ast presentation here, this can have inplications
for the patient costs. It depends of course on the
benefit design, but the limts on conpetition are
going to nean both hi gher prem uns and presunably
hi gher out-of-patient costs as well.

Also it's inportant not to think about this
in a binary sense of is there a conpetitor or not,
but the nunber of conpetitors is inportant, and we
saw that in Inna's presentation. The nore
conpetition we can have for a given reference
product, the nore discounting, both with respect to
the price of the biosimlar we should anticipate,
as well as the price of the reference product.

Toget her, those two prices are affecting the
average price for a given product and the cost to
t he healthcare systemin total.

Finally, there's | think a different type of
barrier that's also worth recogni zi ng. What we can
do about it | think is tricky, and that's the
reality of uncertainty in the nmarketplace. | think

we' ve faced over the | ast decade a | ot of
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uncertainty, and we continue to face uncertainty in
this biosimlar market. It's getting better. |
think the work in the |ast year or so fromthe FDA
has hel ped provide nore information. | think that
t he nunber of products that have successfully gone
t hrough t he approval process creates sone degree of
increased certainty and there's | earning on both
sides in that regard.

There are uncertainties that remain, and
many of these are natural. They're natural Iin a
free and open market, but it is uncertain to the
bi osimlar how the reference product is going to
behave. As | was nentioning a few m nutes ago, |
don't think it was well anticipated that the
ref erence product prices were going to evolve in
the way that we've seen, and that has inplications
for pricing strategies for biosimlars. That's an
uncertainty that over tine will resolve itself as
we have nore experience.

There are a set of uncertainties, again,
that can't necessarily be elimnated, but | think

we should strive to mtigate, which include the
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| egi sl ati ve and regul atory uncertainties, the
degree to which, on either end, either at the
capitol or in the agencies, new policies are being
proposed, getting done, and not getting done.
These uncertainties inpose costs and in fact can
encourage biosimlar nmanufacturers to wait. |
think that there's inportant economc literature
around uncertainty and the dynam c by which it
causes narket participants to wait.

So if we ask ourselves why isn't nore things
happeni ng qui cker, it's often because it may often
be the case that participants in the market are
saying if we wait, we'll know nore about this
market in the future. So we can conbat that by
trying to educate participants in the marketpl ace
and have quick and clear and certain regul atory
gui dance.

All of this is to say -- in broad terns
again; these aren't action itens -- that it's
i mportant that we strive for an environnent where
the biosimlar manufacturers can anticipate the

barriers that they're going to face. Barriers can

A Matter of Record
(301) 890-4188




10

11

12

13

14

15

16

17

18

19

20

21

22

165

be okay, as |I think |I made clear, but they should
be predictable. So sonething like an exclusivity
period is a very definitive and clear barrier wth
a specific duration. Things |like patent thickets
are very unclear. So there's an incredible | ack of
predictability if there's a sort of self-help
strategy that a reference product manufacturer can
pur sue.

To the extent possible, policymkers shoul d
try to mnimze the costs related to approval s.
Again, there's a push and pull here. O course
these barriers can be very val uabl e because they
ensure, | should say, that the products are safe

and are in fact simlar, but that process we shoul d

strive -- and | think we will achi eve over tine
streamining in that process that wll reduce those
costs; then finally, the education piece, | think,

the informati on gaps that exist in the nmarketpl ace.
It's not on this slide, but | think it's

al so i nportant for policynakers to recognize that

in an environnment where there are inpedi nents,

barriers, that there can be a justified case, at
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| east on a tenporary basis, for incentivizing the
mar ket to get over a hurdle. Because there are
these natural incentives for biosimlars perhaps to
wait, and for other nmarket participants to wait,
there may be natural logic for prescribers to wait
before they start to prescribe biosimlars, to wait
for nore information.

To help resolve sonme of these frictions in

the marketplace, | think it's worth
considering -- and this was al so discussed this
norning -- incentive structures to try to help

boost the systemto get over an initial hurdle, to
hel p address the informati on gaps, and to help
denonstrate the opportunities and efficiency gains
fromthe utilization of biosimlars.

These types of structures, whether it be the
Shared Savi ngs Program or the ASP plus 8 program
that's been nentioned earlier, can help draw in
participants to the market, both on the
manuf acturer side, as well as the payer and
prescri ber side.

So I'lIl just wap up. |I'll say that many of
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t hese barriers have di ssipated over tine,
particularly in the | ast couple of years as we've
seen nore gui dance. W' re doing better, but |
think at the sane tine, there's still opportunities
for policymakers to be engaged. They shouldn't be
satisfied wwth the degree of conpetition we see in
this market place today and shoul d be pursuing
policies to help further extend conpetition in the
bi osi m | ar mar ket pl ace.

Panel Discussion - Alison Falb

MS. FALB: Thank you.

For the panel, which barriers do you think
have the greatest inpact on the go or no-go
deci sion for a biosimlar manufacturer?

MR SCH CK: | always think that there are
two really inportant barriers that are particularly
problematic in this space. The first one is
manuf acturing these products consistently with good
quality and then to scale up that production. |It's
just not as trivial in this market as conpared to
the small nol ecule market. O course our snall

nol ecules are difficult to nmanufacture. The
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biosimlars are just very difficult. It's hard to
get the Coca-Col a reci pe, as sone people refer to
it, right each and every tine.

Anot her thing | think that is always
I nmportant to enphasize -- and Murray ki nd of
alluded to this in his talk -- is that this is a
very lucrative market. This is the up-and-comn ng
mar ket for getting a high anount of sales.

There's a very extensive playbook that's
wel | established for incunbents for how you deal
W th people not comng into your space and taking
away your sales. Unfortunately, the playbook
really benefits the incunbents very well. A |ot of
manuf acturers, they're on both sides of this aisle.
It's great when they're the incunmbent and it's not
so great when they're not the incunbent, and how to
deal with that is very difficult.

One reason -- in addition to everything Al ex
mentioned -- why we m ght be seeing so nmany
barriers is that people are fighting very hard to
keep their very lucrative cash cows to thensel ves

as |l ong as possible.
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MR SCHM DT: One thing | would add to
anplify Alex's point about education is that I
t hi nk one devel opment that was very inportant in
getting small nol ecul e generics such great
accept ance, obviously, was all the state
substitution laws. | think FDA can play an
important role in educating people and state
capital s about what the appropriate role is for
i nt erchangeabl e and bi osi m | ar products.

This is conplicated stuff. Speaking as an
econom st, it's very conplicated stuff. To the
extent that we have scientists here that can help
state | egislators understand appropriate rules for
substitution, | think that could be incredibly
hel pf ul .

MR. AITKEN:. | would add one comment. We
haven't really tal ked about markets outside of the
U S, but as we recognize, we live in a gl obal
worl d, and there is a relevance to the European
markets as it relates to decisions nade by
manuf acturers as to whether they will invest in the

production capacity and regul atory subm ssions for
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additional biosimlars to cone to narket.

I think when we observe what's going on in
Europe, there's been a significant decline in the
prices there for biosimlars: heated conpetition,
use of wi nner takes all
pri ce-based tenders and so on, all of which reduces
the attracti veness of that part of the narket; and
it's not an insignificant share of the gl obal
mar ket for biologics and the potential for
bi osim | ars.

So there is an interconnectedness | think as
we think about what's it going to take for us to
have sustai nable | evels of conmpetition in this
mar ket. W need nore than just one or two players
in biosimlars. W want to see 3 or 6 or 9
different types of conpetitors to nmake this narket
really effective. To that extent, | think just
wat chi ng what's going on in other parts of the
world, in particular Europe, is also very rel evant.

MR, BRILL: Just to add on to Murray's
poi nt, what we've seen so far is conpetition in the

bl ockbust er mar ket of bi ol ogics, and when we think

A Matter of Record
(301) 890-4188




10

11

12

13

14

15

16

17

18

19

20

21

22

171

about what other barriers exist, this is a

hi gh-fi xed cost business. |It's hundreds of
mllions of dollars to get in, not mllions of
dollars. And over tine, | think there's a

technol ogy piece that we need to see evol ved so
that we can see conpetition in the smaller and the
| ower size market space as well.

MS. FALB: Thank you all very much.

( Appl ause.)

MS. KENBERRY: H . M nane is Sarah
| kenberry, and I'mthe seni or conmuni cati ons
advisor in CDER s Ofice of Therapeutic Biologics
and Biosimlars. |I'mpleased to be able to di scuss
a very inportant topic related to biosimlar uptake
and acceptance, and unfortunately it's not nedical
extended reality.

(Laughter.)

MS. | KENBERRY: It is inproving stakehol der
engagenent, educati on, and under st andi ng.

Wiile we're working on the slides, 1'll go
ahead and | et you know that the objective of the

session will be to discuss sone real-world
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consi derations surroundi ng biosimlars and how
heal t hcare providers' and patients' know edge,

awar eness, and perceptions regarding biosimlar and
i nt erchangeabl e products can i npact uptake and
accept ance.

' mco-noderating this panel with Elizabeth
Jex, an attorney advisor specializing in
bi ophar maceutical health policy in the Federal
Trade Conmission's Ofice of Policy Planning. Just
to kind of give a brief sketch of how we'll work
this panel, I'"'mgoing to briefly introduce
everyone, and then | think give a quick
present ati on about sonme of FDA' s education and
outreach initiatives, and then I"mgoing to turn it
over to the panelists.

What ' s uni que about this panel is that we
have one of our panelists beaned in from Canada,
and she wll be presenting renotely, so | believe
that she will be on the screen. Her nane is Cheryl
Koehn. She's fromthe Arthritis Conmunity Experts
i n Canada.

Do you know i f Cheryl can hear us on the
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line? |s her m c unnuted?

M5. KOEHN: | can hear.

MS. | KENBERRY: Oh, great. Wbnderful.

M5. KCEHN: | can see nyself. |'mnot sure
you can see ne there in the room but | don't think
that nmatters, as |long as you can hear ne.

MS. | KENBERRY: Ckay. Well, | think we'll
work to get your face on the screen as soon as we
can.

Cheryl is fromArthritis Community Experts
in Canada, and she is a patient that lives wth
rheumatoid arthritis, and in over the |ast 30 years
has beconme a national patient comunity | eader, a
pati ent research partner, and published author.

Let's see here. At the end of the table, we
have M chele Andwele. She's the editorial director
for health content at the Arthritis Foundati on,
wher e she oversees the content strategy and
devel opnent of patient education materi al s.

We have Saneer Awsare, associate director
for the Permanente Medical G oup in charge of

pharmacy, adult and fam ly nedicine, nental health,
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and many other areas; | did not wite them all
down; and Hillel Cohen, the executive director of
scientific affairs at Sandoz, where he hel ps
explain the principles of biosimlars and rel ated
policies to the healthcare community, patient
advocacy groups, and other stakeholders. He is
al so the co-chair of the Education Commttee for
the Biosimlars Forum

Just briefly, I"mgoing to give an overvi ew
of our education and outreach efforts here at the
FDA that we've done. As noted by many on these
panel s t hroughout the norning and the day,
educati on has been nmentioned quite a | ot.

Here at the FDA, we take this very
seriously, and we've been working for a long tine
to hel p i nprove understandi ng of biosimlars anong
pati ents, healthcare providers, and payers. W've
been doing this in a couple different ways, by
engagi ng wth vari ous stakehol ders and devel opi ng
materials for the stakeholders to use.

The thing is that this requires

mul ti st akehol der engagenent. \What that neans is
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that FDA can't do it alone. W can devel op the
materi als, but what we need is for these heal thcare
provi der organi zati ons and patient stakeholders to
take them and di ssem nate themto the people.
Peopl e can take our materials and use them however
they would like, to get the infornmation to their
consti tuents.

This is just a snapshot of sone of our
heal t hcare provider materials. W have an
i nfographi c, various fact sheets, sone ads, and
ot her web content. |'mnot going to go into
detail s.

Most recently, we rel eased sone educati onal
materials for patients. It's a website and an
i nfographic that uses patient-friendly | anguage, so
we really try to boil it down to the nost inportant
concepts that are the nost inportant to patients.
We tested this, reworked it, and tested it again
and reworked it. W're happy with this basic
f oundati onal piece, but we are also working on a
| ot nore things.

This is just to build a foundati on of basic
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under st andi ng that highlights the simlarities of
biosimlars and reference biologics, and it

hi ghlights the benefits of increased access, so the
goodness of biosimlars for patients, and access,
and hopefully lowering costs. It denobnstrates our
efforts to al ways ensure the safety and efficacy of
biosimlars or just patients to talk to their
doctor and visit our site for nore information.

As | alluded to, we are devel opi ng
additional materials for patients and heal t hcare
providers, and we're going to begin testing for
addi ti onal patient materials soon. Hopefully,
we'll be able to provide sone real quality pieces
of video and sone other information for patients
soon, in addition to devel opi ng additi ona
materials for heal thcare providers.

As al ways, you can go to our website's
bi osi m | ars page, our Purple Book, and drugs@-DA
for information.

l'"mgoing to end that, and turn it over now
to Cheryl Koehn, fromArthritis Consumer Experts,

to provide her presentation. Thank you very nuch
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for joining us, Cheryl.
Presentati on - Cheryl Koehn

MS. KOEHN: Thank you very nuch, and |
apol ogi ze I'"'mnot there in person. Gven the
events of the day, it's probably a good thing that
l"mnot. But | want to thank the FDA and the FTC
for organizing this inportant neeting, and | | ook
forward to hearing and learning fromny fell ow
panel i sts.

Can you hear nme ok, Sarah?

MS. | KENBERRY: Yep, we can hear you great.

MS. KCEHN:. Ckay, great.

Foll ow ng on Sarah's comment, | was
parachuted in from Canada to give you that
perspective. W're this little country just north
of your border --

(Laughter.)

MS. KCEHN. -- and nost of our population is
sprinkl ed al ong the US-Canada border, so we're very
aware of the events that have been going on in the
United States with respect to biosimlars and have

been engaged in the conversation, as have you, for
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as | ong.

This first slide really speaks to where we
cone fromas a patient organization. |'ve been a
person living with rheunmatoid arthritis for the
past 31 years and have spent that past 31 years
vol unteering and working in nmy conmunity as a
heal t h educat or and deliverer of evidence-based
I nf ormati on.

W were the first to be invited into the
conversation around biosimlars, or on biosimlars,
ni ne years ago by Heal th Canada, by Bl OTECanada,
and then subsequently by our provincial government.
The reason being, we are the |argest arthritis
pati ent organi zation in the country with 50, 000
menbers coast to coast, and Arthritis Research
Canada is our scientific partner. So everything we
do is based on the evidence.

You' ve seen ny disclosures. | believe
they're on the website in ny speakers bio. | am
enpl oyed by ACE full-tinme, but |I'mhere today as a
vol unt eer.

Truth to power is really an inportant piece.
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Really, | think what's nost inportant for this

audi ence to hear fromus is, fromthe begi nning, we
really clearly articul ated what our patient

organi zation rules and responsibilities are. |
think that's a really inportant part of this
conver sati on when we speak about i nformation and
educati on.

Know ng the truth and speaking the truth is
what we are all about. Operating independently and
di sclosing all sources of funding in this
conversation, and in every conversation, about
therapies in particular given the dollars at stake,
is an absolute nust. To consult incredible
i ndependent clinicians and researchers, and nost
importantly, our nmenbership, is what is the bedrock
of the devel opnent of our material s.

So it doesn't cone fromthe outside. It
doesn't cone from bei ng bonbarded by adverti sing on
television. W feel that to be an honest know edge
broker for your community, policynakers, and
payers, you have to actually be so norally solid

and have that north star firmy positioned in the
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sky that you're willing to give up your own
financial health, if that's what's at stake, to be
credi bl e.

To be reasonabl e and | ook beyond t he needs
of your own organi zation, if it's the right thing
to do, is paranount, especially in this
conversation that is so shrouded by nyth and by
many ot her things like litigation and so on and so
forth. |I'msure you' ve tal ked about those things
al ready this norning.

First, |I think the nost inportant thing that
we do as an organization is to follow the evidence
and then deliver the evidence. Qur job as
know edge translators is really to take the
evidence in a truthful way and reflect on its
i npact, and then put that into | anguage that is
accessible to our comunity. ACE does that by
devel opi ng free research-based i nfornmati on and
education prograns that are relevant to not just us
but the patient at | arge.

Sarah touched on, very briefly, the

materials that the FDA-FTC have devel oped, and
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they're fabulous. | think for the first tinme ever,
Canada was ahead of the United States. W | aunched
our information hub about biosimlars back in 2016,
and it remains one of those beacons for infornmation
sources here in Canada and beyond.

I think one of the nobst inportant things
that you may tal k about on this panel is the nocebo
effect. You have seen in this conversati on,
pati ents have seen, and the public has seen on the
ground a whole |lot of white noise. That white
noise is |like concerns about safety and efficacy,

t hem not being identical, them not being

i nt erchangeabl e. Those things are actually very
strategic when it cones to consuner-| evel

i nformati on delivered by, in nany instances,
originators, originator manufacturers.

| think it's really inportant for everyone
to understand that the nocebo effect is real, and
t he nunber one way of creating the nocebo effect is
actually to speak negatively; to have negative body
| anguage in clinic about them to see ads that use

subtl e words, or | should say not so subtle words,
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such as, "I love ny product. | love ny brand X "
| think these are really inportant and strategic
words that are being chosen to create nocebo

ef fect.

The way in which you nmanage a nocebo effect
is really inportant, and it takes this solid
information, this evidence-based | ay | anguage type
informati on, to nanage the nocebo effect as you
begin to transition patients fromtheir reference
product, or their originator brand, to their
bi osim | ar brand.

You heard the previous speaker tal k about
how this is not an inexpensive proposition naking
biosimlars or originators. Biosimlars in our
view are still brands. They deliver the sane
t hi ng, but when you use words, |ike "copy" and

"cheaper" and "generic," those things are, in nmany
cases and many i nstances, intended to create
nocebo, and this is just norally wong when the
evi dence shows that they're every bit as effective

at sustaining efficacy and safety.

So it's super inportant, when it cones
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downstream from our regul ators, for educators,
pati ent organi zations, and larger health charities
such as the Arthritis Foundation, to use really
solid, unbiased, and positive if it applies,
i nformati on about biosimlars, which mtigates
anxiety regarding a swtch or a transition from
patient to patient or in whole-di sease conmuniti es.
I think lastly, I'll just add this. 1In
Canada, we are, again, finding ourselves in a
uni que position. W're ahead of the United States
in terns of what we call up here transitioning or
swi t chi ng poli ci es.
To date, we have three Canadi an provi nces
t hat have inplenented transition policy, the nost
recent being the province of Alberta. W have 11
provinces and territories, and the provi nce of
Ontario, which is our largest province here in the
country, is now contenpl ating inplenenting
transition policy. So everyone that is stable and
doing well on their originator or their reference
product will be noved to the biosimlar that has

been authorized for use here in the country.
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| can say this in closing, that the
transition has gone very well. British Colunbia's
entering alnost its first year, and probably 1 to
2 percent of all those transitions nake speci al
access or exenption requests, and about 1 percent
of those were approved. So it's not as though
peopl e who have very specific needs are not being
consi dered, they certainly are, and they're being
consi dered by specialists.

So all in all, here in the country, we're
doi ng exceedingly well at maintaining gol d-standard
quality of care, as you see there on ny |last bull et
point. | see ny slides were junping around a bit.
| hope that wasn't too confusing for folKks.

But the bottomline is that we can buy an
awful |lot of health care for close to $2 billion
Canadi an i n our publicly-funded heal thcare system
W t hout conmprom sing quality of care. For ne as an
i ndi vi dual patient, it's not enough that |I can find
ny way or fight ny way, because of ny literacy
|l evel, to the best treatnents available. I1t's up

to me and all of our community to make sure that
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everyone living with a form of autoimune arthritis
can find their way to effective therapy. So I'l
just end there, and thank you for I|istening.

MS. | KENBERRY: Thank you, Cheryl.

Now, let's see who slides conme up next.

(Laughter.)

M5. KOEHN: It's like a caffeine finger.
| " msorry. The slides just kept bounci ng around.

MS. | KENBERRY: No, it was fine. They were
stuck on the first one for a little while, but we
figured out how to nove them But for everyone
wat ching here in the roomand at hone, you can
access all of the slides on the neeting website, so
Cheryl's slides will be there as well.

It looks |ike Saneer is next.

Presentation - Saneer Awsare

DR AWBARE: Alright. |'m Saneer Awsare.
" man internal nedicine physician, and | still see
patients. For those of you who are not famliar
w th Kai ser Permanente, a quick slide, that we take
care of 12 mllion patients and spend about

$12 billion dollars on pharnmacy expenses. You can
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see we're in eight states and the District of
Colunbia with a whole |ot of clinicians taking care
of these folks.

Wiat | wanted to show you i s the nethodol ogy
that we use not only for biologics but also for all
of our generics. Unlike the external world, where
the health plan actually figures out what the
formulary is, and then the physician has to do,
“"Mother, may | ?" we actually do it just the
opposite way, where we have the pharnacists and the
physi ci ans | ooking at the research and getting the
ri ght specialist invol ved.

So if it's an oncology drug and it's a
| ynphoma, then the |ynphona specialists all | ook at
it and weigh in on it before it cones to the
pharmacy and therapeutics commttee, and then we
make a decision. And then we go to contracting and
say go find a good deal.

So rather than doing it the other way as the
rest of the conpetition does, this is what we can
do; and when we can do that, we can actually

prom se to nove 90 percent of the nmarket share to
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whi chever product that we're going to then end up
choosing. So that really is a big differenti ator
for us, but it also gets us that engagenent.

So we don't really have any
preaut hori zati on, we don't have step therapy, and
our conpliance fromour physicians is usually in
the 99 percent rate w thout anybody sl apping them
or telling themto call soneone for perm ssion.

|'"mjust using this slide for Inflectra, and
as you see, |look at the evidence; yes, the European
evi dence, too. Qur doctors are like, "VWhat? Are

the studies from Europe?” Do we have studies from

Anerica? GCkay, we found an Anerican study. " How
about sone studies from Kai ser Permanente?" |'m
like, "Ch well, alright, we can do that, too."

So for Inflectra, we initially had to start
new patients on the biosimlar. Once we had the
experience with about 700 patients, we | ooked at
peopl e who had been on the originator product, and
we found no neani ngful difference, and people are
sold. So it took a little bit of a while.

It al so hel ps when we have specialists in
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that particular area who can then endorse it. W
have some world specialists in inflammatory bowel
di sease who have witten articles, et cetera. And
if we have other G doctors who are saying, "Wll,
| ' mnot sure about this biosimlar,"” actually
talking to a coll eague who has expertise really
hel ps that.

We have the right tools in the electronic
nmedi cal records, and when you're ordering things,
the right kind of thing pops up. W actually
follow all of these patients to see how they're
doi ng, and we have clinical pharnmacists hel pi ng our
physi ci ans and hel pi ng our patients do that, and
then we al so see what happens post-starting these
medi cati ons.

For this particular one, we actually did do
swi tchi ng, and unlike the provinces in Canada where
it was a statew de decision, we actually have
conversations wth our patients, and we were
definitely able to do a |l ot of switching. The
nocebo effect was nentioned, and actually any of

t hese biol ogics, whether it's the originator
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product or the reference product, don't always work
for this particul ar di sease, so our physicians were
alittle bit concerned that perhaps even the

origi nator product didn't work and we saw t hat
perhaps the swtch rate was about 9 percent. So
it's alittle higher than Canada, but in line with
what you see in Europe.

We al so found -- and we haven't publi shed
this as yet -- when we had clinical pharnacists
hel ping, the switch rate was perhaps 5 percent. So
again, patients were quite good at staying on the
bi osimlar once they had had the right education
and t he physicians had had the ri ght education.

We just published the data. | think we were
on a panel two years ago, and you said, "When wll
Kai ser Pernmanente actually publish any of this?"

So about two weeks ago, we published in BioDrugs,
and it's the largest U S. study on the
| nfl ectra-Rem cade sw tch.

We actually found no neani ngful difference

and no inferiority at all, so patients did just as

well on both. It's only available electronically
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right now It will be published in the journal
very shortly. | think you have to pay $3, 000 or
sonething crazy to get this right now, but

el ectronically you can see it.

We have sim |l ar experiences with the other
two biosimlars that have cone out for Avastin and
Herceptin. Wat | would want to point out is when
the first biosimlar canme, it took a little bit of
effort. W had to actually educate our physicians,
educate our patients, get the specialists to talk
to the right specialists, and it took 3 or 4 nonths
to get that market share.

Wth the last two biosimlars, this uptake
to al nbost 100 percent happened in a 2-week period.
So once physicians felt very confortable with the
first one, the next ones have been a | ot easier.

So I'll stop there and wait until the QA to
give you other details. Let's see whose nane shows
up next.

MS. | KENBERRY: Thanks, Saneer.

(Laughter.)

MS. | KENBERRY: | think Mchele m ght be
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next .
Presentati on - M chel e Andwel e

MS. ANDWELE: That's why | wore green, but |
am next .

Hi , everyone. For those who are not
famliar with the foundation, we're the | argest
nonprofit patient advocacy organi zation for both
adults and children wth nmuscul oskel etal and
rheumati c di seases.

We started collecting patient insights
around biosimlars when the first biosimlar was
approved, the biosimlar for Rem cade in 2016. As
you can see fromthe slide, we found naturally a
| ot of other m sleading or confusing infornmation
that was available for patients. W did another
round when the fifth biosimlar was avail abl e, but
we recogni zed that the key concerns renai ned, and
as you can see fromthis slide, they fall into
t hree categori es.

Effi cacy, obviously, "WII | flare if |
swtch? WIIl it work as well for nme; because | am

stable? Are they safe?" which is a nornal
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medi cati on concern, biosimlar or not. Then the
cost coverage matrix gets a little bit nore
conplicated because there are so many vari abl es
that determne will | pay |less, everything from

I nsurance coverage to are they underinsured, and
are they part of a patient assistance program So
navigating that matrix requires a |lot nore
conversation and a | ot nore vari abl es.

We al so found what we call a push- pul
dynamc for a lot of our patients with regard to
heal t hcare deci sions in general, but nedication
specifically. The push part of that dynamic is the
extent to which the patient is kind of personally
noti vated to nmake deci sions, but the pull dynamc
is a lot stronger because they are trusting
primarily their ATP to guide themin the right
direction. That's the individual they see that has
the nost information.

So to the extent to which their physician is
not even bringing it up helps themto determne is
it a conversation that they shoul d have, and even

if they are personally notivated or interested,
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that baroneter fromtheir physician plays a
critical role. To a |lesser but also inportant
effect are |arger influencers. Are there patient
organi zati ons and pati ent advocates who are | ooking
out for their best interest? That's where
foundations like the Arthritis Foundati on play an
i mportant role.

The t hree key takeaways for what patients
are thinking, first, |I like to call it interest
W t hout urgency. It's kind of floating out there,
but they don't really have this tipping point for
themto feel that this is something that they need
toreally focus on; then, as | nentioned before,

t he provider influence is key.

From the HCP pati ent advocacy perspective,
we have been doing -- and I'lIl nention it in the
slide in a mnute. As a patient advocate, we have
been trying to identify ways to strengthen
col | aboration wth other provider and HCP pati ent
advocat e organi zati ons so that we're speaking the
sane | anguage. What we have identified from sone

of these earlier conversations is a challenge
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around | anguage, and that's where education plays a
critical role.

Wthin both provider organi zations and
pati ent advocates, there is inconsistency with how
we're all tal king about biologics and biosimlars
and the terns that we're using. W recognize the
i mportance of a consensus anong all the patient
advocat es and provi der groups of where | anguage
shoul d be.

Sone of the provider concerns are
I ndependent of biosimlars. There are tine
constraints in every conversation. Were does a
detail ed conversation about biosimlars fit into
15 mnutes, 20 mnutes, 27 mnutes, with patients
who are dealing with a ot of issues in addition to
their nmedi cation?

| mentioned i nsurance coverage earlier.
Naturally, if it's not going to be covered or there
isn't a patient assistance program why would a
provi der even bring it up when they understand
their patients uni que needs? The last is the issue

around liability exposure potential with the
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i nterchangeability -- I'll try to say that
fast -- designation and what that neans.

There's a shared belief of a prom se of
biosimlars; we're all clear. W |ook to the FDA
as our continued expert partner, and we recognize
their varying | evels of know edge that we really
need to address and the rol e of peer-to-peer
informati on, both fromthe patient perspective and
provi der perspective, as Saneer nentioned earlier.

We're going to try to |learn from our
partners in Europe and Canada, from sone of their
| essons learned. And this is just a takeaway from
a physician who transferred all his patients to
biosimlars and the extent to which the trust
factor played a critical role in himbeing able to
make t hat nove.

How are we respondi ng? The foundati on,

I ndependently we have been focused on a strategy of
what we call conmmunicating parity, so we have
started to create communi cation materials to
reinforce a singularity in the conversation on

biosimlars and biologics. W!'re going to be doing
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sone additional work with the consortiumto see how
this needs to evol ve and change. W' ve had

di scussi ons about do we keep them separate or do we
do themtogether? W nade the decision to test
sone of our patient education materials around this
parity conversation, online and in print, and we

al so | everage various nedia as you see here.

I mentioned earlier sonme of the work we're
doi ng around st akehol der and HCP engagenent. W
have been leading an initiative that we're calling
the Biosimlars Consortium It has currently
21 provider and patient organizations that we have
put together. W' ve had a series of neetings, the
nost recent in Cctober of 2019, | believe, and FDA
was t here.

We are working through our 2020 priorities
as a collaborative consortium Here are the three
mai n areas that we are going to be focused on in
2020. Rather than just researching i ndependently,
we want to identify ways in which all our
organi zati ons can both share data w thin our own

real mand others. W want to really | ook
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aggressively at | anguage. W recognize the role
that bias plays in the biosimlars conversation, so
we want to address that.

Once we are able to | ook at sone of those
triggers, then we are hoping to coll aborate very
cl osely on best practices across all our
comruni cation so that we are speaking with one
voi ce, and we think that plays a very i nportant
role with regard to consistency in comruni cation
and education both for providers and for patients.

MS. | KENBERRY: Thank you, M chele.

Now, we have Hillel Cohen, who is going to
speak a little bit. | believe there's a slide.

Presentation - Hillel Cohen

DR. COHEN. Hillel Cohen from Sandoz, but
| ' m speaki ng today as the co-chair of the Educati on
Committee of the Biosimlars Forum a trade
associ ati on group devel opi ng and pronoti ng
biosimlar use in the US. | see ny goal here
primarily to identify the probl ens conpani es have
seen over the past several years and to nmake

recommendati ons to address t hem
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W' ve seen several different types of
di sparagenment and m sinformati on over the years,
since 2015 when Zarxio was first approved in the
US as the first biosimlar. These include -- and
peopl e have spoken about them and ny apol ogi es
that there will obviously be duplication of what
" msaying with what others have said -- m sl eading
information. W' ve al so seen inconplete
information that's factually correct as presented
but that omts inportant facts. FTC has tal ked
about that earlier today.

W' ve al so seen negative fram ng of factual
statenments to create a negative perception. You
can say a patient will have the sane clinical
outcone, the sane safety and effectiveness, or can
say there's no clinical neaningful differences.
It's the way in which we express it, and | think,
M chel e, you expressed that a ot just a few
nonents ago. On occasion, but not often, there
actual |y have been statenents that have been
factually incorrect.

CGeneral targets, we've seen. W've seen
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peopl e tal ki ng about efficacy. W've seen sone
comrent and nessages on safety, on quality, and on
regul atory. W haven't spoken about that yet. Let
me give you a couple of specific exanples of the
messages that we've encountered. This is four
menber conpani es, not necessarily one conpany in
particul ar.

On efficacy, we've seen nessages that the
efficacy of a biosimlar is not yet fully proven.
We' ve tal ked about the purpose of those trials are
not efficacy trials, but still people say it hasn't
been proven yet, or we've seen that the efficacy of
a biosimlar may not be as good as that of the
ref erence product. W' ve seen comments about
extrapol ati on. Sone type of physicians, or
patients, wll|l say extrapolation is not
appropriate. It wasn't studied in ny indication.

Safety. W' ve seen statenents that the
safety of a biosimlar's not yet fully proven.
Again, it wasn't the purpose of these studies, but
those are comments that have been nmade to us. Sone

peopl e have said it's a potential that a biosimlar
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may be nore i mmunogeni c than that of the reference
product .

Swtching. W've heard the experience that
we tal ked about in Canada. There still are
comments out there that we don't have enough data
to let us conclude that switching froma reference

product to a biosimlar is safe, the inplication

being that swtching may be unsafe. | realize
physi ci ans al ways have the ability -- we haven't
tal ked about this yet -- to prescri be what ever

product they feel is nost appropriate. You don't
need i nterchangeability for that.

| nterchangeability is a pharmacy-1| evel deci sion.
Physi ci ans now have that ability to make the
substitution if they make that choi ce.

We' ve al so seen comments about the quality
of a biosimlar. WelIl, the quality of a biosimlar
may not be as good as that of the reference
product. Probably nore often we've seen peopl e say
it's only simlar or only highly simlar, not
identical; never mnd the fact that its many

di fferences are not clinically relevant. That's a
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mout hful that's difficult to understand.

W' ve tal ked about interchangeability.
There have been statenents out there that
i nterchangeability is a higher standard. Again, |
don't want to say everyone is saying that. It's a
coupl e of nessages and a couple of statenments that
have been out there, the inplication being that
biosimlars are of lower quality than an
i nt erchangeabl e biologic. |In fact, it's not the
situation. It's just a different standard
requiring different additional clinical data. 1In
fact, they're absolutely identical;
[ ndiscernible], so they have to be identical.

The regul atory pathway has al so created a
little bit of a problemin the sense that the BPCl A
tal ks about an abbrevi ated pat hway. The
abbr evi ated pat hway tal ks about the clinical
devel opnent. Sone people would say the regul atory
pat hway, it's only abbreviated if it's not as
ri gorous as a pathway for reference products.
Actually, it's very rigorous.

What recommendati ons can we nmake? These are
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just general nessages that we've encountered.
Clearly, all parties should be required to share
truthful and conplete information. There's an
information flow that we've tal ked about, a little
nore exact: FDA to heal thcare professional
societies; these societies to their

physicians and also to the patient advocacy groups
wth which they work; and then for the physicians
and the patient advocacy groups to patients.

The forum believes that patient discussions
wth the healthcare providers are really extrenely
important and will go a very |ong way towards
gai ni ng accept ance.

Positive fram ng. Cheryl Koehn tal ked about
that to a degree, and we can talk about it later in
detail. You want to highlight the quality and the
benefits of a biosimlar, to talk about it in a
positive sense.

It's also inportant to have easy to
under st and nessages. The FDA has been devel opi ng
t hese nessages and naking sure that you' ve been

testing themto nake sure they're easily
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under st andabl e by the patients. That's really
critical. It's also inportant to nake sure they
can be readily accessible. Mst patients, and
maybe many doctors, go to Dr. Google as an

I mportant source of infornmation.

(Laughter.)

DR. CCOHEN:. Messages shoul d be based on the
FDA docunents. Not all of the FDA docunents are
pur posely designed to be easy to understand. Sone
of themare directed to the industry, sone to
heal t hcare professionals al so, and only sone
towards patients. But anyway, all the nessages
desi gned by the nyriad of organi zati ons devel opi ng
t hese should be based on the FDA docunents and
tailored to their audience.

It's also inportant to realize that there
actually is a lot of information out there already
available in print on the Wb, and the materi al out
t here, people should review them those who put
themout to review them and if necessary, revise
them O course the forumis willing to work wth

FDA and ot her stakeholders to create this easily
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under st andabl e i nformati on with biosimlars and
i nt er changeabl e bi ol ogi cs.

Just a few nore things. Mre education is
needed for the average patient and the doctor
engaged i n everyday patient care. | appreciate
that for the | arge purchasi ng organi zati ons, they
may be fully on board with biosimlars. They've
read the details, they have now know edgeabl e
peopl e, and they're on board.

Kai ser Permanente, you've done the anal ysis;
you're on board. |In fact, the patient advocacy
groups, many of them have delved into themin great
detail, especially those which have skin in the
game. The Arthritis Foundati on and the Nati onal
Psori asi s Foundati on have studi ed these things in
detail, but the average patient is not
know edgeabl e.

From bottom up, we need education. Patients
need to be educated. The physicians need to be
educat ed. Rheunmtol ogists we found are nore
know edgeabl e; gastroenterol ogi sts, nmaybe | ess so,

so specialties may have to be focused on. Al so,
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obvi ously, we urge the FDA and the FTC to exercise
their authorities when possible and under the
jurisdictions to prevent disparagenent and

m si nformati on.

Now, there's an initiative that | believe is
in the early planning stages that the forum
strongly endorses, which is incorporating
bi osimlar education to the curricula of nedical
school s, nursing schools, and pharmacy school s.
There are a snall smattering of schools that are
already doing that, but it really needs to be
i ncorporated broadly in the U S.

Finally, we would recommend that advocacy
groups and | obby organi zations -- sonetinmes they're
closely linked -- should disclose their corporate
alignments, their funding, and the conflicts of
i nt erest. Now, |et ne be clear. There's not hi ng
wong wth soneone speaking their positions.
That's absolutely fine. Everyone is entitled to
their positions on all sides. It's just that we
think 1t's inportant to have full disclosure in

place. Wth that, thank you very nuch for your

A Matter of Record
(301) 890-4188




10

11

12

13

14

15

16

17

18

19

20

21

22

206

time.
Panel Di scussion
Sarah | kenberry and Eli zabeth Jex
MS. | KENBERRY: Thank you, everyone, for
presenting. Now, |I'mgoing to turn it over to Liz,

who's going to do sone Q%A here with the panelists.

MS. JEX: Thank you, again, FDA for hosting
this event and for conducting the joint statenent
wth the FTC on this inportant topic. W' ve
touched on a |l ot of the questions that | circul ated
to you all.

I think the key question | have is the FDA
has recently updated its web pages, for both
heal t hcare providers and patients, to explain that
FDA- approved biosimlars are just as safe and
effective as the original biologic reference
product, and provide the sane treatnent benefits,
and could have the sane potential side effects as
the reference biologic.

How can we best communicate this information
to healthcare providers, to the nedica

prof essi onal societies, to patient advocacy groups,
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and to patients? Wat recomendations, in addition
to those that you' ve nentioned today, can we nake
to either the webpage or to future joint efforts,
or research as you' ve di scussed today on these
topics? So | just lay that out for any and all.

MS. KOEHN: It's Cheryl here, Liz. Perhaps
what |1'lIl do is just let you know that what we did
here in Canada was that it's easy to say everybody
needs to be educated, but we live in a tine,
obvi ously, when peopl e get education on a
catch-if-can basis. So we created a series of
videos that |ive on our website. Qur provincial
governments are referring people to those. W have
online materials that can be printed.

I think our little 5-m nute video series are
super, super hel pful, and I would encourage the FTC
and the FDA to produce sone really bite-size little
vi deos that people can access when it's topical for
them We have to renenber, this is not for the
general population; this is for the popul ation of
people who will be switched or transitioned if in

fact that's what happens there. That's what we
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did, and they have proved to be one of the nost
accessed areas on our website.

"Il just say that even in the course of

this panel, if we're all saying | anguage is
important, | would really encourage you to change
the materials and change our | anguage. |'ve heard

now nultiple tines, just in the span of 45 m nutes,
the word "biosimlars" and then "biologic."
Biosimlars are biologic. So it's really inportant
to let the public and the patient public understand
that we are tal king about bi osi m | ar/bi ol ogi c,

ot herwi se, people think they're two different
things, and clearly they're not.

MS. ANDWELE: Another thing that | think is
important to do is devel op an influencer strategy.
So nmuch of our decision-nmaking is influenced by
peers, whether it is patient peers or provider
peers. One of the things at the foundation we have
invested a lot of tinme inis building an online
community and establishing a strong support group
networ k across the country because we under st and

that patients like to see thenselves and talk to
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peopl e who get it and who under st and.

A |l ot of people have a positive opportunity
to inpact and influence other people, so we think
that identifying where those influences are and
being able to I everage that | think will have a
great inpact in ternms of acceptance.

DR AWBARE: | think the panelists have
hi ghli ghted the sane sort of strategy we used. W
al so created educational nmaterials for our
physi ci ans and for our patients, and then getting
the right specialist. But for the FDA, | think
wor ki ng with sone of the national societies, the
Anerican Col | ege of Gastroenterol ogy or
Rheumat ol ogy, li ke you are. Wen Inflectra first
cane out, sone of the G societies were not in
favor of the biosimlar.

So having the right education to the right
peopl e, people are |ooking to these folks to give
themdirection, and if they don't see that com ng,
they're not interested in switching. | nean, the
patient's stable. Wiy am | going to do that?

You' re going to call ne, you're going to make nore
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visits to ny office, and you're doing well on your
current biologic. Wy aml going to even switch if
nmy professional society is not endorsing that?

DR. COHEN. W actually asked that of the
f our nenber conpani es, what key nessages we woul d
w sh the FDA to have. Cbviously, it's different
t han di sparagenent, so I'mtalking in the positive
sense.

The positive nessages we want, sanme safety
profile and effectiveness if possible. | think
that would go a very long way. That's probably
nunber one. Evidence requirenents of biosimlars
are very high. W would |ike people to be aware
that there's lots of experience with biosimlars.
It's at least 700 mllion patient-days, and | think
it's actually quite a bit nore right now.

There's a | ot of experience. The EMA is on
the record with their docunent that cane out in
Novenber of 2019, saying they don't see any
difference in safety with the originators. Another
key nessage is that the scientific nmethods used to

characteri ze the nmanufacturer and evaluate them are
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ri gorous, and they show that the biosimlars work
just as well as the reference products. So to get
back to will it work for ne, the answer would be
yes.

Finally, the fifth point that we had as a
group is that the regulatory pathway is based on
sound scientific policy. Doctors and patients are
used to looking at clinical trials. You don't have
it wwth biosimlars. |It's a different paradi gm
But these nethods are very sound, and they use
met hods that really ensure the safety, efficacy,
and the quality of a biosimlar.

I think a coordinated effort fromthe FDA to
t he professional societies, working with the
patient groups -- and | know that this is an effort
that you've been initiating; the forum has been
part of that as well. As | said before, it's a
cascade that has to cone down.

MS. ANDWELE: One thing I'd like to add is
sone work around nessage segnentation because
you're going to have patients who are treatnent-

nai ve, who a biosimlar nay be their first
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medi cati on versus soneone who is stable on a

bi ol ogic. To the sanme extent, you'll have
physi ci ans who have been working with biologics for
a very long tine and those who are newer with
biologics. | think |ooking at segnmentation, both
on the patient and provi der perspective, may have
an i nmpact on the comuni cati on strategy.

M5. JEX: | see we're out of tine. | want
to thank ny panelists for your excellent insights
into the patient and doctor experience wth
biosimlars and ask everyone to give them a hand.
Thank you very nuch.

( Appl ause.)

V5. | KENBERRY: Thank you, all. | think we
coul d have sat up here for at |east another half an
hour and discuss this. But as always, we're
interested in everything and what everyone has to
say about this, and take that into consideration as
we devel op additional materials and infornmation.

M5. TEMKIN:. We're going to have a break
now, and we'll be back at 2:15.

(Whereupon, at 2:04 p.m, a recess was
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t aken.)

MR. VEEI NSTEIN: Everyone, wel cone back. M
nane i s Randy Weinstein. |'man attorney at the
Federal Trade Comm ssion. Earlier today, we've
tal ked about di sparagenent in the context of FDA
and FTC enforcenent, but what about private rights
of action? Does disparagenent resonate in the
context of antitrust enforcenent, either by the
governnent or private litigants? These are the
questions we're going to tal k about right now.

Joining ne today are M chael Carrier.

M chael carrier is a distinguished professor at

Rut gers Law School. He is an expert in
intellectual property and antitrust |law. Rebecca
Tushnet is the inaugural Frank Stanton professor of
First Anmendnent |aw at Harvard Law School. Her
wor k f ocuses on copyright, tradenmark, and
advertising law. | also learned, in fact, that
she's an expert on the | aw of engagenent ri ngs.

Prof essor Carrier, by chance, are you an
expert in any matrinonial hardware?

(Laughter.)
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DR. CARR ER No, |'m not.

MR, VAEI NSTEI N: Ckay.

O course you all know R ch deland, ny
col | eague, fromthe Federal Trade Conmm ssion who
spoke earlier today.

Bot h Professors Carrier and Tushnet are
experts in their respective fields, which happened
to be the topics of this panel. Myre information
about their prestigi ous backgrounds can be found on
our web page.

Let's begin. W talked a little bit earlier
today with sone exanpl es of disparagenent that
we're seeing in this industry, but is there a way
to kind of organize these thoughts into sonme
buckets, for exanple, or a way to kind of think
nore broadly about then?

Presentati on — M chael Carrier

DR. CARRIER Yes. W certainly have heard
a whol e bunch of exanmples. Let ne categorize them
into four categories. The first category is the
nost extrene. We haven't heard it, but it was

expl ai ned in a Washi ngton Post article in January
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2019. It will be discussed by a couple people who
w Il show up in the public comment period, things
like -- and this is fromthe Alliance for Safe

Bi ol ogic Medicines -- "W need to proceed
cautiously with noving to biosimlars,"” quote, "'so
we don't end up with another thalidomde.' That's
when we had children with birth defects," or,

quote, "'"all the other things that happen when
safety is not considered.""

Then we had anot her quote from soneone
affiliated with the organi zati on who said that,
"Switching," quote, 'disrupts the continuity of
care. You could end up in an energency room or
bei ng hospitalized. You can exacerbate or flare
your di sease or even bring it out of rem ssion.'"

So this is not appropriate given that, by
definition, biosimlars are highly simlar to and
have no clinically neaningful differences from
That's the first category that really makes a j oke
of what the standard is, and then we get a little

nore subtl e.

The second category is where we hear that
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the biosimlar is not identical to or acts
differently fromthe original reference product. A
lot of this stuff shows up in the Pfizer citizen
petition, so if you look at that filed with the
FDA, we see that Angen says that no two biologic
medi ci nes are identical; they behave differently in
t he body. You |look at an Angen tweet, "Biol ogics
or biosimlars. |It's not just apples to apples.
It may be highly simlar, but the patient may react
differently.” The Genentech website says that the
FDA requires highly simlar but not identical.

So the benefit to the FDA' s proposed
guidance is that it takes on these
m srepresentations precisely. If you | ook at
question 6, the biosimlar is not required to be
identical, that's really inportant, and I"'mglad to
see that.

The third category deals wth
i nterchangeability, and as we've heard this
norni ng, there are sone intimtions that just
because a biosimlar's not interchangeabl e, naybe

it doesn't neet that highest standard of safety and
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efficacy. For exanple, Janssen said, "Even though
the biosimlar is very simlar to Rem cade, it
doesn't nean it's interchangeable,” and really
enphasi zed that throughout its materials. And
there in question 6 in the FDA s gui dance, we see
that just because it's not i nterchangeabl e doesn't
nmean it's not safe and effective.

Then finally, and perhaps nost subtly, is
where the conpany says that the drug acts
simlarly. Janssen for exanple says you nay be
asked to swwtch to a biosimlar that works in a
simlar way to Remicade. This is a little nore
subtle than the others, but still the assunption is
that it doesn't act the same way. And we see the
FDA in question 5 on its guidance, the FDA al so
sayi ng you don't | ook at the nunmber of indications
for which the product is licensed; that doesn't
tell you how safe it is.

So with all of this, we see different |evels
of categorization, but in all of themthere is sone
sense in which there is not equivalency wth the

biosimlar and that it presents real issues. As we
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go through this panel, it's worth thinking about
what the net inpression is. |If there is one
interpretation that really shows that it's not as
safe or effective, what can we do with it? So that
woul d be how | woul d categorize these statenents.

MR. VEI NSTEIN: Thank you, Professor
Carrier.

Prof essor Tushnet, we talked in an earlier
panel today about the FDA and FTC enf or cenent
paradi gm What about private rights of action in
t he context of disparagenent?

Present ati on — Rebecca Tushnet

DR. TUSHNET: Geat. |I'mjust going to give
a qui ck overview of the Lanham Act fal se
adverti sing cause of action. Private conpetitor
plaintiffs can often also bring state | aw cl ai ns,
but they probably shouldn't detain us for very
| ong.

The key el enent of the Lanham Act claimare
the falsity or m sl eadi ngness of a statenent, the
materiality of the statenent to a reasonabl e

consuner's purchase decision, and the I|ikelihood of
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harmto the plaintiff. |In the kind of case that
we're tal king about here, the likelihood of harmto
the plaintiff is probably fairly clear.

A couple things that are nostly unique to
t he Lanham Act cause of action conpared to an FTC
or state consuner protection claim the key thing
is the sharp doctrinal difference between fal se and
m sl eading clains. False and m sleading clains are
actionabl e, but in a Lanham Act case, the burden on
the chall enger is nuch greater if a claimis
m sleading than if it is literally false.

That puts a prem um on di stingui shing
falsity from m sl eadi ngness. How does a plaintiff
establish that a claimis false? Courts ask what
is the explicit neaning of the clain? Once you
know t he explicit neaning, you can then determ ne
whet her that factual claimis false. However, of
rel evance here is that courts are sonetines wlling
to make general inferences from di sparagenent about
what the claimis. It is also inportant to
di stingui sh | ay audi ences and expert audi ences.

Different people may differ or different groups may
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differ in their understanding of the term

My favorite exanple of this is a case where
the defendant said that the conpetitor's product
was subject to catastrophic failure. It was a
medi cal device, and the engineering dictionary says
catastrophic failure is failure that happens
W t hout any warning; the device is perform ng,
performng, performng, and then it stops. But the
plaintiff established that, to doctors,
catastrophic failure neant a failure that harns a
patient, which is a very different thing, and the
court found literal falsity because of the neaning
of the termto doctors. So dictionary neetings nay
not be as inportant as what people are likely to
under st and.

Suppose a claimis not fal se? How do you
establish whether it's msleading? This is
relevant if a claimis anbi guous and it has
potentially true and potentially fal se neani ngs,
much of the stuff that we've been tal ki ng about
here.

The question is what nessage does a
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reasonabl e consuner receive? This is usually done
t hrough surveys of the rel evant consuners, and the
rule of thunb is that if 15 percent or nore of
consuners, the net of sone control, receive a
message, then the plaintiff is relatively likely to
prevail .

When is this enpirical evidence of consuner
reacti on necessary? |It's not in literal falsity
cases. Literal falsity is presuned to reach a
substanti al nunber of reasonabl e consuners, but
surveys are basically always required in
m sl eadi ngness cases.

There are a couple of exceptions. |If
there's an intent to deceive consuners, then that
can substitute for evidence of consuner reaction.
Sonetinmes direct testinony from decei ved consuners
can substitute but probably this is not a great
scenario for that just because you can always find
soneone who's confused about sonething. So if you
have a really broad range of consuners, the survey
Is going to give you a better idea of what's going

on.
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| did want to nention, and | do have a slide
fromthis because | think it's hilarious, there's a
Seventh Circuit case, Eli Lilly versus Arla Foods.
If we could get the image up. Eli Lilly sued over
i mges from an organi c producer portrayi ng RBST,
which is a hornone given to cows to increase mlKk
production. So it's being portrayed as a
scary-toot hed nonster with electric fur that wll
shock you if you touch it.

The Seventh Crcuit finds that there's
nothing in this ad that is literally fal se, but
that it is still msleading and enjoins it wthout
any evidence of consuner perception, basically
because of the disparagenent. Wen you | ook at
this, it is obvious that they are telling you,
well, 1t's conplicated but RBST is scary, which is
a very relevant case for this scenario that we find
oursel ves here.

The court says the use of nonster inagery,
weird stuff | anguage, and child actors conbined to
colorfully communi cate the nmessage that responsible

consuners should be concerned about RBST-deri ved
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dairy products, so | think this case is quite on
point to sone of the clains that we' ve seen.

The other thing that is clearly of rel evance
that we haven't really tal ked about is the
rel evance of the First Anendnment for the regul ation
of these clains. |In Lanham Act cases, courts
general ly say that the Lanham Act fal se adverti sing
cause of action raises no constitutional issues at
all. By definition, it targets only fal se or
m sl eadi ng commerci al speech that can
constitutionally be banned.

According to Suprene Court doctrine, when it
cones to direct governnent regul ati on of speech
there is a distinction between inherently or
actually m sl eadi ng versus potentially m sl eadi ng.
So whet her the speech can just be banned or whet her
i nstead a di scl osure nust be added to try and draw
the sting of the m sl eadi ngness, this distinction
is not well worked out. Maybe we can address it in
t he questi ons.

It's largely been done by courts guessing,

or worse, about what's inherently or actually
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m sl eadi ng versus what is only potentially

m sl eading. There's a |lot of roomhere for
presenting courts wth facts about m sl eadi ngness.
It is not the sane distinction that's made in
Lanham Act cases, where m sl eadi ngness is actually
just one category distinct fromfalsity.

This leads to a related i ssue, which | hope
we' |l discuss, which is the rel ationshi p between
private and public enforcenent. Courts in private
litigation regularly do defer to the FDA s factual
findi ngs about what is true, but wthout a | ot of
expl anati on about why they're deferring or with
general references to the FDA s experti se.

The First Anmendnent may start to bear on the
question of the review of these agency
determ nations, so what are the nedical facts and
what our consuners' perceptions of the nessages
that they receive?

Those are both actually facts about the
worl d, but the | evel of deference that they receive
may di ffer because courts may have their own sense

of how good they are at figuring out whether
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deception is going on. So as a practical matter, |
woul d expect nore deference to agency findings
about safety and efficacy itself versus findings
about deceptiveness, even though both really are
subj ect to the ordinary nechani sms of proof.

So that is ny lightning tour of the rel evant
concepts from ny perspective, and hopefully we can
now add sone richness to that.

Panel Di scussion

Randal | Wei nstein and Richard C el and

MR. VEEI NSTEIN:  Professor Tushnet, in the
Lanham Act, those are actions brought by
conpetitors; is that right?

DR TUSHNET: Yes.

MR. VEEI NSTEIN: What about |ike a consuner?
Where's the ability of the consuner to bring an
action for disparagenent?

DR. TUSHNET: Really, it would be relatively
difficult, although one can inagi ne a consuner
cl ass action saying that the di sparagenent deterred
a whol e bunch of people fromtrying this drug. It

coul d be done. I think as Professor Carrier wll
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tal k about, the real possibilities for consuners
here probably do lie in the real mof antitrust.

MR. VEINSTEIN:. And is that because there's
just no good | aw under whi ch consuners have
standing to bring a clain?

DR. TUSHNET: Consuners have st andi ng under
their state consuner protection acts, but there are
just a lot of barriers to a successful class action
at this point, not the | east of which are the
contracts that you mght |ikely sign when you buy
sonet hing. So depending on how the nedication is
transmtted to the consuner, they m ght actually
have wai ved their rights.

Courts are al so very tough on clains that
not all consuners nay have seen. So if the
advertising is not actually on the package, then
it's going to be hard to sustain a class action.

So in this space, | think the fal se adverti sing
i ssues are really Lanham Act i ssues.
MR. VMEI NSTEIN:  Thank you.
MR. CLELAND: Let ne follow up on the First

Anmendnent issue with just one question here. You
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mentioned the difference between inherently
deceptive and potentially deceptive. One of the
things is, for exanple, in the Pal mcase, where the
D.C. Grcuit said we've now determ ned that these
clains are deceptive; there go [ph], no First
Amendnent i ssue.

If the fact-finder first finds deception or
a msleading, the potentially deceptive part of
t hat equation should go into what kind of relief is
ordered, not whether the court can ban the claim
that i s found deceptive; right?

DR. TUSHNET: | think that's a conpletely
| ogi cal way of looking at it. M only caution is
that courts have been very far fromlogical in the
order in which they approach these issues.
| think that's conpletely right, but sonetines
courts get a bee in their bonnet about the order of
operati ons here.

MR. CLELAND: And in ternms of the
materiality prong on the Lanham Act cases, that's
materiality for the conpetitor.

DR TUSHNET: It's actually materiality for

A Matter of Record
(301) 890-4188




10

11

12

13

14

15

16

17

18

19

20

21

22

228

the consuner; that is it has to be likely to affect
a reasonabl e consuner's decision, and then the
materiality to the consuner then produces the
negative effect on the conpetitor. And again,
you're not looking for it to affect everybody's
decision. As long as a substantial nunber of
reasonabl e consuners are likely to be affected,
then we can see an effect on the nmarket.

MR. CLELAND: But given, in this particular
mar ket, usually it's the physicians that are naking
or at |l east having a great inpact on the deci sion,
how does that affect materiality?

DR. TUSHNET: | think the best answer is
that it's actually open to the plaintiff to show
either the patient or the doctor. As |I'msure
you're all aware, there's plenty of evidence about
the i npact that patients have on doctors when
they're asking for a specific nmedicine. | think
you could readily show actually either group being
a rel evant market actor, especially given that the
standard i s substantial nunber rather than uniform

effect.

A Matter of Record
(301) 890-4188




10

11

12

13

14

15

16

17

18

19

20

21

22

229

MR. VEEINSTEIN:  Turning then to the
antitrust franework, Professor Carrier, can you
wal k us through the current franmework for
eval uati ng di sparagenent as an antitrust violation?

DR. CARRIER Sure. So the big picture here
is we're tal king about nonopolization, which is
Section 2 of the Sherman Act. W're not talking
about mergers. W're not tal king about agreenents
anong rivals. For nonopolization, you have to show
nmonopol y power and excl usi onary conduct.

The first piece is nonopoly power. You can
either show it indirectly or directly. Indirectly
tends to be through a share of the market. W
usually see at | east 90 percent of the narket,
al t hough you could see perhaps | ower, nmaybe
70 percent, together with barriers to entry. For
di rect nonopoly power, we tend to see price
i ncreases or the price naintained at a high | evel

or out put reductions.

Do we have that sort of power here? | think
that we do. |It's clear that biologic products are
a generally very expensive product. So even if the
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bi ol ogics are not as nuch in terns of the
biosimlars, in terns of the nunber we see, the
anount of noney is a ton.

You | ook, for exanple, at one case, Pfizer
sued J&J, Pfizer clained J&) increased the price
10 percent and still has 96 percent market share
and 90 percent of producers refused to stock their
product at all. |In these cases, there tends to be
such power, there are very few substitutes. So |I'd
say nonopoly power is not sonething that we spend a
ot of tinme on.

Then the question is what about excl usionary
conduct, and courts here have fallen into one of
three buckets. The first bucket is that there is
no liability at all for something |ike
di sparagenent; the second bucket is assum ng that
the harmis de mnims; and the third bucket is a
case- by-case approach.

So the first bucket as shown by the Fifth
and Seventh Circuits is that there's no liability
at all. These courts say that fal se statenents

enhance conpetition in advertising markets; that
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busi ness torts are different than anticonpetitive
conduct; and that fal se statenents set the stage
for conpetition in the advertising narket.

In short, they basically say there is
nothing to do about false statenents. | think that
that is wong. | have an article forthcom ng.

Prof essor Tushnet and | also have an article
forthcomng in which we both think it's wong. You
can't say that there's no liability at all when you
engage in this conduct. |It's certainly possible to
get or nmaintain nonopoly power by engaging in this
behavi or of disparaging your rivals. It's
certainly not sonething that the rival can fix. It
certainly can have a significant effect on the
overal |l market.

So we would say that this approach is wong.
Nonet hel ess, if a court were to adopt it, then
there's no liability because that's just what
courts say follow ng this approach.

The second approach is a de mnims
approach. It's followed in the Second, Sixth,

Ni nt h, Tenth and El eventh circuits. Basi cal |l y,
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it's presunption that the exclusionary effects of

di sparagenment are de mnims. That presunption can
be rebutted if the plaintiff could show six things.
The case law is not clear as to whether or not you
have to show all six, but those six are that it is
a clearly false statenent; it is clearly materi al
clearly likely to induce reasonable reliance; nade
to buyers w thout know edge of the subject matter;
conti nued for prolonged periods; and not

suscepti ble of neutralization.

So again here, the bar is too high. This
case arose in the leading treatise, or the
framework is taken fromthe | eading treatise, the
Hovenkanp treatise in antitrust law. It was
adopted at a tine that the standards of fal se
advertising really aren't clear, and there is
sonething to say; that not every instance of false
advertising is nonopolization. Certainly, there
are lots of instances that are not nonopoli zati on,
but the cases that we're worried about, the cases
in which biologics are disparaging biosimlars, are

ones where there is nonopoly power.
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How woul d this test be applied? Well, we
start off saying that it is de mnims, then you
| ook at the factors. So the first is clearly
false. And if we've | earned anything fromthe day
so far, it's that you can have deceptive and
m sl eadi ng statenents even if they're not clearly
false. So | would take issue with this factor.
And if we expand it a little bit to what's
deceptive and m sl eadi ng, then, again, that is what
we' ve tal ked about for hours, saying, oh, they're
not identical; they're not interchangeabl e; they
don't work the sane way, these are deceptive and
m sl eadi ng.

The second factor, is it clearly material ?
O course it is. This deals with safety and
health. Wat's nore naterial than that?

Third. Does it induce reasonable reliance?
Yes, relatedly. Doctors and patients and payers
are going to care a | ot about the assertions that
are nmade.

Fourth, buyers wi thout know edge of subject

matter. Here, there's a |ot of enphasis on the
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drug conpani es and what the drug conpanies are
saying, so this factor shouldn't apply as nuch.

Fifth, lasting for prolonged periods. Yes,
t hese are nonopolies. The nonopolies, as we saw in
one slide, go on for years, so certainly that is
sati sfi ed.

Finally, the plaintiff can't neutralize it.
It's hard to neutralize. Once the biologic conpany
says we have sone real safety problenms here or
maybe you'll go to the ER, it's tough for you to
say, "Well, we're not going to go to the ER" It's
really tough to rebut.

So applying the test, the first factor of
clear falsity I'd say is too high a standard, but
t hat one you could argue if you were to have
deception or msleading, and |I'd say all the other
factors are satisfied. So even if it starts off
Wth a presunption that it's de mnims, |'d say
that the factors can be rebutted.

Then finally, the third bucket is the
case- by-case approach. This is followed in the

Third, the Eighth, and the D.C. circuits. Her e,
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for exanple, in D.C., the court said there are too
many forums. |It's too dependent on context to
enunerate all of the varieties. The nultiple
courts say the false statenents could be so unfair
that they constitute an unreasonabl e restraint.
Courts have | ooked at things |i ke whether false
statenents lead to inflated financing costs and
whet her they | ock in deci sion-maki ng.

So how woul d all of that apply here?
Because it's case by case, we have a | ot nore
flexibility. Just on those two |last factors that |
mentioned, the first is financing hi gh expenses.
It's really hard for a biosimlar to get the
financing it needs if it's subject to all of these
i nappropriate clains. |In terns of decision-naking,
that's |l ocked in as well.

Then we step back and see the regul atory
situation. It was so rewarding to hear FDA
Conmm ssi oner Hahn, just |ike FDA Conm ssi oner
Gottlieb before, talk about things |ike
shenani gans. These are not appropriate types of

behavi or.
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It certainly is wonderful to see the FDA and
the FTC working together and this is incredibly
important, but it's possible that the agencies
m ght not be able to solve this problemconpletely
on their own. As we've seen for the past several
decades, drug conpanies think it's in their
bottomline interest to play these ganes, to get
away with a slap on the wist, and to keep their
nonopol y power for years.

So there could be a role for courts to play
arole here in terns of the different barriers to
entry. 1'll just nention, as we saw before, the
cost of developnent is extrenely high. W haven't
t al ked about trade secrecy and the manufacturing
processes that the biologic conpani es do not want
to share wwth their rivals. W've seen that there
are patent thickets that nake it extrenely
difficult.

Settl ements could be a good thing, but
pay-for-delay is not. The Suprene Court and
activists said you cannot pay your rival to stay

of f the market. So while we want settlenents in
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this case, we don't want one conpany payi ng anot her
to stay off; that's not right.

Third, the bundling, exclusive dealing, and
rebates we've heard about, and finally established
patients are unlikely to swtch. So in sonme of
these cases there's bundling with the established
patients and the new patients, which nakes it even
harder for the new patients to consider the
bi osim | ars.

So you put all of these barriers to entry
together, and you see it's really hard for the
biosimlar to enter the narketplace. There are so
many barriers already there. Then on top of that,
for the few new patients who could consi der a
biosimlar, you threaten all of these safety
concerns, it's going to be extrenely hard.

So I'd say follow ng the case-by-case
approach, which |I think is the nost justifiable of
the three approaches, | think there's a strong
antitrust case that coul d be made.

MR. VEI NSTEIN: Thank you, Professor

Carrier.
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Let's back up and maybe just ask at a high
| evel, do we need a di sparagenent cause of action
arising in antitrust? | guess on the one hand, is
there a regulatory or a policy fix avail abl e that
m ght acconplish the sane thing or is the
enforcenent of private or public franework we have
in the consuner protection context sufficient
standi ng al one?

DR CARRIER. 1'd say yes to all three; yes
to antitrust; yes to consuner protection; and yes
to regulatory things that we're tal ki ng about
today. It certainly is wonderful to see the FDA
and FTC getting together using their conplenentary
expertise to go after this conduct, which is subtle
i n nature.

Is there a role for antitrust? There is a
role for antitrust because no natter what the
agenci es can do, there's always the possibility
that sonme bad actors will cross the line and comm t
an antitrust violation.

The benefit of antitrust lawis that it

f ocuses on mar ket-wi de effects. There coul d be
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i ncreased price and reduced output that antitrust
is uniquely able to deal with. Antitrust offers
treble damages; it offers attorneys fees; it offers
injunctions; and it offers the chance to consi der
all of this conduct in conbination.

For exanpl e, you have a case invol ving
Suboxone where you have a grab bag of
anti conpetitive conduct. You have citizen
petitions, product hoppi ng, and sanpl e deni al s.

The court on the sanple denial piece said, "Wll,
this is pretty nuance stuff."

So standing by itself, it's not a violation,
but as part of the overall course of conduct, it
coul d be, and that should be on the table here.
These bi ol ogi ¢ conpani es are not just doing one
thing; they're doing a whole a bunch of things. So
putting antitrust on the table is one way of
dealing with all of that together.

MR. VMEEI NSTEIN: Now, earlier, Professor
Tushnet nentioned that perhaps a private cl ass
action claimin the consuner protection context

woul d be hard. What about in the antitrust
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context? How would you characterize the

di stinction between

public and private enforcenent froma normative
per specti ve?

DR CARRIER: Well, | think it also would be
hard here as well. Courts are not always receptive
to class actions, and then the question is who's
going to organi ze a class when the conduct is
real ly nuanced? Saying, well, it's not identical,
that's a bit nuanced.

So | think there's always a role for the
governnent to play. The FTC uni quely has power
under Section 5 to go after unfair methods of
conpetition and unfair deceptive acts or practices.
That gives us a little nore | eeway than antitrust
law. So | think there's a crucial role for the FTC
to play.

MR. VEINSTEIN. Wth the disclosure that |
may have had sone insight into your forthcom ng
article, have courts correctly eval uat ed
di sparagenent in either of these three

circuit-split options? |If not, is there a better
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appr oach?

DR. TUSHNET: The fundanental problemwth
the majority approach is we have one branch of
conpetition |law that presunes correctly that fal se
advertising harns conpetition; it poisons the
communi cative environnent; it makes it harder to
under st and and conpare products and services; and
it is anticonpetitive in the nost basic way.

In the majority approach, we have
conpetition | aw that presunes that false
advertising is fine and maybe even good. Those
things both can't be true, and fal se advertising
law i s right about the harns of false adverti sing
to conpetition.

We think that fal se advertising | aw has had
the chance to develop a | ot of thinking about how
you prove falsity and how you prove that it affects
consuners. These are tools that are avail abl e and
shoul d be used both in Lanham Act cases and where
relevant in antitrust cases to show that, in fact,
t he mar ket did nove.

Ri ght now, there's a situation where you can
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be put into a heads-l-win/tails-you-|lose position.
There's a case in the Fifth Crcuit that is really
reflective of what happens, involving Becton

Di ckinson. Basically, there was a bunch of false
advertising, but it seens to have harned all the
conpetitors in the market.

The Court of Appeals first said, "Wll, you
can't win a fal se advertising claimbecause you
can't show which of the sales were lost to you
because it harnmed everybody else in the market,"
and then the court says, "And there's no antitrust
cl ai m because it's fal se advertising, which can't
harm the nmarket," and does not seemto appreciate
the -- that just can't be right.

So | think we do need a rethinking, and
hopefully at least the circuits that do a bal anci ng
or a case-by-case approach at | east have the better
idea of it.

MR. VEINSTEIN. So if you were the king of
the world, if you were, or perhaps just the one
crafting all of the laws of the United States, what

woul d be the cause of action?
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DR. CARRI ER  Again, Professor Tushnet and I
have an article where we |ay out what
nmonopol i zati on should | ook |ike. So we presune
that there is an anticonpetitive effect if you have
a nonopolist engaging in fal se advertising. The
presunption is appropriate because we're only
t al ki ng about nonopol i sts.

If you go back and | ook at the treati se,
it's worried and it doesn't want to have every
i nstance of false advertising become a case of
nmonopol i zation. And that's fair, but that is
inmplicit in what we're doing because our test only
applies to nonopolists. So if you have 1 percent
of the nmarket, go do whatever you want. |If you
have a nmonopoly, however, there are certain things
that you can't do.

What we do, as Professor Tushnet pointed
out, is we take the learning fromfal se advertising
law. W don't think it's appropriate for antitrust
courts to say there's no role at all for antitrust.
We don't think it's appropriate to say let's just

assune the harmis de mnims.
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Fal se advertising has built up a
wel | - devel oped body of law. So if we can show, or
if the plaintiff can show, that the conduct is
literally false or msleading; if it is material;
if it deceives or is likely to deceive consuners;
and if it causes or is likely to cause harm then
the el enents of fal se advertising are net and the
presunption is that there is nonopolization. And
t he def endant coul d al ways cone back and show t hat
the fal se or deceptive conduct is ineffective; that
sonehow it | ost market share or wasn't able to put
away its rivals.

So we think that is appropriate with
t hi nki ng about fal se advertising. It ensures that
fal se advertising is limted to the place where it
can do the npbst damage, and we think it makes a | ot
nore sense than what sone of the courts are doing
t oday.

MR. CLELAND: Can | follow up with one
question? If |I'munderstanding this correctly, the
nore penetration that the biosimlar nakes in the

mar ket, the | ess conpelling the antitrust argunent
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becones.

DR CARRIER Certainly. |If the biosimlar
is able to enter the market to the extent that a
generic has entered the nmarket, where you see the
price fall dramatically and the penetration
increased significantly, then that would be a | ess
strong case; correct.

MR. CLELAND: So it's 20 percent or
25 percent?

DR. CARRIER. Well, in generic space, you
see the generic taking 90 percent of the narket and
having the price fall dramatically. |'mnot sure
if we'll ever get that sort of penetration and
di scounti ng gi ven how expensi ve biosiml ar
devel opnent is. So we'd have to think of sonething
in between, to have nore conpetition than we' ve had
now, but maybe a little bit |ess m ght be okay as
conpared to generi cs.

MR. VEEI NSTEIN:  How do we establish
conpetitive harm here, harmto conpetition? Is it
enough to show that we can prove deception? |Is

that sufficient, or that fol ks were m sl ed?
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DR. CARRIER: Yes. For a biologic conpany
t hat has nonopoly power, | think that's the case.
You see this sort of behavior. You see that
biosimlars are injured. You also see the
regul atory schene in which this is not |ike any
other industry. W have biosimlars that are
supposed to play a crucial role in |lowering price.
They haven't done it |ike they should. So the fact
t hat conpetitors are harnmed neans that consuners
are harned, and then you supplenent that wth high
price and | ack of market share, and | think that
you still have an antitrust case.

MR. VEEINSTEIN. An earlier panelist today
mentioned his belief that it would be hard going
forward to deceive at |east the prescribing
physi cians or the fol ks working in hospitals that
biosimlars were not as safe or effective as the
reference product. |If that's true, is there still
a role here for harmto conpetition, at |east for
the patient and the consumer?

DR. CARRIER  Absolutely. The markets that

we' re tal king about here are uni que because we have
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what's been fanopusly called by the Federal Trade
Comm ssi on, decades ago, the price disconnect

because it's not |ike any ot her market where the
price quality determ nation is nade by one party.

So you have the doctors that are making the
decision as to what to prescribe. You have the
payors or the insurance conpanies that pay for it.
So there is a lot of roomfor anticonpetitive
conduct going here, not just the doctors -- and I'm
not sure that that problem has been conpletely
solved -- but the patients as well, and the
i nsurance conpanies, and the PBMs with the big
rebates. | think there's a |lot of roomfor
anti conpetitive conduct here, so that's why I
woul dn't rest on our laurels yet.

MR. VI NSTEI N: Pr of essor Tushnet, you
menti oned that there was a body of research -- |
don't want to m scharacterize you -- describing the
role that patients have in their own prescribing
decisions. |'m curious what your thoughts are in
this context, where perhaps the physician is not

per suaded by some di sparagi ng conment but the
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patient is.

DR. TUSHNET: From ny perspective, as
sonebody who nostly thinks of this fromthe Lanham
Act perspective, | think it's just a matter for
proof what is actually going on in the market, and
when we figure that out, we wll know. | do think
that you can infer sonething fromthe fact that
conpanies are trying to reach patients directly.
They wouldn't be trying to reach patients directly
if they didn't think that it had some chance of
nmovi ng the market or keeping the market where it is
in this case.

MR. VMEI NSTEI'N:  Thank you.

Is there any case law currently that exists
t hat supports this -- | don't want to
m scharacterize it -- what |I'll call a
rei nterpretati on of how we shoul d think about these
ki nds of cases?

DR. TUSHNET: Certainly fromthe Lanham Act
perspective, this is actually a pretty
strai ghtforward Lanham Act cause of action. |It's

just a question of what are the el enents and can
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you prove them Certainly, | wouldn't expect the
originators to roll over and agree that all the

el ements have been net, of course not, but at | east
it's straightforward about what needs to be done to
prove the case.

Then fromthe antitrust side, there is this
case- by-case approach, which at |least is open to
heari ng about the anticonpetitive effects, the harm
to the market. Especially in a very snmall market,
by the way, of course harmto one entrant may well
be harmto the market if that's all you have, which
in some of these cases is what you have.

MR. CLELAND: Are you aware of any pendi ng
cases raising the antitrust for disparagenent of
biosimlars, other than | think Johnson &
Johnson-Pfi zer?

DR CARRIER. |I'mnot aware. But | would
say, going back to the | ast question, that
antitrust, as Professor Tushnet points out,
certainly does take the common-I|aw approach. The
big picture here is we're tal ki ng about the

phar maceutical industry. Pharma is basically
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gi ving us whack-a-nole all the tinme. Every tine
you think you've figured out what's goi ng on,
t here's anot her nole to whack.

Just a coupl e days ago, we saw t he judge
deni ed nost of the notion to dismss in the G| ead
case, in which there's a new conbi nati on of
settl enents and product hoppi ng that we haven't
seen before. Go back a little while, once you
t hought you figured out everything that pharma was
doing, they transferred patents to a Native
Anerican tribe to avoid review at the patent
office. W couldn't see that com ng, but again --

(Laughter.)

DR CARRIER -- it cones with the
territory.

So this is just the next stage, and there
are so nmany different hurdles here, that it's
really clear that this is part of the gane, and
antitrust is certainly well equipped to deal wth
t hese, as we've heard about, shenani gans.

MR. VEEI NSTEIN: One of the other possible

opti ons woul d be sone sort of a rul enaking.
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Comm ssi oner Chopra, FTC Conm ssioner Chopra, has
stated that he wants to see the FTC nake broader
use of its rulenmaking authority. 1Is this an area
where FTC rul emaki ng m ght be useful ?

DR. CARRIER Sure. As | said to a previous
question, yes and yes; yes for rul enaki ng and yes
for enforcenent in the courts. Rulenaking could
shed Iight on the problemhere, and I think the
gui dance that FDA has offered is really hel pful
Way not have the FTC offer simlar guidance; just
to make clear that you can't hide behind this fig
| eaf of clear falsity and that there's a | ot of
deception and m sl eadi ng conduct that is going on?

So I'd say sure. Rules could nake a | ot of
sense, but certainly not at the effect of enforcing
the antitrust | aws because we need to do that, too.

MR, VEEI NSTEIN:  What about the distinction
between this claimas a private versus a public
cause of action? Wat are sone of the incentives
t hat should notivate the governnent versus the
private sector, either the consuners or

conpetitors?
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DR CARRIER | think an argunent for the
governnent to act is that sonetines this conduct is
pretty nuanced. And again, imagine that it's not
clearly false but we're raising sone sort of safety
intimations that nmaybe it's only simlar to.

That's pretty nuanced and, to ne, that sounds |ike
an ideal recipe for effective FTC enforcenent.

DR. TUSHNET: The other thing that | would
say, too, is it's always an enforcenment decision.
Gover nment agencies have limted resources. There
is definitely a role for private conpanies. |If
they think that they're losing mllions of dollars,
they really at some point should put their noney
where their nmouth is and go to court and fight
about the noney that they are | osing.

So there's a reason that the FTC s
discretion is often limted, where narkets are
deconcentrated and where we don't think that
there's sone private interest that will actually
fulfill consuner interest by going after its own
interests. But at a certain point, when the

consuner harmis great enough, if for various
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reasons private conpanies aren't acting, then, yes,
there's definitely a role for the governnent, too.
MR. CLELAND: Forgive ne. |I'mnot as
famliar with all of the players in this area as
others. (Qbviously, the cost is a big barrier for
private rights of action. Are the conpanies that
are suffering the nost really in a position to
litigate those rights and assune those costs?
DR CARRIER: It certainly is possible.
We''ve seen with biosimlars these are really big
conpani es. Pfizer suing J&, we don't usually
think of Pfizer as the little guy plaintiff. To
just enter the market, or try to enter the narket,
as a biosimlar, you need to have a | ot of
resources. So, yes, | think they could litigate.
MR. VEINSTEIN: So if there are no other
questions, let ne just offer Professors Tushnet and
Carrier an opportunity to make any final renarks.
DR. TUSHNET: | just think it's great that
we're having this conversation. The |aw of false
advertising is actually pretty good at grasping the

realities of the market. | hope that al so when we

A Matter of Record
(301) 890-4188




10

11

12

13

14

15

16

17

18

19

20

21

22

254

t hi nk about antitrust, we can think about being
better at enpirics, which antitrust prides itself
on in many ot her categories, and then for false
advertising has just decided to pretend that there
are no enpirical effects of fal se adverti sing.
That's weird. Hopefully, we can create sone change
on that, and then be realistic about nmarket harns.

DR. CARRIER | just want to say how
promsing it is that the FDA and FTC are wor ki ng
toget her on these issues. This is such inportant
stuff. [It's so nuanced, and the FDA and FTC have
such uni que skills and experiences that they can
bring to bear, that | really think it's hel pful
because the pharnmaceutical industry knows how to
pl ay these ganes, and sonetinmes we need the
gover nment agenci es wor ki ng together to counteract
t hese ganes.

Sol think it's a wonderful devel opnent to
see the agenci es worki ng together on such inportant
i ssues.

MR. VEI NSTEIN: Thank you. | hope you al

wll join ne in thanking our panel.
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( Appl ause.)

Open Public Comment

MS. | KENBERRY: W have sone fol ks eager to
get started on the public coment portion of this
wor kshop. Again, ny nane is Sarah | kenberry. |'m
a seni or conmuni cations advisor in the Ofice of
Ther apeuti c Bi ol ogics and Biosiml ars.

For the open public coment session, we have
| think 17 speakers registered. |I'mnot sure if
they're all here. But each of themwlI| have
4 mnutes to present. |If a speaker finishes early,
| will ask if the nenbers of the panel have any
questions for the speaker. |If the speaker and/or
if the questions fromthe panel do not take the
full allotted period, we intend to nove on to the
next speaker.

For the speakers. You can see where she is
putting up the m crophone, so that is your place.
We have timer lights to guide you. You can see
themright here on the top of the podium The
timer wll give you a 2-m nute warni ng before the

red |light goes on. |If you have not concl uded your
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remar ks by the end of your allotted tine, | wll
ask you to do. Please don't nmake ne do that.

(Laughter.)

MS. | KENBERRY: W have a | ot of people
regi stered to speak, so please be m ndful of your
time and courteous to your fell ow speakers. Al so,
pl ease renenber that the hearing is being
transcri bed, so please be sure to use the
m crophone w th speaki ng and i ntroduce yourself so
that your nane will be included in the transcri bed
remar ks.

I will now ask the panelists to introduce
t hemsel ves, starting wth Eva.

M5. TEMKIN. Hi. I'mEva Tenkin. | amthe
acting director for policy in CDER s Ofice of
Ther apeuti c Biol ogics and Biosiml ars.

M5. GRAY: |I'mCaty Gay. |I'mthe
supervi sor for the advertising and pronoti on policy
staff in OPDP.

MS. DUTTA: ' m Antara Dutta. "' m an
econom st at the Bureau of Econom cs at the FTC

MS. BLACK: Hi, everyone. |'m Arm ne Bl ack.
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|'"Man attorney in the healthcare division of the
Federal Trade Comm ssion.

MS. | KENBERRY: Alright. Thank you,
everyone.

Wth that, our first speaker is Juliana Reed
fromthe Biosimlars Forunf

MS. REED: Good afternoon. |1'mJulie Reed,
the vice president of global corporate affairs at
Pfizer, but also the president of the Biosimlars
Forum The Forumreally appreciates the
opportunity to provide our perspective on the need
to di scourage fal se and m sl eadi ng communi cati ons
about biosimlars and to deter anticonpetitive
behaviors that interfere with efforts to establish
a conpetitive marketplace for all biologic drugs.

The nmenbers of the Forumrepresent the
majority of the biosimlars approved and narket ed
in the US to date as well as those under
devel opnent. The Forumis conmtted to ensuring
that patients and prescri bers have conpl ete
trut hful and non-m sl eadi ng i nfornmati on about

biosiml ars.
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As ny coll eague, Hill el Cohen, mentioned in
his remarks, we are very concerned that there has
been and continues to be a pattern of negative
i nformati on about biosimlars to patients,
heal t hcare professionals, and others who have a
role in adoption of biosimlars in the U S
Conti nued m sl eadi ng i nformati on about biosimlars
w || have a negative inpact on the U S. healthcare
system physicians, and patients, ultimtely
| eadi ng to ongoi ng | ost of cost savi ngs and uptake
of biosimlars in the U S.

But we know m sl eading informati on i s not
the only barrier. As all of the speakers have said
today, there are nmultiple barriers that are
preventing the success of this marketplace. The
menbers of the Forum have spent hundreds of
mllions of dollars to bring each biosimlar to the
mar ket. Pfizer alone has 8 approved biosimlars in
the U . S., but we all know the market is not
working, and it is not working for the patients we
are here to serve.

We are grateful to the FDA for your
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i ncredi ble work to date over the years. W're also
grateful for the FTC and your incredible work over
the years to hel p support biosimlars. Wat we
need now, though, is every other stakeholder to
join us in this fight and to get engaged to
proactively support policies that will renove these
barriers.

We need not only the FDA and the FTC to be
engaged and be proactive when you wal k out of the
door here today to get this done, but we al so need
Congress, CMS, payers, patients, and others to
start to proactively support the uptake of
biosimlars in this country.

This is about cost savings and it's about
cost savings to patients and the healthcare system
This is about innovation in the future so that we
can all afford the innovation that is com ng, but
ultimately this is about the patients we're here to
serve and that the nenbers of the Biosimlars Forum
are here to serve. Thank you.

MS. | KENBERRY: Thank you.

Qur next speaker is Philip Schneider from
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the Chio State University Coll ege of Pharnacy.

DR SCHNEI DER: Thank you, and thank you for
the opportunity. M nanme is Philip Schneider. |
am a professor of pharnacy at the Chio State
Uni versity where |'ve been on faculty for al nost 40
years, as well as the chair of the Advisory
Committee for the Alliance for Safe Biologic
Medi ci nes, which |'ve done for 11 years.

I'"d like to make a statenent, first of all,
correcting msperception, a true and m sl eadi ng
conmuni cation related to ny quote in the Washi ngton
Post. That relates to a quote | nade about
supporting the FDA's role in assuring the safety of
t he nmedi cation supply in our country.

ASBM has been involved in working with
regul ators around the world, including FDA on
policies that focus on safety, including
di sti ngui shabl e non-proprietary nanmes and an
i nterchangeability classification for biosimlars.
In no way do we feel that is anticonpetitive, and I
want to correct the perception that ASBMi s

spreadi ng m sperceptions and that | did that
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personal ly nysel f.

Today I'd like to address ny comrents on
what we think to be an incorrect assunption
underlyi ng the proceedi ngs today, nanely that
biosimlar uptake in the U S 1is strongly linked to
| ow physician confidence levels in biosimlars and
physi ci an confi dence has been depressed because of
anticonpetitive practices.

Last year, ASBM conducted a survey of 579
physicians in six Western European countri es:
France, Gernmny, ltaly, Spain, Swtzerland, and the
UK. We surveyed physicians in 10 different areas
of practice, including rheunatol ogy,
gast roent er ol ogy, oncol ogy, dermatol ogy, and
neurol ogy. All of these physicians prescribe
biologic in their practice.

Whiat we found is these physicians were very
famliar wth and confident in biosimlars. This
IS not perhaps surprising because European
physi ci ans have had 13 years of experience with
bi osim |l ars.

Dependi ng on the country, between 82 and
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93 percent of prescribers consider thensel ves
famliar or very famliar with biosimlars.

Bet ween 80 and 99 percent would feel confortable
prescribing a biosimlar to a new treatnent-naive
patient. Between 46 and 76 woul d be confortable
swtching a patient froma reference product to a
biosimlar even if they were stable on the current
nmedi ci ne.

In spite of that, if we |look at the
biosimlar market share in the six countries that
we surveyed, there's very w de variation anpong
bi osim | ar adoption in each of these countries.
For exanpl e, market share for the epoetin
biosimlar ranges from6 to 84 percent. There are
simlar ranges for other biosimlars.

Clearly, there are other factors besides
physi ci an confidence, which is uniformy high
across the countries. These factors are likely to
i nclude differences between each country's payer
policies; differences in the length of tine a
bi osimlar has been on the nmarket; the nunber of

biosimlars in a given product class; the discount
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each product receives relative to the originator
product; and ot her factors.

Heal t hcare professionals here in the U S.
as in Europe, are not antisimlar. It is
I naccurate to suggest that negative perceptions are
hol di ng up biosimlar devel opnent and
commerci alization. W are enthusiastic about
biosimlars and want to see them as nuch as anyone
el se, and we are pleased to see how far the U S
has cone in a few short years. W urge the FDA and
FTC to continue their work to build a strong and
sust ai nabl e biosimlars market. Thank you for the
opportunity to conmment.

MS. | KENBERRY: Thank you very nuch.

Madel ai ne Fel dman, Alliance for Safe
Bi ol ogi ¢ Medi ci nes.

DR. FELDVAN: Thank you. As you said, ny
nane i s Madel aine Feldman. |'ma rheunatol ogist in
private practice in New Oleans. 1|1'mal so
president of the Coalition of State Rheunatol ogy
Organi zati ons and the founder of the Rheumatol ogy

Al li ance of Loui si ana.
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ASBM i s an organi zation of nore than 140
pati ent advocacy groups and physician societi es.
The work includes sharing the perspectives of
phar maci sts, patients, and physicians with
regul ators and ot her policynmakers at the state,
national, and international level. I'd like to
speak on a couple of issues regarding biosimlars.

The first is that m sinformati on conti nues
to affect the objectivity of physicians and nake us
essentially antibiosimlar. Perhaps
rheumat ol ogi sts are a different lot. | just
presi ded over a national rheumatol ogy neeting this
past weekend and polled the entire group com ng
fromaround the country if anyone felt that
biosimlars were inferior to originators. No one
sai d yes; everyone said no and that they all
t hought they were not inferior; and then would
anyone have any hesitancy in prescribing a
biosimlar, and no one had any hesitancy.

So at least for that group of
rheumat ol ogi sts, which was quite representative,

t here appeared to be at | east no negative feelings
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in that regard. But | have to admt, clinicians
are generally nore cautious and conservati ve
regarding new treatnents and are hesitant to
change, particularly when it cones to changing a
stabl e patient.

Because it can take years to nonths and
nmonths to years to stabilize the rheumatoid
arthritis patient, rheunatol ogi sts have been
sensitized to non-nedi cal sw tching by payers,
wherein that they are told the nedicine that
finally stabilized our patient will no | onger be
pai d for.

By changing fornularies often to a higher
priced drug that cost the patients nore to solidify
the formulary profit margin, m ddl enmen can legally
swtch patients in the United States and switch
their medi cines every six nonths. This could
i nvol ve switching back and forth between
originators and biosimlars, which wouldn't be
horri ble, but they even switch patients, and this
has happened, to conpletely different biol ogics.

So yes, physicians are |eery of a great American
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swi t chi ng experi nent.

Speaki ng of incentives in our supply chain
on the pharmacy side, fornulary placenent, hire
list prices, and higher nmarket share are the ones
that are preferred. That puts biosimlars behind
the eight ball fromthe get-go once they' ve been
| aunched. If incentives are inplenented for
bi osimlars, any cost consi deration should be
directed to the patient because
i ncentives that nonetarily benefit the physician
could actually underm ne the patient's trust in
t hei r doctors.

Finally, repeating what everyone has said,
considering the perception that U S. |ags behind
Europe, thinking that at 5 years out from
bi osi m |l ar approval in Europe, there were
11 products approved, in the United States we have
26. The FDA deserves credit for their support in
building a biosimlar market so quickly w thout
conmprom sing on safety or efficacy standards.

Physi ci ans are ent husi asti ¢ about

bi osimlars and the benefits they can bring in
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terms of therapeutic offerings and true cost

savi ngs, and through price reduction to our
patients in the larger health system and not nerely
i ncreasi ng m ddl enen- pocket ed-fees and price
concessi ons.

The nost inportant strategies to continue
the process in the U S. are strong FDA educati onal
prograns for healthcare professionals and patients,
al ong with pharnmacovi gil ant prograns, particularly
in light of the payer's ability to frequently
swtch patients every 6 nonths. This will allow
clinicians the opportunity to learn fromreal -world
experience with biosimlars and to gain confidence
in using them Thank you for allowng ne to -- and
| have no tine for questions.

MS. | KENBERRY: Thank you.

Qur next speaker is Sundar Ramanan, Bi ocon.

DR. RAMANAN. H . M nane is Sundar
Ramanan, vice president and head of gl obal
regul atory affairs for Biocon Biologics, a fully
integrated biosimlars conpany. Qur goal is to

transform health care and transformlives by
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bri ngi ng affordabl e high-quality biosimlars to the
U S patients. W're also an i nnovative conpany,
and we intend to transfer the value of innovation
to the health systens and patients. W thank the
agencies for setting up this public workshop and
wor ki ng towards a fair and bal anced nmar ket pl ace for
bi osim | ars.

The things that I"mgoing to cover fall
under five buckets. Nunber one, insulin guidance.
We appl aud the agency for issuing a draft gui dance
for insulin. The draft guidance i s science-based
and patient-focused. Despite the expected
opposition that has cone fromfew conpani es, we
urge the agency to finalize the guidance.

In addition, for nolecules like insulin with
hi gh financial unnet need, we request the agency to
consider a shorter tine frane for the review
process once the filing is made. The agency
al ready has precedence in the generic space. This
is another critical conponent to bringing these
much needed products to insulin patients faster and

fostering conpetition.
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Nunber two, interchangeability. Wth the
abundance of real-world evidence and frequent
mar ket pl ace driven switching denonstrating the
safety of biosimlars globally, we request the
agency to reconsider OVR [indiscernible], and
eval uate the need for nultiple swtch studies for
i nt erchangeability.

Furt hernore, we ask the agency to reconsi der
t he need for any distinction between the evidence
requirements for biosimlarity and i nterchangeabl e
bi ol ogics. Any reqgul atory requirenent nust be
based on sci ence and evi dence and not based on
fear. Needless to say, we collectively nust put
the patient's safety first.

The i mmunogenicity data requirenent for
biosimlarity already satisfies the data
requi rement for interchangeability. No new or
additional information wll be gained fromnultiple
swtch studies, however, it only results in tine
del ay and wasted resources in bringing
I nt erchangeabl e products to patients.

From a practical point of view either due
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to the use of exclusive formulary replacenent in
retail pharmacy or through institutional buying
practices, interchangeability is the de facto
practice in a | arge nunber of cases. Practically
speaki ng, though, the regulatory distinction ends
up giving an opportunity for originators to create
an incorrect perception that biosimlarity standard
I's not necessarily adequate for safe and effective
use while not having a neaningful inpact on actual
usage.

Nunber three. Disincentivize
anti conpetitive behavior on the part of reference
product manufacturers and provi de positive
incentive for biosimlars. The biosimlar market
is at the critical juncture, and the steps taken to
encourage it nowwl!ll be critical to ensure its
viability.

There have been nmultiple i nstances where
bi osi m |l ar products have not been encouraged, but
have been actively excluded from i nsurance
coverage. It is critical that positive incentives

such as ASP plus 8 percent reinbursenment and steps
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| i ke additional biosimlar or specialty tiers in
Medi care Part D be provided in order to avoid
ori gi nator behavior intended to di scourage entry of
bi osimlars and reduce | ong-term conpetition.

Del ays and cost to frivol ous patent
litigation and patent thickets should al so be
di sincentivized. W also request the agency to
take strong action against m sinformation
canpai gned by the reference product manufacturers.
Al l ow ng innovation in the biosimlar devel opnent
Wth regards to evidence required, related to
i mmunogenicity, there is little clinical rel evance
of 1 mmunogenicity in oncology settings and gener al
i Mmunosuppr essant st at us.

For drugs with | ess frequent dosing, say,
for exanple, every 6 nonths, the need for switch
studies is not val ue-added. Scientific rationale
shoul d be encouraged based on the risk of
I mmunogeni city.

Wth regard to sanple size determ nati on,
t he net hodol ogi es need to evolve further to keep in

time with the tines. Specifically, we request the
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agency to utilize Bayesian statistics for residual
uncertainty. W also request the agency to allow
for mathemati cal nodels in PK/PD for extrapol ati on
of indications.

Lastly on nam ng, we request the agency to
consider, wth significant experience in the
mar ket pl ace, the need for suffix for biosimlars.
We have additional comments, and we'll be
submtting to the docket. W thank you for the
opportunity to present.

MS. | KENBERRY: Thank you.

Next, Andrew Spi egel, d obal Col on Cancer
Associ ati on.

MR, SPI ECGEL: Good afternoon. M/ nane is
Andr ew Spi egel, the executive director of the GCCA
and today | am proud to not only represent that
organi zati on but also the Alliance for Safe
Bi ol ogi ¢ Medi ci nes, an organi zation which | ama
f oundi ng nenber for nore than 10 years ago. W
have advocated for patient-centered policies
regarding biosimlars since then.

To that end, | have testified nunerous tines
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bef ore the FDA in support of approving biosimlars
and before state legislatures all across the nation
i n support for updating pharmacy practices to
facilitate biosimlar substitution. W have also
wor ked and held three joint neetings wth the FDA,
Heal t h Canada, and the Wrld Health Organi zati on,
all with the goal of advancing a harnoni zed

i nternational standard for biologic namng to

i mprove gl obal pharmacovi gil ance for all biologics
and biosimlars.

I can assure you as a foundi ng nenber of
ASBM t hat no ASBM nenber has ever suggested that a
patient went to the enmergency roomas a result of
switching to a biosimlar. Those patients are here
and can tell you their own story later, but | can
assure you that not only did that not happen, but
ASBM has never advocated or suggested that a
biosimlar is inferior to a biologic originator
product, and to the contrary, we've been fierce
advocates for biosimlar uptake all around the
wor | d.

It's also been ny privilege to serve in a
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nunber of | eadership roles in the international
pati ent community such as the International
Al li ance of Patient O gani zati ons and now chairi ng
the World Patients Alliance. W know that biologic
medi ci nes have hel ped nore than 800 mllion people
wor| dw de, and in the case of colorectal cancer, in
my organi zati on, which has 49 nenbers around the
wor |l d, we've seen these nmedicines help triple the
life expectancy of the nbst advanced col orectal
cancer patient. W're talking about alife
expectancy from 10 nonths to now 3 years thanks to
not only these new treatnent options but al so
getting these treatnment options at a reduced cost,
and we're hoping that biosimlars will help expand
access to these therapies.

Wth respect to the U S. narketplace, first
and forenost, speaking as the head of an
i nternational patient organization, |let ne be clear
that |' munaware of any attenpt to underm ne
confidence in biosimlars, either in the m nds of
the public, or in the patient conmunity, or anobng

physi ci ans.
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To the contrary, | am encouraged by the
extrenely positive reaction biosimlars have had in
the United States thus far, and patients,
physi ci ans, and heal t hcare provi ders have all
seened to accept biosimlars as a part of standard
medi cal care, and they recogni ze what an i nportant
tool it can be in containing healthcare costs.

Just as a few days ago, | chaired a panel at
a bi ol ogics conference in San D ego, where a nunber
of people who are here today were at, and that
i ncluded chairing a panel where we had one of the
| argest reference conpanies, as well as a
representative of one of the largest biosimlar
conpani es on that panel. | was very encour aged
that both agreed that the U. S. biosimlar market
thus far is very much a success story, and both
agreed that the future | ooks very positive.

Thi s great enthusiasm and confi dence
surrounding biosimlars is in no snall part due to
t he phenonenal work that the FDA has done in
approving so many biosimlars in a relatively short

period of tinme, alnost half of those approvals
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happening within the | ast year, and the FDA doi ng
so wthout conpronmising on its standards for safety
and efficacy.

The heart of the U S. health system |ike
any other country, has its own uni que chal |l enges
different fromthose in the EU, Canada, Australi a,
or places where we work, but neverthel ess, there
are things that we can learn from other countries'’
successes, particularly those of the EU countries
who enjoy a robust biosimlars market.

The one thing that we' ve seen across Europe
is that nore and nore biosimlars are |l aunched in a
gi ven product, that nore conpetition drives prices
down where di scounts increase substantially and
bi osi m |l ar market share goes up, and we know what
to expect and what things to | ook for, and
thankfully we're seeing that happen here in the
United States.

Here, we had a biosimlar that |aunched wth
a relatively |low 15 percent discount over its
ref erence product, and today with increased

conpetition, that product has gained a majority
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share in the U S. nmarket with 55 percent. W have
every reason to believe this pattern will continue
as we see it becomng routine for 3, 4,

5 biosimlar approvals for a reference product.

And as these cone to market, manufacturers wl|
continue to conpete on price, going fromrelatively
| ow di scounts to higher discounts.

Speaking as a representative of the broader
pati ent community, we of course want nore
bi osi m |l ars approved and avail abl e, but our
enthusiasmis tenpered by the understandi ng that
with anything of this scale and where people's
lives and health are at stake, it's not an
i nst ant aneous process.

Sinply put, the systemis working, a little
sl ower than sone woul d have hoped. But just as we
don't want biosimlars or any other nedicines rust
t hrough t he approval process, we urge our
regul ators to be m ndful not to unnecessarily and
possi bly counterproductively interfere with a young
but steadily grow ng biosimlars market.

MS. | KENBERRY: Thank you.
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MR. SPI ECGEL: Thank you very nuch.

MS. | KENBERRY: Thank you.

Qur next speaker is Kim Cal dwel |,

Phar maceuti cal Care Managenent Associ ati on.

MS. CALDWELL: Good afternoon. | amKim
Caldwell, a registered pharnmaci st with nore than
f our decades of experience throughout the practice
of pharmacy. Included in this tinme is nore than 12
years as a nenber of the Texas State Board of
Pharnacy and a year with CMS as a | eader engaged in
the creation of the programrules for Medicare Part
D. | appreciate the opportunity to be here today
on behal f of Pharmaceuti cal Care Managenent
Associ ati on, PCMNA.

PCVA is a national association representing
Anerica' s pharmacy benefit nanagers, which
adm ni ster prescription drug plans and operate
specialty pharnacies for nore than 270 mllion
Anericans wth health coverage through Fortune 500
conpani es, health insurers, |abor unions, the
Medi care and Medi caid prograns, the Federal

Enpl oyees Health Benefits Program and health
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i nsurance mar ket pl aces.

PCVMA commends the FDA and the FTC for their
col | aboration to enhance conpetition in the
bi ol ogi ¢ products mar ket place. W also commend and
strongly support the nmany inportant steps the FDA
has taken to facilitate greater availability of
bi osi m |l ar and i nterchangeabl e products, including
its final guidance on interchangeable biosimlars,
the 2018 Biosimlars Action Plan, inits
conpr ehensi ve canpai gn to educate clinicians about
the benefits and savi ngs possi bl e through these
i nnovati ve therapi es.

We are encouraged by the FDA' s nore recent
efforts to reduce barriers to achieving
i nterchangeabi lity, including final guidance
l[imting the cases in which swtching studies were
requi red. The agency al so has desi gned an approval
pat hway al |l ow ng nanufacturers to use conparative
products not approved in the U S. for biosimlar
devel opnent .

These are encouragi ng steps. Now, we urge

the agency to sustain this forward progress by not
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adopti ng unnecessary barriers as it finalizes
i ndustry gui dance relating to |icensure and
| abel i ng

Anot her encour agi ng devel opnment is FTC s
comm tnment to address nmanufacturer tactics used to
bl ock biosimlar entry wth anticonpetitive patent
settl enent agreenents. |ncreasing conpetition
t hrough the approval of biosimlar and
i nt erchangeabl e products is key to | owering the
prescription drug costs for consuners, enployers,
and public prograns.

We appreciate the coll aborati on between the
FDA and the FTC, which has argued that tactics
aimed at gam ng FDA rules nmay be anticonpetitive
and unl awful, and we urge consideration for further
acti on when manufacturers enploy tactics using
anticonpetitive patent settlenents and patent
thickets to del ay w despread use of |ower costs and
bi osim | ars.

An i nportant and necessary next step to
further facilitate a conpetitive biosimlar

mar ket pl ace is for FDA to pronpte the therapeutic
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substitution of | ower cost, interchangeable
biosimlars for the reference products.
Additionally, we recommend the FDA provide clear
direction to states in favor of product
substitution w thout burdening barriers such as
notification provisions.

Pati ents and clinicians need expressed
clarity that these therapeutic substitutions are
really and truly interchangeable. For many
patients and clinicians ali ke, these therapies are
new, and there nmay be a degree of uncertainty
around swi tching and substitution.

As the FDA's voice is the gold standard for
safety and efficacy, when the FDA has approved a
product for interchangeability, it should be
| abel ed and mar keted as such w thout conflict or
confusion. Anything short of that clarity woul d
reinforce caution wiwth patients and clinicians, and
thus inpede the ability to achieve a truly
conpetitive biosimlar market. Thank you for the
opportunity to provide input. I'Il welcone your

questions. W have 25 seconds.
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(Laughter.)

MS. IKENBERRY: |I'mnot sure | could get a
whol e question in 25 seconds.

MR. SPIEGEL: ©Oh, go ahead. W have tine.

MS. | KENBERRY: But you nentioned in your
stat ement sonme gui dance consi derations around
i censure and | abeling, and | woul d encourage you,
to the extent that you intend to submt witten
comments to the docket, to spell those out a little
bit because | didn't quite foll ow what you were
sayi ng.

MR SPIEGEL: W do and we will. Thank you
very mnmuch

MS. | KENBERRY: Thank you

MR. SPIEGEL: And just so you know, that was
a lot of words for a guy from Texas to say in that
time period --

(Laughter.)

MR SPIEGEL: -- and | really wanted to say
whack-a-nole, but I didn't know if | could get that
in. Thank you.

(Laughter.)
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MS. | KENBERRY: Yeah, shenani gans and
whack-a-nole are two of the nice words of the day.
Next 1 s Andrew G eenspan, Janssen

| mmunol ogy, vice president of nedical affairs.

DR. GREENSPAN: Good afternoon. M nane is
Dr. Andrew G eenspan, and |I'mthe vice president of
medi cal affairs for immunol ogy at Janssen, the
phar maceuti cal conpany of Johnson & Johnson. At
Janssen, we have nore than three decades of
experience with biologic devel opnent,
manuf acturi ng, postmarketing safety, and pronotion.
We pioneered biologic therapy with the first ever
approved nonocl onal anti body, Rem cade, or
infliximb, a TNF bl ocker for which there are
currently four approved biosinlars.

From t he begi nning, we have led in
advocating for a biosimlar pathway. W have seen
patients struggle for years with chronic
progressi ve di sease before getting di agnosed and
finding a biologic therapy that finally brings them
relief.

We are deeply commtted to hel ping patients
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remai n heal thy and safe throughout their treatnent
journey and have affordable access to the therapies
that they and their doctors decide on. W are al so
comm tted to reducing overall healthcare costs and
beli eve that these goals can and nust be
acconpl i shed together.

Wth this perspective in mnd, we'd like to
ask FDA and FTC to consider four points. First, as
you col | aborate to spur biosimlar adoption,
continue to uphold the critical role of the
pati ent-doctor relationship and i ndivi dua
treat nent decisions. Many patients endure | ong and
pai nful journeys before achieving clinical control
of their disease. They need valuable information
about their options to nake inforned treatnment
deci sions with their doctor.

Second, we heard nany perspectives today on
i nterchangeability. W believe patients and their
doctors deserve cl ear and conpl ete conmuni cati on on
the interchangeability status of a biosimlar. For
treatnents that require multiple adm nistrations,

such as infliximab, patients and doctors shoul d
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have rel evant data on alternating back and forth
bet ween products before deciding to do so.
Inplying that a biosimlar is
i nt erchangeabl e when it has not been approved as
such is msleading. To ensure that patients and
their doctors have clear and conplete i nformation
on the interchangeability status of a biosimlar,
communi cations on a biosimlar should disclose its
i nt erchangeabi l ity status.
Third, we urge the FDA to clarify that
conmuni cations on biosimlars to payers and
formul ary commttees continue to be governed by the
FDA gui dance on manufacturer conmmuni cations wth
payers, formulary commttees, and simlar entities.
Fourth, we would lIike to underscore that
biosimlar policies are delivering on the prom se
of the BPCIA with | owered costs for the system and
wll continue to as long as there is a |evel
playing field for biosimlar and reference
pr oducts.
The Rem cade and infliximb biosimlars

experi ence shows that conpetition is bringing down
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prices for the reference biologic and its
biosimlars alike. Since the introduction of
infliximab biosimlars, Ren cade's average sal es
price, or ASP, has fallen by 31 percent. Rem cade
iIs now the market's | owest priced innovator
anti-TNF therapy wth annual costs |ess than half
of other innovator TNFs.

Because of Rem cade's price conpetitiveness
and uptake of biosimlars, the system has seen over
$4.8 billion in savings in the past three years.
Additionally, it is inportant to note that
bi osi m | ar devel opnment continues to expand with 19
biosimlars in FDA' s biosimlar product devel opnent
programin January 2013 to 63 as of |ast year.

In closing, as the FDA and FTC | ook to spur
bi osi m |l ar adoption, we call on you in parallel to
1) take a patient-centric approach in your policy
deci sions; 2) ensure interchangeability status is
di scl osed to patients and provi ders; and
3) safeguard the conpetitive nmarket dynam cs that
are dramatically bringing costs down. Thank you

for the opportunity to speak.
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M5. TEMKIN: Can | squeeze in one question?
The red |ight just went on.

You said that communi cations on a biosimlar
shoul d di scl ose interchangeability status. Do you
have something specific in mnd or can you expand
on that a little bit?

DR. GREENSPAN. Sure. As explained earlier,
as the market dynamcs may lead to swtching as
frequently as every 6 nonths with a chronic therapy
l'i ke infliximb, we think the patients and
providers wll have questions about the possibility
that they nmay be switched as frequently as twi ce a
year fromthe products.

My area is inmmunol ogy where we narket
i nfliximb, which is a highly i nmunogeni ¢ nol ecul e,
and we think the interchangeability standard was
created by the FDA for a very valid reason. |
think the point made by a speaker this norning is
very valid, that the interchangeability standard
shoul d consi der specific characteristics of
nol ecul es. Sonme are nore i mmunogeni ¢ than ot hers,

and that's why it's nore inportant for particul ar
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nol ecul es |i ke Rem cade, for exanpl e.

M5. TEMKIN: Thank you.

MS. | KENBERRY: Qur next speaker is Kathl een
Arntsen, president and CEO of Lupus and Allied
D seases Associ ati on.

MR. GREENBLATT: H . | amnot Kathleen

Arntsen. M nane is Corey Greenblatt.

FEMALE VO CE: | think Steve Lucio is next
on the --

MS. | KENBERRY: Ch, I'"'msorry.

MR. GREENBLATT: Ckay, back up.

V5. | KENBERRY: St even Lucio, Vizient.

DR. LUCIO Thank you. To the nenbers of
t he workshop and to all esteenmed enpl oyees of the
FDA and FTC, ny nane is Steven Lucio, vice
president of the Center for Pharmacy Practice
Excell ence at Vizient, the | argest nmenber-driven
heal t hcare perfornance i nprovenent conpany in the
U S, on behalf of Vizient, 1'd |like to express our
deepest appreciation not only for this forum but
also for all the enduring efforts that have been

made to enhance conpetition, thereby inproving
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pati ent access to safe and effective biologic
nol ecul es.

Vi zi ent provides solutions for nore than
50 percent of the nation's acute care providers,
i ncludi ng 95 percent of the nation's academ c
medi cal centers, a wde array of | eading integrated
health systenms and pediatric hospitals, and nore
than 20 percent of anbul atory providers in the U S

Vi zient has focused its array of expertise
of supporting health systens eval uati on and
adoption of biosimlars to | ower pharnaceuti cal
expendi tures and to maintain or inprove patient
care. Still nmore work is required to alter the
trajectory of pricing growmh for many bi ol ogic
drugs. Therefore, Vizient would like to offer
three key insights and reconmendati ons to advance
t he desired conpetitive | andscape related to the
approval process, education, and payer deci sions.

First, Vizient would like to thank the FDA

for its efforts at inproving the understandi ng of
t he approval process through the publication of

regul ati ons and gui dance docunents. The additi onal
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clarity is essential for perspective manufacturers,
as well as the population of providers that wll
ultimately be prescribing these nedicati ons.

Vizient would like to note the FDA' s
deci sion regarding the clinical immunogenicity
consi derations for biosimlar and interchangeabl e
insulin products, specifically the decision not to
require conparative clinical inmunogenicity studies
in the approval of these agents, and scientifically
substanti ated efficiencies and approval w ||
decrease the investnment expense required to devel op
conpeti ng nol ecul es.

We encourage FDA to continue eval uating the
opportunity for simlar decisions to be applied to
ot her biologics. For exanple, the European
community has identified certain nol ecul es and/ or
product cl asses where conparative effective studies
have been or could be wai ved, and we woul d ask t hat
FDA continue to evaluate additional opportunities
to streanli ne approval requirenents up to, and
i ncluding, and elimnating the need for conparative

effectiveness studies where scientifically
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justified.

W woul d also |ike to commend the FDA for
increasing the | evel of education provided to
i nprove the understandi ng of foundational concepts
of biosimlar licensing. W especially thank FDA
for increasing the tineliness of access to approval
docunents for approved biosinmlars, even those not
subj ect to an advisory comm ttee hearing.

This information, even the nore detail ed
aspects of analytical characterization, has been
i nval uabl e as we have worked to educate pharnacists
and physicians on the fundanental differences
bet ween t he approval net hodol ogy of biosimlars as
conpared to new nol ecul ar entities.

Vi zi ent woul d ask FDA for additional
i nformati on concerni ng bi ol ogic production. Right
now, given the tremendous desire for increased
transparency i n pharmaceuti cal nmanufacturi ng,
i ncluding the origination source of APl due to our
| ingering history of drug shortages, as well as the
concerns about coronavirus outbreak, while these

i ssues are not primarily inpacting biologics, there
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is additional transparency that woul d be hel pful
addressing any lingering concerns about biosimlar
quality and safety.

One of the biggest gaps we found regarding
bi ol ogi ¢ manufacturing understanding is the fact
that all biologics, originator or biosimlar,
denonstrate variability. |In Europe, where this
information is disclosed, the content referring to
the clinical literature has been very infornative
i n educati ng pharnaci sts and physi ci ans.

Therefore, we would ask if the FDA coul d provide

i nformati on on manufacturing changes related to

U S biologics. It would further the understanding
that the nonitoring of biologic variation through
anal ytical neans is not novel to the biosimlar
experi ence.

As has been di scussed today, there are
chal | enges associ ated wth payer rei nbursenent
deci si ons, which i npact providers and nost
importantly patients. Beyond educational issues
and nessages questioning the validity of the

approval nechanism biosimlar adoption continues
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to be del ayed due to vari abl e coverage and paynent
policies. It is one of the nbst substanti al
hurdles facing the market and wll continue to
requi re appropriate attention and focus, and we
woul d appreci ate any gui dance from either agency on
ways to further conversation regarding this hurdle
with the appropriate audi ences.

We appreciate FDA's and FTC s | eadershi p and
wor ki ng col | aboratively to support a nore
conpetitive approval | andscape for biosimlars.
Thank you.

MS. | KENBERRY: Thanks, and sorry for the
m X- up.

Next i s Kathleen Arntsen.

MR, GREENBLATT: Hello. M nane is Corey
Greenbl att, and |I' mrepresenti ng Kat hl een Arntsen
from LADA and ASBM Before | begin, | just want to
say | have no disclosures to nake today regarding
nmy comments on behalf of Lupus and Allied D seases
Associ ati on.

Good afternoon and thank you for the

opportunity to provide our unique patient
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viewpoint. Biosimlars hold tremendous prom se and
t herapeuti ¢ advant ages for people like us, just as
bi ol ogi cs have revol utioni zed treatnment for
mllions of individuals living with life-altering
di seases.

Lupus is an extrenely conpl ex, chronic
i nfl ammat ory aut oi nmune di sease affecting virtually
any organ system of the body wth few approved
drugs, no known cause or cure, and a challenge to
live with and treat. There is no cookie-cutter
approach to treat intricate patients |i ke us, and
it requires access to the entire arsenal of
treatnents and open and transparent conmuni cation
bet ween us and our providers.

In order for biosimlars to reach their
potential and i nprove stakehol der engagenent,
educati on, and access, we need to ensure confidence
that biosimlars are as safe and as effective as
the reference biologic products anpng pati ents,
heal t hcare providers, pharnacists, payers, and
ot her stakeholders while prioritizing patient

safety and affordability.
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We are pl eased that the agency has finalized
gui dance for interchangeabl e bi ol ogi cs by
clarifying safety, efficacy, and i munogenicity
nmet hodol ogi es by requiring manufacturers to conduct
vigorous nmultiple swtching studies that alternate
between a biosimlar and its reference product. W
are also thrilled that the FDA supports robust
phar macovi gi | ant nechani sns for postnarketing
safety nonitoring of an interchangeable in order to
not dimnish efficacy and patient safety.
Devel opi ng an aggressi ve postmarketing tracking
systemw || also help to guarantee stakehol der
confidence and facilitate market uptake while
establ i shing a | ongitudi nal el ectronic nedical
record.

We suggest that you consider adopting
nmet hods such as apps on el ectroni c devi ces and
patient-reported outcones to nonitor real-world
events. Engaging patients and teaching themto be
nore proactive in their care will be enpowering and
can help dimnish any | ack of trust.

Bi osimlars have the potential to pronote
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greater price conpetition anong biol ogics, and we
hope that they are nore affordable, but the
variance in term nol ogy when referring to
biosimlars is both confusing and a hindrance.
St akehol der adopti on of nobre uni form | anguage such
as the FDA's would foster nore confi dence.

One of the biggest inpedinents to the
advancenent of i1innovative therapies is the
over abundance of egregi ous payer utilization
managenent policies such as step therapy and
non- nedi cal switching protocols. These
cost - cont ai nnent neasures i npact provider ethical
obligations by requiring themto follow a set
course of care regardless of their best personal
j udgment .

As an individual who is harned by step
t herapy, | am concerned that patients who are
stable on any drug will be switched for non-nedi cal
reasons, and in particular those doing well in a
biologic will be switched to a biosimlar that has
not been determ ned to be interchangeabl e.

We urge you to establish robust patient

A Matter of Record
(301) 890-4188




10

11

12

13

14

15

16

17

18

19

20

21

22

297

saf eguards by applying strong scientific safety
standards, stating that swi tching of stable
patients should only be determined by the treating
provider and the patient, and facilitating dial ogue
anong mul ti st akehol ders, including payers. W ask
you to reach out to other federal agencies and work
wth themto devel op sound policies that address
such i ssues.

In closing, | want to reiterate that we are
unwavering in our belief in the sanctity of the
doctor-patient relationship and that only providers
who are famliar with an individual's personal
medi cal history should be nmaki ng treatnent
deci sions. Patient safety nust be first and
forenpost in choosing the nost appropriate therapies
for any person with conpl ex nedi cal conditions.

We have faith that we can advance
biosimlars while still allow ng physicians to make
decisions in the best interest of their patients.
Sonetines that decision is to keep a patient on a
successful biologic throughout their therapy;

sonetines it is swtching to a biosimlar or
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starting a naive patient on a biosimlar.

There are mllions of people who could
benefit from access to i nnovative therapi es now and
many nore in the future who are yet to be
di agnosed. W need to work together to make that
happen. W thank you for the opportunity to share
our perspective and appl aud the FDA for continually
recogni zi ng the inportance of the patient voice
during the regul atory process. Thank you.

MS. | KENBERRY: Thank you.

Qur next speaker is lan O ekondy,

AdConpl yRx.

MR. OREKONDY: Hello. Thank you for the
opportunity to comment today. M nane is |lan
Orekondy. 1'mthe founder of AdConpl yRx. We work
Wth industry to nmonitor prescription drug
advertising and identify ads that appear to
i nadvertently infringe on FDA gui dance so t hat
firms can fix them Currently, we have a focus on
digital ads and search engi ne marketi ng.

My input is specific to the draft gui dance

for pronotional |abeling and adverti sing
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consi derations for prescription biol ogical

ref erence products and biosimlar products.
Earlier we heard about Dr. Google and the

i mportance of patient education and healthcare
pr of essi onal education around biosimlars.

Dr. CGoogle is often the nunber one driver of
traffic to a prescription nedication's website
where patients can | earn about a specific
biosimlar or biosimlars in general.

We al so note that there was an FDA war ni ng
letter issued | ast nonth that was specific to
search ads on Google, so our request is that the
final guidance docunents specifically get into how
this biosimlar guidance would apply to internet
mar keting platforms with character space
limtations; for exanple, Google and Twitter.

Addi tionally, how woul d this guidance apply to,
quot e/ unquot e, "brand-connected ads,"” that is ads
that do not nention any brand within the ad itself
but then link directly to a brand.com website.
These are inportant questions that inpact

virtually all prescription biologic and biosimlar
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brands. W can el aborate on the specific scenarios
where we bel i eve nore specific gui dance woul d be
useful when we submt our coments via the public
docket, and we thank you again for the opportunity
to comment in person today. Thank you.

MS. | KENBERRY: Thank you.

Qur next speaker is G egory Schimzzi,
Coalition of State Rheunatol ogy Organi zati ons.

DR SCHIMZZlI: Yes, hello. M nane is
Gregory Schimzzi, and |'ma board-certified
rheumat ol ogi st with 39 years of experience in
private practice. |'m speaking on behalf of the
CSRO, which is a national organi zati on conposed of
state and regi onal rheumatol ogy societies in the
U.S. and Puerto Rico.

To date, sone rheumatol ogi sts have
experi enced occurrences of adverse effects or
decreased efficacy of biosimlars, but the vast
maj ority of rheunatol ogists do not believe that
biosimlars are inferior. W also have not
observed noticeabl e deceptive nmarketing practices

or received disparaging information on biosimlars
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in our offices, at educational neetings, or seen
themin journal advertisenents. Therefore, we do
not believe that these are responsible, to a
meani ngf ul degree, for the inpaired patient access
to these products. W do see significant access
I ssues devel oping as a result of other marketpl ace
pl ayer activities.

I ncreasi ng patient access to these
medi cati ons can only be achieved if cognitive
distortions in the marketpl ace are addressed.
Devel opi ng renedi es that disregard and ignore
mani pul ati ons designed to naxim ze profits from
fees, rebates, and other schenes that greatly
i npede access may not be successful. W believe
t hese activities, which are at the core cause of
formul ary design, far outweigh the inpact of

decepti ve nmarketing on patient access.

Formul ary changes are rarely, if ever, based

on conparative clinical outcones, or studies, or
safety, or tolerability, or even whol esal e
acquisition costs, but rather on profitability to

the insurer, the | arge pharmacy, and PBMentiti es.
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The preem nent access barrier to address is the
control of an overly consolidated industry of
unregul ated m ddl enen with unfettered power,
demandi ng ever-increasing tolls from patients,
conmmuni ty pharnmaci sts, and manufacturers, al nost
always to the detrinment of patients' and
physi ci ans' therapeutic options and the quality of
health care. Described earlier as one of the bad
barriers, these are also a major driver of rising
nmedi cati on costs.

This should not be allowed to continue. It
is gratifying to hear that the FDA and FTC are
aligned wth our own goal here. W urge addressing
t hese reprehensi bl e and egregi ous i nsurance and PBM
behavi ors, much of which exists due to
overconsol idation. These abuses need to be
addr essed either through existing authority or by
requesting additional authority where needed and/ or
petitioning statutory sol utions.

We nmust end the profiteering inherent in the
current fornul ary design process by insurers, |arge

phar macy, and PBM congl onerates. These are the
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main barriers to a fair, robust nmarket of biologic
medi cati on access and indeed to all nedications.
Thank you very nuch.

MS. | KENBERRY: Thank you.

Next, Laura Brand, Biosimlars G obal
Commerci al Lead, Angen.

MS. BRAND: Good afternoon. M/ nane is
Laura Brand, and |I'mthe biosimlars gl obal
commercial | ead at Angen. Thank you for all ow ng
me to share Angen's perspective on a topic of
critical inportance to the future of our nation's
heal t hcare system

As a manufacturer of both innovator and
bi osim |l ar products, Angen shares a deep conm t nent
to the FDA's and FTC s goal of pronoting a
robust-to-conpetitive marketpl ace for biol ogical
products, including the adoption of biosimlars.
Al t hough the U S. narket for biosimlars is still
maturing, it is conpetitive.

The FDA has approved significantly nore
biosimlar products in the first nine years since

the U S. pat hway was established conmpared to ot her
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regi ons such as Europe, and there are currently
over 80 biosimlar prograns enrolled in the FDA' s
bi osi m | ar product devel opnent program Angen
believes this reflects robust manufacturer interest
in the current market opportunity under current
paynent and coverage systens.

Patients in the U S healthcare system have
benefited from consi derabl e cost savings as a
result of biosimlar products already in the
mar ket. Conpetition in the marketplace is likely
to yield additional savings as nore biosimlars are
| aunched t hr oughout 2020 and the com ng years.

Cost savings are just one benefit of
biosimlars. Biosimlar manufacturers can al so
benefit the market by offering inproved patient
choi ce by conpeting on delivery devices and i nprove
reliability of supply. Wth this portfolio of
10 biosimlar products and devel opnent, i ncluding
four approved by the FDA, Angen is commtted to
del i vering potential savings and expanded treat nent
options to patients.

In Angen's experience, a level playing field
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t hat encourages conpetition, not only with
i nnovat or products but al so anong biosiml ars,
creates a robust and sustai nabl e market place. This
head-t o- head conpetition drives neani ngful cost
savi ngs and al so supports continued i nnovation to
expand bi ol ogic treatnent options for providers and
patients. Qur experience denponstrates that the
current regul atory and rei nbursenent policies for
biosimlars are working to pronote conpetition.
Angen has faced conpetition frombiosimlars
for innovator products since 2015. Currently,
three of our innovator products, Neupogen,
Neul asta, and Epogen, conpete against nultiple
biosimlars. Biosimlars of Angen's Neupogen
product together sell nore units than Angen, and a
Neupogen biosim |l ar conpetitor has obtai ned
preferred status over Neupogen wi th several
formul ari es, even though this conpeting biosimlar
does not have an interchangeability designation.
In 2019, Angen | aunched the first
t herapeutic oncology biosimlars in the US. The

list prices for both products are markedly | ower
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t han the average sales price of the respective

ref erence products, generating significant cost
savings for patients and payers. Angen's two

bi osim |l ars are gai ni ng adopti on qui ckly, having
each secured approximately 20 percent share of the
mar ket in just over six nonths as recently reported
by the Bernstein report.

These exanpl es denonstrate the current
policies, for exanple separate coding, are
supporting biosimlar uptake and encouragi ng price
conpetition. At Angen, we believe the long-term
viability of industry depends on a conpetitive
mar ket pl ace in which patients, providers, and
payers have a real understanding of and confi dence
i n biological products, including biosimlars.

We share the FDA's and the FTC s goal of
pronoti ng stakehol der confidence in biosimlars
t hrough scientifically accurate educati onal
outreach. Such educational initiatives are crucial
to preserving patient choice, driving uptake of
bi osimlars, and supporting a sustai nabl e

mar ket pl ace.
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In summary, conpetition is robust,
bi osim |l ar market share is increasing, and prices
are com ng down. Angen remains fully commtted to
t he success of biosimlars within the U S
heal t hcare mar ket pl ace. Thank you.

MS. | KENBERRY: Thank you.

Qur next speaker is David Balto, Coalition
to Protect Patient Choice.

MR BARLON Hi. Good afternoon. This is
Andre Barl ow on behalf of David Balto, a public
interest attorney and the founder of the Coalition
to Protect Patient Choice, an entity that
advocat es on behal f of consuner and pati ent
advocacy groups. W' re al so speaking on behal f of
consuner acti on.

We are appreciative of the opportunity to
provi de comments today and we commend the FTC and
FDA's efforts to work together to pronote
bi osimlar conpetition, which wll hopefully result
in patients having increased access to nore
affordabl e drugs. Biologics are essential for the

treatnent of serious debilitating and
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i fe-threatening di seases.

Wiil e fewer than 2 percent of all
prescriptions are for biologic drugs, they account
for alnost 40 percent of all drug spending. In
ot her words, biologics are extrenely expensive, and
they are the fastest grow ng segnent of drug
spending in the United States. The expectation 10
years ago was that a robust biosimlar nmarket would
substantially | ower the price of biologic drugs.

It has been estimated that biosimlars can save
U.S. consuners $54 billion by 2026.

I n Europe, where biosinmlars have entered
the market, biologics such as AbbVie's branded
bl ockbuster Hum ra has been di scounted by
80 percent. Unfortunately, biosimlars have faced
nunmer ous obstacles in obtaining commercial success
in the United States. There are a nunber of
anti conpetitive behaviors, or shenani gans,

i ncl udi ng sanpl e bl ockage, patent thickets,
pay-for-del ay agreenents, and rebate walls. W
would like to highlight rebate walls because we do

not believe that they're getting enough attention.
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We believe the agencies need to use their
enf orcenent nuscle to prohibit rebate contracting
practices that block biosimlars from conpeting on
drug fornmularies. There is increasing evidence
that rebates actually raise the cost of
prescri ption drugs.

What is inportant to understand about these
rebates is that they are not discounts for
patients. Because the rebates go to PBMs and pl ans
rat her than to consuners, payers have perverse
I ncentives to negotiate higher list prices so they
can secure higher rebates without regard to patient
wel | -being or patient cost. These rebates actually
i ncrease patients' cost because the patient's
coi nsurance is based on the inflated list price of
the branded drug. |If the patients had access to
| ower cost biosimlars, their co-insurance costs
woul d go down.

How does a rebate wall work? A rebate wal
or trap is erected when an i ncunbent nmanufacturer
uses existing market power to secure preferred

formul ary access for its drug by offering
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vol ume- based rebates to PBMs and plans on the
condition that they deny or Ilimt the fornulary
access of rival drugs.

The rebate is bundl ed across nultiple
products, indications, and/or therapeutic
specialties, the breadth of which cannot be matched
by a newrival. The rebate wall, a manufacturer
wth a dom nant incunbent drug, can prevent entry
of a newly approved biosimlar even if the
biosimlar 1is offered at a greater rebate or for
free. That's because the new biosimlar has few
prescriptions, if any, so even a |larger rebate wll
not overcone the potential |oss of the rebate
dollars fromthe market-I| eadi ng product.
Biosimlars | ose because they can't get on a
formulary. Patients | ose because they do not have
access to | ower cost drugs.

A related practice that keeps patients from
detaining access to biosimlars is step therapy,
al so known as fail-first policies, whereby patients
are forced to try a drug preferred by the payer

bef ore bei ng approved to use a drug originally
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prescri bed by their doctors.

Remar kabl y, nost heal th pl ans have
instituted fail-first policies for new biosim|lars,
meani ng that a patient nust fail on a nore
expensi ve branded product before the plan w |
cover a biosimlar of that sane branded product.
This is noteworthy because, historically, generics
whi ch are | ess expensive than branded drugs have
been the first option on the fail-first policy.
One explanation for discrimnation agai nst
biosimlars is that PBMs and health plans secure
significant rebates from branded drugs.

In short, the FTC needs to prioritize
i nvestigations of rebate walls and step therapy
rul es, which can be used to forecl ose biosimlar
conpetition, which limts patients choices and
rai ses patients costs. Thank you.

MS. | KENBERRY: Thank you.

Qur next speaker is Jocelyn Urich, deputy
vice president at PhRVA

MS. UURICH Hello. Thank you. M nane is

Jocelyn Urich, deputy vice president of nedical
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i nnovation policy at PhRVA. | appreciate the
opportunity to represent PhRVA and our menber
conpani es at today's Wirkshop on a Conpetitive
Mar ket pl ace for Biosiml ars.

PhRVA represents the country's | eadi ng
I nnovati ve bi opharnmaceuti cal research conpani es,
whi ch are devoted to di scovering and devel opi ng
medi ci nes that enable patients to live | onger,
heal t hi er, and nore productive |ives. Consistent
wth that m ssion, PhRVA is dedicated to advanci ng
policies that pronote innovation and conpetition in
t he bi ol ogi cs and bi osim |l ars narket pl ace.

Wiile the BPCIA is | ess than a decade old
and biosimlar developnent is significantly nore
conpl ex and expensi ve than generic drug
devel opnent, the benefits of the BPCI A on
i nnovation and conpetition are already bei ng seen.
As of today, there are 15 biosimlars on the market
conpeting agai nst 7 i nnovator biologics, wth an
addi ti onal 10 approved by the FDA coning to the
mar ket over the next several years.

In addition, the upcom ng transition of sone
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products to |licensure as biologics and the recently
enacted change to the definition of biologic wll
provi de additional opportunities for nore

bi osim |l ar applications and patient choi ce.

Publicly avail able data on the current U. S.
mar ket has shown that in every case where a
bi osimlar has entered the marketpl ace, both the
average sales price of the biosimlar and the
i nnovat or bi ol ogi c have decreased, and as noted by
the FTC, basic econom c principles support that
this indicates the conpetition is indeed |l eading to
| ower prices, increased consuner access and choi ce,
and i nnovati on.

PhRVA supports FDA's efforts to inplenent a
sci ence-based approach to regulating biosimlars
that both ensures patient safety and facilitates a
robust biosimlars market, and we believe it is
critically inportant to ensure the long-term
stability of the BsUFA t hrough fi nanci al
transparency, efficiency, and accountability.

We al so support many aspects of the FDA' s

biosimlars action plan. |In particular, we concur
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wi th FDA that physician education and experience
wth biosimlars will be critical for fostering

bi osi m | ar uptake, and we appl aud conti nued efforts
to devel op effective communi cations to i nprove
under standi ng of biosiml|ars anpng patients,
clinicians, and payers.

PhRMA bel i eves that FDA and FTC have a
robust set of authorities available to themto
continue to foster conpetition and encourage the
mat uring biosimlars market. To further support
the market, we believe policynmakers and
st akehol ders shoul d take the foll ow ng additional
steps. First, we should increase transparency for
certain patents on biol ogi c products consi stent
wth what is currently available in the FDA Orange
Book for drug products.

Second, to the extent there were issues with
access to sanples, the recent enactnent of what had
been previously referred to as the CREATES Act may
facilitate access to sanples, which in turn wll
facilitate biosimlars entering the market.

Third, we believe that policymakers shoul d
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address barriers to appropriately structured
alternati ve paynent nodels, particularly in

Medi care, that have the ability to increase
conpetition anong i nnovator and biosiml ar

products. And finally, policynakers nust advance
meani ngful rebate reformthat would renpove barriers
to biosimlar uptake and pronote access and
conpetition.

In enacting the BPClI A a decade ago, U.S.
pol i cymakers rightly sought to bal ance i ncreased
conpetition with policies that support the United
States' leading role in finding new treatnents for
patients. By allowng the market to continue to
evol ve and enacting policies that support this
evolution, we'll continue to see biosimlars
benefits for patients and society. Thank you.

MS. | KENBERRY: Thank you.

Next we have Corey Greenbl att, nanager of
policy and advocacy, d obal Healthy Living
Foundation. Hi, again.

MR. GREENBLATT: Hello, again. Before I

begin, | just want to disclose | have no
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di scl osures to nake regarding ny travel here today.
The d obal Heal thy Living Foundation accepts grants
and charitabl e contributions from pharnmaceuti cal
conpani es, the federal governnent, private
f oundati ons, and individuals. The organi zati on has
received scientific briefings from pharnmaceuti cal
conpani es as well as our independent medi cal
advi sory board.

Good afternoon. M nane is Corey
Greenbl att, and I' mthe manager of policy and
advocacy for the d obal Healthy Living Foundati on.
On behalf of GHLF, | want to thank this commttee
for allowng ne to speak. GHLF is a 20-year-old
501(c) (3) organi zation representing chronically il
patients and their caregivers across the country.
GHLF works to inprove the quality of life for
patients living with chronic di sease by ensuring
their voices are heard and advocating for inproved
access to care.

The barrier for entry in the U S. biosimlar
mar ket has been too high for too long. Despite the

Bi ol ogi cs Price Conpetition and | nnovation Act, the
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U.S. is about seven years behi nd Europe. Not
havi ng a robust biosimlar narket is a failure in
U S health care. Patient and provider education
is one reason for this failure; economcs is

anot her.

Pati ents understand generic versus branded
drugs, but they do not understand biosimlars,
especially in the aggressive context in which they
are presented by insurers. Even nmany healthcare
prof essional s don't understand when to use
biosimlars and what the positives and negatives of
biosimlar use are. They are instead instructed
when to use them by i nsurers.

Switch biosimlar patients are required to
abandon a nedication that works with little or no
expl anati on, education, or counseling. The
heal t hcare provider gets a letter in the nail
telling themto switch the patient or the patient
wll pay the full retail price of their current
drug. This is obviously not the way to sell the
benefits of biosimlars to patients or physicians.

Governnment is being asked to favor one group
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of manufacturers naking biosinmlars over another
whi ch doesn't, with conplete opacity to the
patient. Qur hope is that the agencies wll work
to create a transparent environnent for the
patient, one that does not show a bias for
biosimlars or biologics, allows the patient to
directly benefit fromgeneric-like |ower price, and
feel positive about switching to or starting on a
biosimlar. W believe that only then will a
robust biosimlar market energe for chronically il
pati ents.

GHLF, the FDA, and other patient groups can
handl e the education issues around biosimlars if
you can clear up the economc inequalities. To the
patient, biosimlars are generic biologics. Your
job is to create the market that allows themto be
priced this way. W need a systemthat all ows
therapies to conpete based on clinical outcones and
costs to the patient, not a systemthat all ows
anticonpetitive practices such as rebates, rebate
wal I s, favorable pricing to physicians,

access-restricting formul ari es, co-pay accunul at or
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adj usters, and step therapy.

Non- nedi cal swi tching needs to be defi ned.
Pati ents and physicians should be able to
voluntarily non-nedically switch drugs when it
benefits the patient, not only the insurer and the
PBM |If a patient can save noney and their
heal t hcar e professi onal does not object, they
shoul d be allowed to switch brands, whether it's a
bi ol ogic or a biosimlar.

Forced non-nedi cal sw tching, which occurs
now, offers no quantifiable financial benefit to
patients, only profits to insurers. The patient is
the only one who shows up to the table with a
checkbook but no power. Everyone el se shows up
wth varyi ng degrees of power that are used to
protect profits. It is nearly inpossible to
identify any other market where the person paying
the bills has so little influence on the price of
t he product or the product itself.

You can change this by recogni zing the need
for strict regulation of insurance practices and

mar ket - based price lowering incentives to
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bi ophar maceuti cal conpanies. |If there's no
financial relief for patients fromwhat to themis
a generic drug, then biosimlar growh wll
continue at its slow pace conpared to other
generics and biosimlars in other countries.

We thank the FDA and the FTC for enphasi zi ng
t he val ue of the patient perspective through public
meetings, and we wll continue to nobilize our
patient communities and create a better life for
those who wll benefit frombiosimlar therapies.
Thank you for your tine and attention. It is
greatly appreciated.

MS. | KENBERRY: Next is Fouad Atouf.

DR. ATOUF: Good afternoon. M/ nane is
Fouad Atouf. |'mvice president of gl obal
bi ol ogics at the United States Pharmacopei a, USP.
| appreciate the opportunity to present on behal f
of USP our comment on the conpetitive narketpl ace
for biosimlars. USP is an independent scientific
non-profit organi zati on dedicated to inproving
heal th through the devel opnent and di ssem nati on of

public standards for nedicines, foods, and dietary
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suppl enent .

Through a | ong-standi ng col |l aboration wth
the FDA, we have worked continuously to benefit
public health by facilitating broader access to
qual ity nedicines. USP supports FDA's and FTC s
effort to foster access to biosimlars and to
pursue initiatives that facilitate increased
conpetition to biological products. Furthernore,
we believe that our public standards serve an
inmportant role in fostering a conpetitive
mar ket pl ace.

First and forenost, USP public standards
hel p ensure quality nedicines. For exanple, USP s
qual ity standards for insulins have been used by
manuf acturers for a decade to neet quality
expectations. Additionally, USP standards provide
val uabl e information to biol ogi cal manufacturers to
support early devel opnent of new or biosimlar
products and address conmbn quality issues. These
standards can add flexibility by offering choices
of anal yti cal approaches.

Furt hernore, studies indicate that public
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standards help foster a nore conpetitive
mar ket pl ace for nedici nes because the standards
provi de transparency on the quality expectation for
medi ci ne, whi ch hel ps new manufacturers bring new
products to the narketpl ace.

USP st andards are devel oped in an open
transparent process. They're established by
I ndependent experts and scientific experts, and
devel opnent of the standards takes into account
public input. The expert who works with USP w ||
col | aborate closely with stakehol ders and
gover nnment agenci es such as the FDA

USP is commtted to ensuring that our
approach evolves wth the science of biologics and
t he needs of stakehol ders by devel opi ng sol uti ons
t hat support the adoption of enmerging anal ytical
tool s for biological product innovation and
conpetition. W are currently devel opi ng standards
that are broadly applicable to classes and famlies
of bi ol ogi cal products and al so working on tools to
address quality of raw materials with an overall

goal to support analytical testing throughout the
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product life cycle.

USP is a convener and will continue to
convene stakeholders to identify areas of needs and
i nprovenment for devel opnent of biol ogi cal products.
In recent years, we hosted a series of roundtables
to address and discuss with the stakehol ders the
common quality chall enges and to devel op together a
set of solutions that address biol ogical products
t hroughout the product life cycle.

W will continue that convening role and we
plan to hold in the next comng nonth a series of
roundt abl es to address topics like ensuring quality
of biologics globally, but also ensuring quality of
i nsulins and ot her topics such as the role of
genom cs anal ysi s and personal i zed nedi ci nes.

We are very nuch interested in hearing from
t he FDA and FTC any additional topics you would
i ke to discuss wth stakehol ders and woul d be
happy to facilitate those discussions. Thank you
again for the opportunity to present, on behal f of
USP, our perspective. Thank you.

MS. | KENBERRY: Thank you.
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Laura McKinley, director of regul atory
policy, Pfizer.

DR. McKINLEY: Hello. Thank you. | am
Laura McKinley as she said, director of regulatory
policy at Pfizer, and we appreciate the opportunity
to present here today and appl aud the FDA-FTC
col | aboration to support appropriate adoption of
bi osim | ars.

The introduction of biosimlars in the U S
was i ntended to increase conpetition by providing
addi tional safe and effective biologic treatnent
opti ons, thereby reducing healthcare costs. This
goal will not be realized if patients and
heal t hcare professionals receive inconplete or
m sl eadi ng i nformati on.

I n August 2018, Pfizer filed a citizen
petition requesting that FDA issue guidance to help
ensure conmuni cati ons by sponsors concerning the
safety and effectiveness of biosimlars are
trut hful and non-m sl eadi ng.

In this regard, Pfizer appreciates the

i mportant steps FDA has taken to address
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m si nformati on, including the publication of draft
gui dance that specifically notes that reference
product pronotional materials should avoid
representing or suggesting that a biosimlar
product is |less safe or effective than its

ref erence product because it has not been studi ed
in all clinical indications and/or is not |icensed
as i nterchangeabl e.

The Federal Register notice seeks input on
pronotional materials for interchangeables. Pfizer
believes it is essential to avoid inaccurate
perceptions of the safety and effectiveness of
bi ol ogi cal products based on their |icensure
pat hway. Therefore, we encourage FDA to al so
addr ess i nterchangeabl e biosimlar | abeling and
pronotional materials to help ensure these to avoid
representing or suggesting that a biosimlar
product is |less safe or effective because it has
not been |icensed as i nterchangeabl e.

Pfizer fully supports the rigorous
eval uati on standards that FDA applies to all

products, including biosimlars, but believes
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further opportunities exist to optimze the
approval process for biosimlars wthout
conprom sing scientific standards.

For exanpl e, FDA has indicated they intend
to review and act upon suppl enent -seeking |icensure
for an additional condition of use in a 6-nonth
review tinme as opposed to the 10-nonth review tinme
frame outlined in the BsUFA Il goals letter.
However, the BsUFA Il goals letter is limted to
suppl enents with clinical data.

We think consideration should be given to
reduce even further the review tine for supplenents
seeking licensure for additional indications
supported by scientific justification of
extrapol ation in the absence of additional clinical
data. This would avoid unnecessary del ays in
pati ent access to biosimlars.

It would al so be beneficial to have further
gui dance regardi ng the post-approval process for
addi ng safety information to biosimlar labels. 1In
particular, Pfizer urges the agency to consi der

biosimlar safety | abeling updates that are
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consistent with the risk information in the
reference product | abeling as a CBE-0 subm ssi on.
Treati ng such updates as CBE-0's w il help ensure
important risk information is being dissem nated to
heal thcare providers and patients in a tinely
manner .

Finally, Pfizer is concerned about
anticonpetitive contracting practices by which a
bi ol ogi ¢ manuf acturer undertakes systemc efforts
to maintain unlawfully a nonopoly in connection
wWwth its reference products. The practice of
w t hhol di ng significant rebates for both current
and future patients, unless insurers agree to
bi osi m | ar exclusion contracts, effectively bl ock
coverage of biosimlars. Wthout such coverage,
providers are reluctant to stock biosimlars.

Further, anticonpetitive contracts
effectively conditioned on the providers not
purchasing biosimlars in exchange for discounts on
the reference or other products prevent physicians
fromtrying and patients from accessi ng

biosimlars. Pfizer again thanks FDA and FTC for
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conveni ng this workshop and for the opportunity to
speak.

MS. | KENBERRY: Thank you. That was our
| ast regi stered commenter. So with that, | wll
turn it over to Caty for final renarks.

d osing Renmarks - Catherine G ay

MS. GRAY: | have the best job of the day.

On behal f of FDA and FTC, |1'd like to thank
all the speakers and panelists and everyone in the
audi ence for participating in today's workshop.

Whet her you attended in person or via webcast, we
greatly appreci ate your attention and your interest
in today's sessions and presentations. 1'd like to
al so send out one | ast acknow edgnent to the nany
fol ks at FTC and FDA who worked tirelessly in
preparing for this neeting. Thank you for your

per si st ence.

As a rem nder, we strongly encourage you to
submt your conmments to the docket, which wll be
open until April 9th. If you would |ike any
details on how to submt your comments to the

docket, we have pl aced copi es of the Federal
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Regi ster notice announcing this neeting at the
regi stration table just outside the neeting room
A transcript fromthe workshop shoul d be
posted to the workshop website within 30 days. W
w Il provide copies of today's presentati ons upon
request and contact information about getting those
copies is also available at the registration table.
On that note, |I'mclosing the workshop.
Thank you again for participating and have a safe
trip hone.
( Appl ause.)
(Wher eupon, at 4:18 p.m, the workshop was

concl uded.)
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