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 >>CART Captioner: Standing by. 

 The webinar will begin shortly.  Please remain on the line [message is 

playing on the recording] 

 

 >> Female Speaker: The broadcast is now starting.  All attendees are 

now in listen only mode. 

  

 >> Female Speaker: This is the United Spinal Association.  This is our 

webinar series.  An Understanding of Biologics & Biosimilars.  And we'll 

give a little bit of time for additional people to dial in and we'll get 

started.  Okay.  Why don't I get started right now.  Again, thank you 

for joining us.  My name is Alex. I'll be your moderator today.  Today's 

webinar is one of a continuing serious that United Spinal Association is 

hosting. 

All webinars are archived at web link you see on the screen.  For 



future reference, you can always go there and take a look at materials 

related to all of these webinars that we do.  We'll have some time at 

the end of today's presentation for questions. 

At the end of today's presentation.  You can use the questions -- 

there's a question box on the right side of your screen that you can 

use to submit questions.  We'll have time at the end of the webinar to 

go through those.  If there are any remaining questions, we're happy 

to follow up on any of those questions that we didn't get a chance to 

respond to you. 

 

So let me go right ahead and introduce our two presenters for today.   

Hayden Rhudy - Director 

Therapeutic Area Strategies, AbbVie and a near decade long career 

prior to joining AbbVie.  Her work with AbbVie, neurology, 

endocrinology, and other area. 

And senior health director to Josh Hatch, senator from Utah.  A 

ranking member of the Senate finance empty.  Her responsibilities to 

manage for the Senate finance committee, and health, education, and 

labor and pensions committee.  Including the implementation of the 

Patient Protection and Affordable Care Act Emphasize Prior to Joining 

Senator Hatch, She Worked for United States Senator McKenzie of 

Wyoming.  And.  She Began Her Career on Capitol Hill Works for U.S. 

Senator Isaacson Out of Georgia.  Including a Range of Issued Related 

to Healthcare.  And she worked for the firm, a public relations firm.  



She received a BA, with a inter-disciplinary major in the areas of 

communication, lower economics and government.  And a matter of 

business and business administration from John Hopkins university.  

And twice awarded a fellowship with the Bryce hollow foundation.  

High standards and integrity between government and government 

releases.  In 2013 recognized as within of most 25 woman under 35.   

Emily Alexander - Director and Regional Lead 

U.S. Regulatory Affairs, Abbvie and she leads the biotherapy 

regulatory efforts in the United States.  She works with a cross 

functional team.  International, national, and state policies are focused 

on stations and based in sound silence.  Prior to joining AbbVie, she 

was an attorney in Washington, D.C., and advised pharmaceutical 

companies and related trade associations on the legal and regulatory 

implications on biologic and biosimilar pathways around the world. 

 

And also how they get approved and into the mark.  Emily was 

involved in the debate following the Biosimilar user fee act.  And holds 

a degree from the university of Virginia school of law, and a BA from 

Purdue university.  I want to thank AbbVie and appreciate their 

support of the council at the higher level.  And I really appreciate the 

relationship that we have with AbbVie. 

 

With that, let me hand it over to Hayden Rudy to -- Hayden Rhudy to 

start the preparation. 



>> Hayden: Thank you, Alex.  Looking forward to provide an overview 

and the difference between a biologic and a biosimilar and some of the 

policy and regulatory issues seen with biologic and biosimilars and how 

that impacts patients.  We'll start out with Emily providing an overview 

from the regulatory perspective, and then we'll wrap up and talk about 

some of the more specific policy issues.  Alex, I don't know how you 

want to discuss holding the questions, but perhaps we can hold them 

until the end.  First we can talk about the content and then answering 

the questions, if that's all right. 

>> Alex:  Sure, just to make a question or comment, the box is on the 

right side of the screen.  And we will Phoenix on those at the end of 

the webinar. 

 

And then -- we will focus on those at the end of the webinar.  For 

those needing closed captioning you can see the option on the box on 

the right as well.  Thanks, Hayden.  Taking away. 

>> Hayden: Today we have Emily Alexander to provide an overview of 

the regulatory issues and help to differentiate between a biologic and a 

biosimilar. 

>> Emily: Thank you, Hayden.  We're excited to be here.  We'll talk a 

lot today about biosimilars in that concept.  In order to first 

understand what a biosimilar is its helpful to sort of step back and talk 

about the types of medicines that are out there in the world today.  So 

let's say that you go into your physician's office, and he or she decides 



for whatever disease or condition that you have that you need a 

medicine of some type to help treat that.  There's really two types of 

medicines today. 

 

And one category is what are known as sort of conventional drugs.  

They're sometimes known as small molecule medicines.  Sometimes 

we refer to them as chemically synthesized medicines.  But 

conventional drugs, the small molecules are one type of medicine.  

The other type of medicine that your physician might choose for you is 

known as a biologic.  These are also sometimes known as large mule 

medicines or biologically sourced medicine some people also call them.  

And to really understand the impact of biologics, it's helpful to kind of 

contrast them to the other category of drugs. 

 

 

So we have an example of one type of a conventional drug on the 

screen here.  That's aspirin.  And it a little hard to see the molecular 

structure under the word aspirin, but that's sort of on purpose.  These 

are very small molecules.  But they have very simple structures.  You 

could draw out on a chalk board the molecule that makes up aspirin.  

And so here we talk about how they have 180 Daltons and zero amino 

acids.  Daltons are sort of a standard unit that we use to say how big a 

mule is, basically. 

 



And so 1890 Daltons is not very big.  If you think about an analogy to 

transportation, a bike is sort of a good analogy for conventional drugs.  

It's very simple we all tend to understood how a bike work, we can see 

the gear, and the wheels moving and it's not that challenging for two 

unrelated companies to make bikes that are similar, or identical.  

That's one way to think about it in terms of transportation. 

 

It's very simple.  Getting you from point A to point B but not a lot of 

complexity behind it.  And conventional drugs, these are a lot of 

medicines that you are all probably familiar with.  They're typically 

tablet.  Might be cream.  Sometimes they're liquids that you swallow.  

These are sort of your most well known types of medicine. 

 

These are through relatively simple chemical reactions.  Can you 

create the molecules through a series of chemical reaction sentence 

not unlike following a recipe step.  And if you follow, you will get the 

end result intended.  Making a small molecule chemically synthesized 

drug is now like that.  And they're very simple structures.  They're 

small molecules.  And they're made through pretty simple 

manufacturing processes. 

 

But then on the other side, in the other category I talked about are 

biologics.  And biologics are very large complex molecules.  So it you 

compare the mono-colonial antibody, which is one type of biologic, if 



you compare that to the sprain molecule -- and these are not to scale, 

and -- the monoclonal would be much larger.  It's much more complex 

and much larger.  If you look in the -- sorry, the recipes -- you look at 

the Dalton weight, and it's many, many more times larger.  Many 

more Daltons compared to the aspirin molecule.  The way we like to 

think about this for transportation analogy is thinking about the space 

shuts.  Just like a bike, it gets you to point A and point B.  A lot more 

complex and larger.  And a higher level if you will.  Often injected 

through a sir ring and auto injector.  And through an IV drip.  Syringe 

and auto injecter.  Why they're called biologics is because they're 

grown in living organism.  And they are grown and extracted from the 

plants, cells, and animal.  And so this is why we call them biologics or 

biologically sourced medicine.  For drugs, you're creating them in the 

lab through chemical reactions.  And biologics, you are using very 

advanced technology to have cells basically express or create this 

protein that's then you earning tract from the cell and make the 

medicine -- you extract from the cell and make the medicine.  For 

biologics, quite large, complex, and made through very, very complex 

manufacturing processes. 

 

 

And so there's a lot of different types of biologics out there in the 

world.  The majority of medicine on the market today are the small 

molecule drugs, the first category of medicine.  That's starting to 



change, and changing quite quickly.  Many drugs have been on the 

mark for many years.  It was not until the biotech revolution in the 

1980s and 1990s the potential to biologics, using living organisms to 

create medicine was well understood.  So today we have a lot of 

different categories of biologics.  These are some examples on the 

screen.  Anything from vaccines to monoclonal antibodies that we 

talked about, and those are one of the most complex types of 

biologics.  Insulins, interferon, and various types of hormones, 

including human growth hormones.  There's a lot of different types of 

biologics and they can be used to treat a wide array.  Cancer, multiple 

sclerosis, spasticity, respiratory diseases, cystic fibrosis, there's no end 

to the potential for biologics in the terms of the amount of diseases 

that they treat.  Respiratory diseases. 

 

And the focus is shifting to biologic given what they have shown in 

patients.  Hundreds of biologics are currently in development.  Some 

in clinical trials.  In all sorts of areas of unmet medical need, including 

diseases like Alzheimer's disease, ALS, and many other conditions. 

 

 

 

So we talked about when we went through the two different categories 

of medicine.  We talked about three ways that biologics are different 

from those small molecule drugs.  We talked about the size, the size of 



the molecule, and the complexity of the molecule.  And the 

manufacturing process.  The way they're made.  But all three of those 

differences mean that there's also a difference.  When we're talking 

about competitors coming along and trying to copy these products 

there is a difference. 

 

So if you think about a small molecule drug, often a brand name drug 

you may be familiar with.  After it's been on the market for some time, 

and the patent expires, other companies come along and make copies 

of that brand name or that originator medicine.  The medicine that 

came first. 

 

Le and in the first box you will see what we have talked about.  Small 

molecule medicines have simple structures.  They're made through 

relatively simple manufacturing processes.  They are not that sensitive 

to changes.  What I mean by that is the manufacturing process for a 

drug is a unrelated company, a competitor company comes along and 

tries to use a different process, for example, has different starting 

materials that they're going to use to make the medicine.  Because of 

this simplicity of small molecule medicines, you won't end up with a 

drastically different medicine at all, even if you are using two different 

processes. 

So even if the competitor company comes along and tries to change 

up the manufacturing process to make a copy product, you are still 



going to be able to get the exact same drug. 

 

And so unrelated companies, they can make identical copies of that 

brand name, originator drugs, that came first. 

 

And because it's an identical copy, what regulators like the fad do is 

they approve these generic -- like the FDA do, they approve on the 

basics of sameness basically.  If you can prove the small molecule 

drug is the same as the originator drug that came before, you will get 

approved. 

 

This is a relatively easy and in-expensive process to create a because 

of the simple structure of small molecule drugs.  So it's pretty easy to 

show that you are the same. 

 

The aspirin molecules in one of the earlier slides it's not too much of a 

burden that you have the same structure, and the same active 

ingredient. 

 

And because they're approved on the basis of sameness, that means 

the generic medicine will have the identical clinical effect as the 

originator medicine in any indication or disease. 

 

So we often refer to the term indication. 



 

What that means is that it's basically just the diseases that a medicine 

is approved to treat by FDA.  So a generic doesn't need to run a 

clinical trial this each indication or disease that the originator product 

is approved for because that drug likely works the same across all of 

those diseases and because its identical to the originator drug, we 

expect it'll work the exact same way.  For all patients no matter what 

disease they have. 

 

 

 

And so what this means is, because they're considered identical 

copies, you will often be given a generic copy through a.m. 

substitution.  So I am sure many of you are familiar with this concept, 

but what happens is your physician may write the prescription for the 

brand name or originator, small molecule drug.  But because these 

generics are considered identical, when you go to fill your prescription 

at the pharmacy, the pharmacist is often allowed to substitute a 

generic copy for the brand name version that your physician wrote the 

prescription for.  And, again, that's generally accepted in the United 

States and around the world because of the simplicity of drugs.  You 

can get the identical copy.  If you talk about biologics, there's a little 

bit of a contrast.  It's not possible to create the exact copy of the 

biologics.  We talked about how biologics have large, complex 



structures, and the fact that they're made with living things, they're 

grown in living organisms.  What this means is any small change in 

that process can have a potentially dramatic effect on the product that 

actually results.  Even small changes.  Changing the type of filter you 

use in a manufacturing process.  It could seem pretty innocuous but 

could have dramatic results in the end process.  The same thing if you 

change the temperature that you grow the medicine at, or changing 

the PH of the liquid that you grow the medicine in, very, very small 

changes can have a dramatic effect on the end product. 

 

And so what this means is other companies, they don't have access to 

the starting materials or the underlying process that the originator 

company uses.  And so they have to sort of recreate from scratch.  

They have access to the final Biologic on the market.  They often take 

that and then sort of try to reverse engineer and figure out what sort 

of process and starting the material of what they are going to use.  

But there will be some differences in the starting materials and in that 

process that they're using.  And this mean there is there will ultimately 

be some type of difference between the copy version The originator.  

So this is why we call them biosimilars as opposed to biogenerics or 

bioidenticals.  You can really only get a similar version.  It's possible to 

create -- impossible to create a identical. 

 

What we have is the situation where the differences and the products 



that result, they can result in small differences in clinical effect.  In the 

way that they work in a pavement.  -- in a patient.  Because biologics 

works in different indications with patients and you have small 

differences between the originator and the biosimilar, it's not 

automatic that the biosimilar version will receive approval of all of 

these indications.  That's really kind of a case by case basis.  

Something that FDA is currently trying to figure out.  For generics, we 

don't question it.  It's an identical copy.  So all of the indications, it 

can be automatically used for that.  But for Biosimilar, it's a different 

situation.  It's a much more challenging development process for a 

Biosimilar company because what companies are having to do is really 

look at these differences between the product and attempt to justify 

whether they have an impact or not on the clinical profile of the 

product.  So how it will ultimately work. 

And because of the complexity of biologics, we on the always 

understand which part of the molecule is critical for which disease or 

how it works.  It can sometimes be challenging to look at the two 

molecule, the originator and the biosimilar, and say, well, we see this 

difference, but what does that mean? 

 

 

We don't always have the answer to than.  And so that's why the issue 

of approval and all indications, as Hayden will talk about, has been 

particularly critical for biologics. 



 

There's also differences between drugs and biologics in terms of how 

the copy product or the follow-on product will reach patients.  And 

outside of the United States right now, a.m. substitution, where the 

pharmacist switches out, is not allowed for biologics.  Because, again, 

it's generally recognized that these are not identical copies, so 

automatic substitution is not appropriate. 

 

In the United States we have a little bit of a different situation.  No 

other country in the world has this.  But in the United States, the U.S. 

FDA, the Food and Drug Administration, has really two standards for 

biosimilars.  The first is it'll approve a product if it is highly similar.  So 

that is sort of the basic biosimilar approval standard.  The high degree 

of similarity.  Not sameness, but similarity. 

 

 

 

There's a higher standard that FDA has not defined yet which would 

pace basically mean that the product could be eligible for automatic 

substitution depending on the state rule.  But that's known as 

interchangeable. 

 

To show that you are interchangeable, you would have to show that 

you have the same effect in any given patient that could use this 



product. 

 

And that's a very, very high standard, and one that's hard for biologics 

to meet because of the complexity.  So we're -- for biologics to meet 

because of the complex.  We're waiting to hear from the FDA on the 

interchangeable.  But in the short-term, most biosimilars will not 

teemed interchangeable, at least -- will not be deemed 

interchangeable, when they're first approved and on the market.  To 

get access, is if the physician wrote the prescription for the biologic 

directly, rather than writing for the biosimilar, and having the 

pharmacist switch out for a different version. 

 

 

 

 

We're a little bit lucky in that generics have been in the U.S. for many, 

many decades.  So most of the science and the policy decision around 

generics are pretty settled. 

how we're going to approve them, how we'll name them, whether or 

not they could be automatically substituted.  All of those policy 

decisions were decided a long time ago. 

 

But starting in the 2000, policymakers, including the U.S. Congress, 

recognize that we needed a different pathway for biologics and their 



follow-on competitors.  Because the products raised different 

questions.  If you approved on the basics of sameness, that leads you 

to a series of policies. 

 

But if you are approved on the basis of similarity, some of those 

policies may need to be different. 

 

So FDA did not have authority to approve biosimilars until Congress 

created this special pathway for biosimilars, which is called the biologic 

price competition and innovation act.  This was passed as a part of the 

affordable care act.  The comprehensive healthcare reform in the 

United States. 

 

I think it's interesting.  We had the legislation in the United States for 

nearly five years.  It'll be five years next month.  We still don't have 

any biosimilars approved.  I think part of that is, again, the 

complexities of bringing the biosimilars to market, and also the 

complexity of answering some of the open-policy questions. 

 

 

 

These policy questions really have implications for all sorts of stake 

hold, particularly patients, but also pharmacists, physicians, insurance 

company, regulators.  So really there's a lots of stakeholders who are 



going to be affected by this new type of product in the market.  And 

Hayden will highlight some of these policy issues. 

 

 

  

>> Hayden: Thanks, Emily.  Today I will provide an over-for you.  

Now that we have a better understanding of the biologics, and 

difference between a biosimilar and a generic, and where we started 

and where we are today. 

 

I wanted to highlight four important issues that have been raised by 

patients advocacy organizations. 

 

So as advocacies yourself, and involved in organizations like United 

Spinal, we wanted to highlight for you the issues discussed and some 

of the things that need to be decided in the U.S. moving forward and 

what that impact will have on pavements.  The first is related to 

interchangeability.  And Emily did a good job of describing 

interchangeable. 

As recap, higher level of approval for a biosimilar which would suggest 

that it may be appropriate to automatically substitute the product. 

 

So there's two areas in policy that will be decided on in the U.S. as it 

relates it interchangeability. 



 

The first is the standard that FDA will require to determine if a product 

can be interchangeable.  And the second, whether or not the product 

at a state level can be substituted.  Currently, this is being debated in 

many state, possibly one that you are currently living.  Eight states 

pass the laws stating that -- many of the bills include requirements to 

communicate the change between a biologics to a biosimilar so that 

the patient and the physician are informed. 

 

This, again, will happen with the FDA or a product by-product basis.  

Determining if the product is interchangeable and each state members 

of Congress will consider legislation, most lick lie, this year and next.  

Deciding if an interchangeable product is allowed to be substituted.  

It's varying state by state, and will you most likely will hear of this 

locally, as the next is approved. 

 

Rigorous testing.  Many times people describe this as extrapolation -- 

indication extrapolation. 

 

What this means.  FDA will look a at a Biosimilar studied in one, 

maybe two diseases, for a product, a reference product, has many 

indications outside of the ones that have been studied in the 

biosimilar.  In some regulatory authorities outside of the U.S., they've 

decided it's appropriate to assume if it works in one disease it'll work 



in another.  For example, in Europe, extrapolation is used broadly.  In 

Canada, they have made decisions that only certain extrapolations can 

be allowed for certain diseases. 

So basically, allowing for a product to be approved as biosimilar only in 

the diseases where it's been studied and maybe another extrapolated 

and not all indications to the referenced product.  Here in the U.S., the 

FDA will decide whether or not a product will be approved as a 

biosimilar and if that product will be approved in all of the indications 

of the reference product or only a select few or only those that have 

been studied in the biosimilar.  So knowing that there's sensitivities to 

the different populations, for many of the indications and conditions, 

treated by biologics, which we discussed at the beginning, it's 

important to have the patient voice heard at FDA so they understand 

what impact it'll have once the decision is made and the were the 

available on the mark.  Especially in an interchangeable biologic that 

could be automatically substituted.  This is looking at whether or not 

testing is required in each, or whether the FDA will allow the product 

to be approved based on the data from the different diseases. 

 

 

 

And the next issue is naming.  As Emily mentioned before, some 

decisions were made around generics long, long ago and considered 

sound policy in the U.S. for many years. 



 

One of which is that when you have a generic, you call it the same 

product so it's not confused or considered any different than the 

referenced product.  Because they're the same. 

 

When you have a biosimilar that's not the same but only similar, 

there's a question on whether or not the FDA will decide whether or 

not biosimilars will be allowed to have the same name as the 

referenced product.  Many patient associate, and I believe including 

the United Spinal physicians, is that names should be distinguishable 

so as the new products come to market, and we go into the new worm 

of biosimilars being available in the U.S., we can totally distinguish any 

adverse reports for a biosimilar versus a biologic.  And those adverse 

events are reported appropriately and accurately.  This will help 

regulators find out if there's of an issue with a product that's been 

extrapolated or any product at all on the market in which patients are 

experienced an adverse event. 

This is important for patients, to know a they're taking, especially if 

the product is not the same but only similar.  This is yet to be decided 

in the FDA.  They have indicated they will make a decision on this 

year.  As we see the first biosimilar applications receive approval from 

the advisory committee earlier this year, we expect the first biosimilar 

to be approved in the U.S. to be marketed and expect at that time 

we'll have a sense of where FDA is on the issue of naming. 



 

So, again, this is an issue that will impact patients directly.  FDA has 

expressed A interest of hearing the patient view as well as many other 

stakeholders. 

 

We talked about this already.  The issue of substitution is critical at the 

state level.  Quickly distinguishing.  Interchangeability, rigorous 

testing and naming will be all decided at the FDA left. 

State legislatures would decide whether or not the biosimilar would be 

allowed to be automatically substituted and what the standard will be 

for the substitution.  And in addition, the states will determine blue the 

change or substitution will be accompanied by the notification and the 

nature of the notification. 

Whether the product before its switched, and whether or not you 

notify the patients before the product is switched or after, or what that 

communication looks like and what time frame.  These are critical 

issues that are being debated in the area of biosimilar. 

And they'll have a direct impact on pitches.  And are helpful for you to 

know as advocates and members of United Spinal and for your policy 

agenda of 2015.  And, Alex, I will hand it over to you, and stopping 

there, and discuss the call to action, and back to take questions at the 

end. 

>> Alex:  Thank you very much.  Very good.  Very informative.  So I 

will turn it over to call to action information. 



 

So based on all of the good information that Hayden and Emily 

provided, we actually have been addressing this issue here on the Hill.  

And with the FDA.  Over the last year, this is one of our issues that we 

brought to roll on Capitol Hill, our annual policy conference. 

 

And the issues that I put on this slide highlight the issue, summarizing 

it in part of what Hayden and Emily were both talking about. 

 

Obviously, the concern about patient or consumer safety and access to 

the right medicines for them and choice and full transparency.  We are 

urging -- United Spinal is a member of the a coalition called Patients of 

Biologic Safety and Access their website, bioSIM safety.org.  There are 

about 20 of us who are members of the group.  Clue including the 

United States foundation and hemophilia foundation, among others.  

They're really pushing the Food and Drug Administration to be a lot 

clearer with the guidance around this fairly new sector in the 

pharmaceutical industry.  So really want to make sure that our 

consumers, our members, are protected and that they're notified and 

that the choice is available and that they are educated on what is out 

there.  That there needs to be transparency from the FDA regarding 

the risks and the benefits of each type of therapy that's out there. 

 

 



So really, that's what the United Spinal is about.  That's what the 

coalition that I mentioned is about.  As you see, it's to ensure safety.  

It's to ensure choice.  And it must be based on sound science.  That is, 

there has to be clinical testing, and it has to be rigorous.  Our 

members, they're a range of position, ALA, spina bifida, and others, 

and there's a range of things related to the different diseases and 

everyone is affected differently.  Everyone is different.  One person 

with a certain type of MS may be impacted differently than another 

person with MS.  To the extent that FDA can do as much testing on 

different populations, different segments of the MS population, for 

example, not just MS as a whole, is all to the good for our members, 

for you guys. 

 

 

 

And, of course, again, the clinical indications are key to inform the 

consumer about risks and benefits.  That informs the labeling of each 

therapy.  So labeling is key to consumer education.  And so that's 

another key piece of our policy agenda. 

 

And then, as I mentioned, clinical testing is key.  And notifying 

substitutions. 

 

I mean, the consumer as well as the physician, there has to be 



notification to the consumer regarding any switch to different 

therapies. 

 

 

And there has to be a good track record, medical record tracking 

system in place. 

 

Obviously, you know we've been pushing the FDA for more data on 

different clinical trials so that folks can make informed decisions.  So 

that's what we're doing.  We're going to be sending another -- we sent 

out a letter to fad late last year and will do it again in are the next 

couple of weeks to highlight these issues, and we'll give you an update 

on this issue at our Roll on Capitol Hill Event in June.  June 7.  June 7 

through June 10, 2015.  Move on to the next slide, please. 

 

 

Thank you very much.  And Roll on Capitol Hill, as I mentioned, it's our 

conference that involves at least 100 advocates from across the 

country.  We have over 200 meetings with members of Congress on a 

range of issues, as you can see. 

 

It's a four-day event.  And education briefings from focus like AbbVie 

and others.  Advocacy training.  And our Hill meetings are all day on 

Tuesday with a great, a really good reception at the end of the day 



where we honor our congressional champions and we wrap up with a 

breakfast.  If you would like to see more information on this, go to 

that link and we'll be updated that website all the time with new 

information. 

 

You think also access an AbbVie PowerPoint that they did at Roll on 

Capitol Hill, and that's up there as well.  So that's helpful for guys who 

would like more information. 

 

 

 

And then let me go back to this final slide. 

 

 

So, again, just a reminder to you guys for questions.  If you would like 

to submit questions on the side, please do so.  And we can respond to 

those. 

 

I had a question in the meantime, if you could explain a little bit 

more -- Hayden, or Emily, or both -- regarding the process of labeling 

and why that's important to the consumer community.  If could you 

just explain a little bit about that.  That would be great. 

 >> Female Speaker: Sure.  When we talk about product labeling, 

we're typically referring to technical document called the prescribing 



information.  If you have ever visited a drug or biologic website, to 

learn more about the medicine or about your condition, you might see 

a link that says, prescribing information.  It's a very technical 

document that FDA and drug companies use to communicate all sorts 

of information about the medicine.  About how it's dosed, and what 

curriculum trials have been shown, and what is it called, how is it 

made, how does it work, what are potential side effects. 

 

And so pharmaceutical companies use this to communicate with 

physicians and pharmacists about the medicine and to educate them 

about this medicine.  But it also trickles down to the patient level too 

because a lot of the information that patients receive is based on or 

pulled from that labeling, that prescribing information document. 

 

So one of the things that FDA is going to have to decide in this case is, 

what is the label going to look like for biosimilars.  Because they're not 

really your traditional stand alone product, right? 

They get to piggybacking on the originators approval.  The originator 

comes first.  Does a series of clinical trials and each indication and 

each disease they're approved for, very lengthy research and 

development program.  And then it's approved. 

Biosimilars get sort of a shortcut to market, if you will, by showing 

that they're similar to that product that came before.  But that raises 

questions in terms of labeling.  So how will that shortcut, if you will, be 



described appropriately in the labeling.  And so just as an example, 

Hayden talked about the concept of indication ex-trap lakes. 

>> .  In some situation, it may be scientifically justified to approve a 

biosimilar in one indication, even if that was not studied in the 

biosimilars own curriculum trial. 

 

So what you see, for example, in Canada -- in its own trial.  In 

Canada, they explain the extrapolation.  They'll say, no, there's no 

clinical data for the biosimilar in this condition, but here is the 

justification for why it was approved in this condition anyway. 

 

But in Europe, in contrast, they don't mention the concept of indication 

extrapolation.  You can't distinguish when you go through the product 

labeling which diseases have been studied and which haven't. 

 

And so that's just one example.  We feel like the product labeling is a 

great opportunity for having transparency with physicians and patients 

to tell them what the products are and what they aren't. 

>> Alex:  Yes, that's great.  Thank you, Emily.  Hayden, did you want 

to add anything to that in 

>> Hayden: In terms of all of the policy issues we're talking about 

today, the question of why is this a debate, wouldn't we want to be the 

most transparent as possible? 

And I want to highlight the fact that a probably already obvious fact 



we have not implemented, there are a lot of savings expected around 

biosimilars and there's an expectation that with more biosimilars in the 

market, there's more competition.  And then patients will have better 

access to products.  And I think one of the things that regulators are 

trying to balance is to what level do we make these requirements 

knowing that we're trying to also reap savings.  There has to be a 

balance there.  And making sure that patient safety is prioritized over 

savings is one of clinical issues that the policymakers will have to 

decide.  One of the reasons why advocacy organizations like United 

Spinal and others that have been part of coalitions focusing on these 

topic, have been raising these issues so there's an promote balance 

and appropriate level of understanding as to what we're undergoing 

and why we're taking shortcuts and the purpose of the shortcuts and 

for what they mean to patients. 

>> Alex. 

Great.  Thank you, Hayden.  I see a question here.  What can we as 

consumer do to make sure these recommendations are enacted.  What 

I can say to you is that you can let me know.  And if you would like to 

share your information with me, about what you are experiencing, that 

would be great information to share with your Congress or 

congressional office to let them know what issues are you dealing with, 

and to highlight the importance of what we have been talking about, 

sending a letter.  I can put together a template letter for you, and you 

can attend in to your office.  And just keep me apprised.  If you want 



more information, we have our issue paper.  The United Spinal issue 

paper that is posted on our website.  You can just say go to 

unitedspinal.org, and go for the advocacy section for the papers and 

the biologics is listed there. 

So hopefully that answered your question. 

 >> Female Speaker: Alex, this is Hayden.  I want to highlight that 

with the policy issues, certainly issues that members of Congress 

would like to hear about, and are interested in and shown had interest.  

So much so that we have seen letters from the house and the Senate 

asking the FDA for clarity on the issues.  Most significantly, or the 

most common issue that they asked clarity on is naming but certainly 

all issues.  Labeling, interchangeability, and extrapolation have been 

raised.  Policymakers are engaged and hearing from the stipulates can 

help elevate the voices and remind them that their physicians that 

they're interested as well. 

>> Alex.  .  Absolutely.  Anything they hear is helpful.  I can follow up 

with the person who asked that question. 

 

Are there any other issues we would like to address before we wrap up 

here? 

 

 

 

 



Okay.  Well, thank you so much, everyone for dialing in.  We'll be sure 

to follow up with people with any additional questions they have. 

 

And thanks to be Abbvie for their good presentation of a loud of good 

information.  Thanks to be Abbvie. 

We'll continue to work for this for the members and the disability 

community.  Thank you very much, and we'll talk to you later.  One 

other point there's an upcoming webinar, coming up on February 9.  If 

you are interested, go to our webinar archive, and you sign up for 

webinar notifications.  You can get an e-mail to register.  That's 

actually on spinal cord injury and sexuality.  Please make a note of 

that. 

 

Okay.  Well, thank you so much.  And Hayden, and Emily, anything 

else you would like to add before we sign off here? 

 

 >> Female Speaker: No, but thank you for the opportunity. 

 >> Female Speaker: .  Great.  Thanks so much, everyone.  Take care 

and have a good day. 

Bye-bye.  [Webinar has ended]. 

 

 


