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Welcome to SmileTalk, an entertaining and informative dental
talk-show featuring the latest news and developments in dentistry.
I’m Salvador Gaytan and I’m here with...

Dr. John Chao, hi everybody.

From Alhambra Dental. Dr. John is also known as the friendly
dentists. Normally, we get started with our Rapid Fire Five, but
today we have an incredible show, very, very fascinating and we’re
joined in the studio with three students, 4™ year students from USC
School of Dentistry and they have a fascinating study about -- in
fact I’m not even going to say what it is, the study is called, and
I’m going to go here to Matt. What is the study called?

The title of our study is Oral Bisphosphonate Use and the
Prevalence of Osteonecrosis of the Jaw and Institutional Inquiry.

Excellent.

Now, Sal, repeat that please.

I’m not going to repeat that, but we’ll mention more what that
means, but | didn’t want to go into that. But anyway, I’m here with
Kyle Stanley. How are you doing today, Kyle?

I’m doing great, thanks for having us here.

And of course, here with Matt Caligiuri. How are you Matt?
Hello, very good, thanks.

And Sean Hofkes.

I’m wonderful, thank you.

Did I pronounce your last name right?

You did. It’s very German.

I did, okay, good. | want your other students to recognize who is
here. Okay, so, we’ve got these three fine upstanding young men
from the USC School of Dentistry, and it’s an incredible study
about bone loss and one of the most popular drugs used, called
Fosamax and they’re going to tell you what they’ve found and it’s

incredible. They’ve influenced a new packaging requirement by
the FDA. So, Dr. John, take it away.
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Okay. Today we’re going to talk about Osteoporosis and its side
effect, which is Jaw Bone Necrosis or Jaw Bone Death, that can
come about as a result of the taking of this drug. We’re going to
talk about this particular aspect of it. | want to make it relevant by
giving you this information regarding osteoporosis. It is not a
minor disease.

Each year this bone disease counts for 1.5 million new fractures.
Of these fractures, 250,000 are head fractures, the resulting
mortality rate exceeding 20% in women and 30% in men.

Recurring hospitalizations, increased office visits and often the
need for care at extended treatment facilities in people who have
sustained hip fractures, less than 25% of them regained full
function.

So, we’re talking about a drug that’s very, very important to our
society to prevent this kind of mishaps and harm that comes to so
many people. So, today we’re not talking about the lessened use of
this drug, right?

Correct.

We’re talking about the use of this drug, but we’re talking about
how we can control the side effects.

Exactly.

Of this drug. So, in what way would you say that this particular
condition, osteoporosis, has relevance to dentistry? Kyle, would
you answer that question for us?

Yeah, so this is Kyle Stanley here, and there’s over 10 million
Americans in the U.S. right now that have osteoporosis. A lot of
them being post menopausal women, and people in the 40 to 60
age range.

So, there’s just a large amount of people. So, the people that are
coming into dental offices now -- the doctors and the patients seem
to have this conversation between each other. It’s that everyone is
informed and knows what’s going on, which drugs they’re taking.

In what way does this drug impact dental treatment?
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With the drug, there are a lot of surgical techniques and
preventative measures that can be taken to prevent this
Osteonecrosis that’s happening, which is the bone death of the jaw.
So, a lot of it has to do with the dentist knowing what’s going on,
and also the patient.

Yeah, Kyle, we were talking about, let’s say, a patient who’s been
taking this particular drug in the form of Fosamax.

Yeah.

Right? And we’re concerned that a patient who is on this drug for
quite some time, maybe in high doses, is more prone to have
certain problems as a result of dental surgery. We’re talking about
that, right? So, in that way it relates to dentistry.

Right.

Yeah and so, Matt, would you tell us specifically what kind of
surgery can lead to this particular problem of Osteonecrosis of the
jaw, or death of the bone in the jaw?

Right, I’d be happy to. So, basically as Kyle had mentioned just a
minute ago, the surgeries or the dental procedures that tend to be --
to have the highest risk for developing Osteonecrosis of the jaw,
are invasive procedures, things like dental extractions, invasive
perio surgeries.

Now, what is perio surgery? | want you to explain that to us, Matt.

So, in general terms, perio surgery involves cutting a portion of the
gum, exposing the bone underneath to remove really stuck-on
calculus deposits and things like that. Basically it’s a risky
procedure for developing Osteonecrosis of the Jaw, because there
is so much exposure of the bone, and in that case more so than just
a normal cleaning, let’s say, that you go for every six months.

And also, I just want to mention that dental implants is another
procedure that tends to be -- place patients at a higher risk for
developing Osteonecrosis of the Jaw, if they’ve been taking a
Bisphosphonate such as Fosamax.

Now, let me stop you right there, because I’m just listening as an
audience. Osteonecrosis of the Jaw refers to what specifically for
the audience?
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Simply put, bone death. Portion of the mandible, the jaw bone or
even the upper jaw bone dies and the body essentially starts to
reject that portion of the bone. None of the patients that were not
taking Bisphosphonate, developed any signs of Osteonecrosis.

When you say Bisphosphonates again, we’re talking of drug, but
we’re talking specifically about Fosamax, which is the most
popular drug.

Right, the most commonly prescribed of these Bisphosphonate
drugs on the market right now.

Sean, would you tell us what happens when there is Osteonecrosis
or jaw death in the jaw bone following a jaw surgery? What
happens to the patient or what symptoms do you get? How do you
know it’s happening to your patient?

Right, right. Well, I mean, you can have different stages of
Osteonecrosis, and there’s three different stages. | mean, you can
have exposed necrotic bone, that’s actually asymptomatic, so...
Necrotic bone, meaning bone is dying.

Bone death, right.

Okay.

And stage two is exposed dead bone, that is associated with pain or
an infection. And stage three is actually where you have
Osteolytic, which means it’s the breaking down of bone, associated
with bone death, infection or an open fistula, which is a fracture of
the bone.

These patients have come in, severe pain. They require removing
some of the bone, going on antibiotics and going on a rinse, called
the Chlorhexidine rinse.

Yeah, so this is something we definitely want to avoid and if it
happens, there are ways to treat it, right?

Absolutely.
Kyle, how -- in what way does your study impact on this problem?

Well, previous reports by both the drug company and the
American Dental Association had said that there was a very low
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chance of the patient having the side effect, and our study found a
much greater chance of the patient having this bone death.

Now, you’re talking about the side-effects from Fosamax?

From the drug Fosamax, yes.

Okay, what was it alleged before in terms of the incidents of jaw
death as a result of dental surgery in the mouth, and what did you
discover as a result of your study?

It was previously reported by the ADA Expert Panel, and that’s the
American Dental Association Expert Panel, that the chance was
0.7 in 100,000 person-years and we found it to be 4%.

So, if you do the 0.7 in a 100,000, it’s .0007. It’s very low, so
everybody said, “Well, who cares if it’s so low? We found it to be
4%, which is a lot higher of a chance for the patients to have this
side effect.”

So, one statistic says that one out of a hundred approximately can
have jaw bone death as a result of dental surgery. Your study
shows something that’s much more alarming, because it’s like four
out of a hundred.

Well, they actually said, .7 out of 100,000, so that’s way less.

So, that’s less than one -- less than one to 100.000.

That’s way less.

Yeah, exactly.

But you found that actually it’s more like four out of 100.
Correct.

Now, how did you arrive at that conclusion, Matt?

Basically what we did was we -- at our school, we have an
electronic record keeping system, and all the patients’ care is

tracked on that, including what prescriptions they are taking, what
drugs they are taking and their detailed medical history.
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228 Basically, what we did was, we took a look at our entire patient
229 population at the school at the time of the study, which was about
230 13,000 patients.
231
232  Dr. John Chao: 13,000 patients over what number of years.
233
234  Matthew Caligiuri:  Actually, at that particular snapshot in time. So, at that particular
235 point in time, there were 13000 currently active patients.
236
237  Dr. John Chao: Wow, | didn’t realize we were treating that many patients.
238
239  Matthew Caligiuri: Right, yeah, it’s a large number. It’s pretty...
240
241  Salvador Gaytan:  This is at the USC...
242
243  Dr. John Chao: It’s major, this is just USC alone, right?
244
245  Matthew Caligiuri: At the USC Dental Clinic, yes.
246
247  Dr. John Chao: So, at any moment, there are 13,000 patients being treated by our
248 wonderful staff of students.
249
250 Kyle Stanley: Go Trojans, huh?
251
252  Dr. John Chao: Yeah.
253
254  Matthew Caligiuri: Right on, right on.
255
256  Dr. John Chao: And helped along by instructors such as yours truly to get the
257 service done, right?
258
259  Salvador Gaytan: Dr. John, you said you’re going to be equal opportunity, you will
260 invite some Bruins to be in the show.
261
262  Dr. John Chao: Yes, and our colleagues and students from Loma Linda.
263
264  Salvador Gaytan: Okay.
265
266  Dr. John Chao: So, this is -- the next show, we’re going to concentrate on the
267 education you gentlemen get at USC, and then to other shows later
268 on, when we are going to talk to student doctors from UCLA and
269 from Loma Linda.
270
271  Salvador Gaytan: Fantastic. For anyone just tuning in, you’re listening to SmileTalk.
272 I’m Salvador Gaytan, here with Dr. John Chao, the friendly
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dentist; you can reach Dr. John at AlhambraDental.com or 626-
308-9104.

Right now, we have three great 4" year dental students from USC,
and they’ve compiled an incredible study and a finding about the
drug Fosamax and some of the side effects that people have. A lot
of people are taking this drug for osteoporosis.

So, now Shawn is another member here. Now, Shawn, what was
your input on the study and what did you find -- what would you
advise people?

We would advise people, if you’re actually on the drug, to keep
your teeth healthy, floss, maintain your oral hygiene, brush your
teeth thoroughly with a soft tooth brush, because if you’re actually
taking this drug -- | want to say as a caveat, that if you’re taking
the drug, it’s imperative that you don’t stop taking the drug,
because you’re hearing this new data, that’s been revealed about
Osteonecrosis of the jaw, and possibly that as a side effect, because
you’re taking the Fosamax.

So, yeah, don’t stop taking the drug, but if you are taking the drug,
make sure that you’re consulting not only with your physician, but
also with your dentist to coordinate your treatment in such a way
that you’re going to get your extractions completed either a) before
you take Fosamax, or they can coordinate and treatment modify
your plan, that you can be taking the correct antibiotics, be taking
the correct rinses and basically having the correct protocol, so you
can prevent disease like this, Osteonecrosis of the Jaw, which is
dead bone.

This study is relevant to patients who are on this drug, because if
they do have to have jaw surgery in terms of extracting teeth or
implants put in and having gum surgery, they should be aware of
this possible side effect.

Kyle, would you tell us what relevance this might have to any
patient who is taking this drug, what should they be doing with
their teeth? Should they take better care of their teeth? What would
be your suggestion for the patients?

Yeah, like Shawn said, the biggest thing is take care of your teeth,
because we’re seeing this disease happening after surgeries, such
as extractions or having a denture. So, when you have your teeth,
take care of them, so you don’t have to get to that point where you
need these types of invasive surgeries.
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Yeah, so you could be instead of one out of 100,000 -- now, if
you’re taking Fosamax, you could be one out of 20.

Exactly.

Four out of a hundred, that could have a major jaw infection as a
result of jaw surgery, so you want to avoid that.

So, Dr. John, what would be if someone is taking Fosamax, and
they have some extractions and they have some necrosis of the
jaw, what would be the difficulties for them? How would that
manifest itself?

Well, you’ll have a -- as Shawn had said, you’ll have exposed bone
sometimes, that doesn’t heal, and then you’ll have different levels
of infection, and that will be needed to be attended to immediately.

And there are certain antibiotic therapy, that would need to be
instituted right away, to prevent a serious problem from
developing, because this could be major, right? It could lead to jaw
fractures and serious infection that can spread to the other parts of
the body.

So, now we’ve talked about how the patient should then really take
care of their mouth, particularly if you’re on Fosamax. Would you
tell us, Shawn, what are the prevalence of this disease in the
population? What kind of people are on this drug?

Well, there’s 10 million Americans, that we know of, that currently
suffer from Osteoporosis. Now this drug, Fosamax, is the 21% most
commonly prescribed drug out of all drugs that were prescribed in
2006. So, we know that there’s a great deal of patients that are on
Fosamax.

What age group are we talking about, generally speaking?
We’re talking about post menopausal women over the age of 40,
50, 60, men, 40, 50, 60. These people are very susceptible and
prone to fracturing their bones, because of lack of bone density.
So, is it more prevalent among women than men?

It absolutely is more prevalent among women than men. It’s
interesting actually -- we tend to see about a five year lag in
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developing Osteopenia, which is kind of the precursor to
osteoporosis, and then osteoporosis in men versus women.

So, the average woman, let’s just say, gets osteoporosis around the
age of 40, you could sort of infer that the average man then would
get it at about 45 or so, but it’s definitely a concern for both sexes.

Yeah, so this information, by the way, this information that we’re
putting out to the public, this is based on scientific studies, right?

Absolutely.
This is not just...
Three guys.

Not just three guys and some wild ideas, we like to make some
things up.

Four guys.

Do we actually know they’re USC students, Dr. John or they just
walked in?

I have my badge.

I’ve got my badge.

Now, this is based on serious study. Actually, I’m looking at
publications in front of me as I’m reading off these statistics,
because...

Well, now, Dr. John, tell them where their study was published.

This was published, right fellows, in the most authoritative journal
of dentistry in America, the Journal of the American Dental
Association. You can’t go higher than that, right? And it’s now
true that in every dental library of the world, there will be copies of
the Journal of the American Dental Association.

1’d like to think so.

I’m pretty confident that no library, a respectable library will not
have the Journal of the American Dental Association.
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And Sean, when was this published?
This was published January of 20009.
So, this year.

This year.

Yeah.

Isn’t it a fantastic phenomenal feather in your cap that your
research was published in such a prestigious magazine?

Well, it’s great to know that it hopefully will have a wider
distribution. It can get out to more dentists and really sort of spark
a conversation among more physicians and hopefully affect the
lives of more people.

And this is exactly what we’re doing, aren’t we? We’re going on
the air here and broadcasting this information to the general public
and hopefully that will stimulate more interest in this particular
matter.

And for anyone just tuning in, you’re listening to SmileTalk.
You’re listening with Dr. John, the friendly dentist and we have
three incredible students from the USC School of Dentistry.

From the incredible School of Dentistry at USC.
At USC.
I think we’re going to change the name.

Why not? Change the name. We’ve got Kyle Stanley, Matt
Caligiuri and Shawn Hofkes. There’s one other point I know you
wanted to get to, Dr. John, about how this study actually affected
the drug company Merck to change some packaging, isn’t that
right?

Yeah, to affect the packaging warnings on any drug takes a
phenomenal effort. There’s been battles fought on different kinds
of drugs, the anti-inflammatory drugs is one of the major battles.
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So, for this study to actually change the way the drug is labeled, is
a phenomenal, phenomenal development, isn’t that right? One of
you can answer that.

Yeah, well, I think it’s -- it just shows that the federal government
is taking this seriously, as we think that everybody should be
taking this seriously. 1t’s kind of giving us a, hey, take a look at
this. This is something that is not going away, it’s a problem that’s
been recognized as being bigger and bigger. We need to make sure
that the patients are informed, and doctors are informed,
pharmacists are informed.

Yeah, so the federal government, in the form of the FDA, has said
this drug’s label should be changed, because of this new
information that says that there is more bone death as a result of
jaw surgery, so therefore you should change the label. What does
the label say now?

Well, basically it’s acknowledging the fact this complication is of a
much higher potential...

Frequency?

Exactly, frequency, thank you than was previously thought, so that
it can no longer be sort of brushed under the rug as insignificant.

Yeah.

Now, were you guys surprised that the FDA actually took your
paper and actually did something with it?

Yeah, this. | think a little bit, I mean it kind of hits you.

We’ve been working on this research for about two and a half
years before it got published. So, it was really cool to see the
reaction that we got, a lot of -- not only our colleagues, even just
other students.

Faculty around USC are asking us for advice. | mean my dad, who
is a dentist, will call me and ask for advice if he has a Fosamax
patient. They talked about our paper in newspapers and on the
news, in the U.K. so, it’s...

Now, your heads are getting big, are they? [Crosstalk]
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Yeah, it’s really great that it’s being able to reach that many
people.

I want to give a shout out to Dr. Parish, who was our principal
investigator.

Absolutely.

I was just going to ask how this study was done? You worked
under Dr. Parish.

Dr. Parish.

Would you tell us who he is and what he does at USC Dental
School? We all know, but I want you to describe that.

He graduated, he has his DDS from USC School of Dentistry, he
went onto Ohio State University to get his specialty board certified
license as an Oral Maxillofacial Pathologist, and he’s been faculty
at USC for how many years, guys?

Oh, man, it’s a good question, yeah at least five. He’s now the
head of the Oral Biofilm Department at USC.

But he was very instrumental in us piecing this paper together.
So, he’s called the principal investigator.

Right, the PI as we like to throw around.

Not private...

Not private investigator, no, principal investigator.

Not Magnum or whatever.

Not Sherlock Holmes.

And so, he and -- are there other professors also involved in this?
Dr. Charles Shuler, who is now up at the university in British
Columbia. He sort of oversaw everything and he was a great

reviewer, had lots of great input and really working with those
professors and...
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Kyle Stanley: He’s the mentor, he’s the dean.
Matthew Caligiuri: Yeah, he’s the dean up in Canada, at British Columbia right now.

Dr. John Chao: So, he taught here at USC, and then he was invited to become the
Dean in a school in Canada. So, that’s a wonderful development
for him.

Matthew Caligiuri:  Absolutely, and it was great to be able to keep in touch with him. It
really was a humbling experience just being able to work with
these great professors and these great minds in the field, and kind
of just getting a different taste of research and a new appreciation
for it, 1 think, so it was a great experience.

Salvador Gaytan: Well, guys, we’re coming to the conclusion of this segment and
maybe we’ll have you guys stay over for a little bit of the next
segment. But, anyway the moral of the story is, what?

Kyle Stanley: Take care of your teeth, you’re going to need them.
Dr. John Chao: That’s right.
Kyle Stanley: Does that work, how’s that?

Salvador Gaytan: But if you’re using Fosamax, you need to be aware of
complications potentially with extractions and so forth.

Dr. John Chao: So, therefore keep your teeth healthy.

Salvador Gaytan: Keep your teeth healthy.

Dr. John Chao: See your dentist regularly.
Kyle Stanley: Get regular cleanings.
Dr. John Chao: Regular cleanings, if you’re one of the 13,000 going to USC, be

sure to go regularly.
Salvador Gaytan:  That’s right.
Dr. John Chao: Take care of your teeth, right? See your dentist regularly, and so

you don’t ever have to face the risk of having jaw infection
problems as a result of dental surgery.
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Salvador Gaytan:

Matthew Caligiuri:
[Crosstalk]
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Kyle Stanley:

Salvador Gaytan:

Dr. John Chao:
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So, basically, if people are taking Fosamax, they are only at
increased risk if they don’t take care of their teeth, but if they take
care of their teeth and they don’t need extractions.

If they don’t need extractions, yeah, they’re not really at a risk.

At least as far as we’ve seen in the labs.

Yeah, as far as we’ve seen, the risk comes when bone is exposed,
usually through surgery or dentures.

Excellent, well, Dr. John, what do you think of today’s show with
your Trojans, huh?

Great, we’re going to have -- the next show we’re going to
interview these three gentlemen. We’re going to talk about how
USC educates and produces new doctors. It’s really exciting.

I think you’re going to get the Bruins juiced up here. They’re
getting two segments.

Bring it on.

And we’ll give Bruins a fair chance, because they are a great
school.

Great school, absolutely.

Wonderful to talk about, as far as the Bruins are concerned, and
certainly Loma Linda is very highly respected in Southern
California and throughout the whole world. So, we’ll look forward
to those students coming also.

Fantastic. You’ve been listening to SmileTalk with Dr. John, the
friendly dentist and three students from USC School of Dentistry,
Kyle Stanley, Matt Caligiuri and Shawn Hofkes and we’ll see you
next week.

Good bye, everybody.
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