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GAO WILL INVESTIGATE FDA HANDLING OF RECALLS

%WITH EVERY BREATH

Congressional
watchdog will
launch inquiry into
agency'’s oversight
of medical device
recalls, including
Philips’ CPAPs

By Jonathan D. Salant
Pittsburgh Post-Gazette
Haajrah Gilani, Phillip Powell
and Juliana Ventura
Medill Investigative Lab

WASHINGTON — Congressio-
nal investigators are launching an
inquiry into the Food and Drug Ad-
ministration’s oversight of medical
device recalls for the first time in
years following reports that the
agency failed to issue warnings
about breathing machines capable
of sending hazardous particles and
fumes into the lungs of patients.

Blumenthal Durbin

U.S. Sens. Dick Durbin, D-I11.,
and Richard Blumenthal, D-Conn.,
urged the Government Account-
ability Office to investigate, citing
reports by ProPublica and the

Pittsburgh Post-Gazette that de-
tailed the role of the FDA in an on-
going health crisis that has threat-
ened millions of people in the
United States and around the
world.

The news organizations re-
vealed that the agency had re-
ceived hundreds of complaints
about breathing machines manu-
factured by Philips Respironics
long before the company an-
nounced a massive recall in 2021,
but took no action to alert patients
or doctors.

Philips withheld thousands of

additional complaints over the
course of 11 years while customers
who relied on the machines to
breathe reported respiratory prob-
lems, kidney and liver conditions,
and cancer, the news organizations
found.

“It’s clear from the Philips case
that information about patient
harm was known for years and not
properly shared or addressed,” Mr.
Durbin, who chairs the Senate Ju-
diciary Committee, said in a state-
ment. “We must ensure there is

SEE INQUIRY, PAGE A-7

A CENTURY IN THE MAKING

Dr. John Kauffman, dean of Duquesne University’s College of Medicine, far left, joins university President Ken Gormley, center, and future
medical students Rose Trimpey-Warhaftig and Jacob Dimenbort at the official opening of the university’s College of Osteopathic Medicine. The

inaugural class of 85 students will begin their studies at the Uptown center in August.

A NEW DAY
AT DUQUESNE

University opens medical school with
a focus on region’s high-need areas

By Anya Sostek
Pittsburgh Post-Gazette

In 1910, Duquesne University
— then called Pittsburgh Catho-
lic College — was looking to ex-
pand by adding a law school and
amedical school. The law school
started the following year, but
the medical school couldn’t get
enough community support, due
to the belief that one existing
medical school in Pittsburgh
was sufficient.

More than a century later,

amid a nationwide shortage in
primary care doctors, Duquesne
is getting its medical school.
Duquesne’s College of Medicine
has officially opened, with a fo-
cus on training primary care
physicians who will practice in
high-need areas in the region.

A ribbon-cutting ceremony
Wednesday morning at the new
building on Forbes Avenue be-
gan with a procession by univer-
sity leadership from Old Main,
the oldest building on
Duquesne’s campus.

Sebastian Foltz/Post-Gazette

An elevated view of Duquesne University's College of Osteopathic
Medicine, at the corner of Forbes Avenue and Magee Street.

“For Duquesne, it’s been the
biggest undertaking we’ve done
in 100 years,” Provost David
Dausey said. “It’s more than just
building a new building — it’s
creating an entire community
infrastructure to support these
students, who will go on to sup-

John Colombo/For the Post-Gazette

portthe community.”
Pennsylvania has a predicted
shortage of 1,000 primary care
physicians by 2030, according to
the Hospital and Healthcare As-
sociation of Pennsylvania, and

SEE DUQUESNE, PAGE A-6

CONGRESSIONAL
CONCERNS

Answers
sought
on care

at VA

Local health system
recetves lowest ratings

By Benjamin Kail
Pittsburgh Post-Gazette

WASHINGTON — Democratic
members of Pennsylvania’s con-
gressional delegation are pressing
the Veterans Affairs Pittsburgh
Healthcare System to address staff-
ing, communication and other
challenges they say are impacting
the quality of care for almost 85,000
veterans.

U.S. Sens. Bob Casey and John
Fetterman, and Reps. Chris

SEE CARE, PAGE A-2

Hill market
‘m the final
stretch’

By Mark Belko
Pittsburgh Post-Gazette

The shelves are being stocked.
Deli equipment is being installed.
And plumbers, electricians and
painters are working frantically to
apply the finishing touches.

Some two years in the making,
Salem’s Market is just about ready
to make its much-anticipated de-
but in the Hill District.

CEO Abdullah Salem said Wed-
nesday that he is hoping to open
the grocery the first week of Febru-
ary — “if all the stars align and ev-
erything works out.”

SEE GROCERY, PAGE A-2
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WITH EVERY BREATH

Liz Moughon/ProPublica

A Philips CPAP machine. Congressional investigators are launching an inquiry into the Food
and Drug Administration’s oversight of medical device recalls for the first time in years. It
follows reports that the agency failed to issue warnings about breathing machines capable of
sending hazardous particles and fumes into the lungs of patients.

Watchdog will investigate how FDA
handles recalling of medical devices

INQUIRY, FROM A-1

adequate oversight on medi-
cal device manufacturers so
that Americans know the
potential risks and can make
informed decisions with
their health care providers.”

In their request to the
GAO, the watchdog arm of
Congress, Mr. Durbin and
Mr. Blumenthal said they
needed far more informa-
tion about the FDA’s over-
sight of the medical device
industry, including how the
agency ensures that compa-
nies initiate recalls and what
happens when manufactur-
ersfail tocomply.

In an email, the GAO said
it accepted the lawmakers’
request to conduct an in-
quiry.

Philips has said that it
evaluated the early com-
plaints about its sleep apnea
machines and ventilators on
a case-by-case basis and
launched the recall after the
company became aware that
an industrial foam fitted in-
side the devices could break
down and release potentially
“toxic and carcinogenic”
material.

The FDA has defended its
handling of the crisis, say-
ing it received complaints
about “general contamina-
tion issues” before the re-
call but that the debris
could have been caused by
external sources unrelated
to foam. At least 30 of the
complaints described foam
degradation, but the FDA
said the reports did not indi-
cate that any patients had
been harmed.

“The FDA welcomes the
opportunity for GAO review
of the agency’s oversight of
medical device recalls,” the
agency said in a statement
last week.

Mr. Durbin and Mr. Blu-
menthal said the GAO in-
quiry would follow up on a
similar probe in 2011 that
called for changes to better
protect patients. Safety ad-
vocates said a new investiga-
tion is badly needed and long
overdue.

In 2022, the FDA received
3 million reports about mal-
functioning devices —
nearly 30 times more than in
2005, government records
show. Nearly a third de-
scribed injuries and deaths.

“At the end of the day, the
public should have confi-
dence in the products that
are regulated by the FDA,”
said Kushal Kadakia, a pub-
lic health researcher at Har-
vard Medical School who
has written about the Phi-
lipsrecall.

Device safety advocates
said the GAO should review
whether the FDA is regu-
larly using information in
health records, insurance
claims, medical device regis-
tries and other sources —
data they said would greatly
improve the agency’s ability
to track dangerous products.

[The proposal] will create an efficient, accountable
system for ensuring patients are routinely notified about
safety recalls for medical devices. As our health system
operates today, consumers and providers may never
receive any information ... or may receive it too late to
avoid adverse consequences.”

Chuck Bell

Advocacy programs director at Consumer Reports

The FDA moved to create a
center to bring together that
data years ago, but a com-
prehensive new system is
still not in place, records and
interviews show.

Former FDA analyst
Madris Kinard also said the
FDA should do more to en-
sure the safety of devices be-
fore they are marketed and
sold. A controversial process
at the agency allows device
makers to gain clearance for
a new product by showing
that it is substantially equiv-
alent to one already on the
market.

Ms. Kinard said the FDA
should investigate whether
those older models had any
safety issues before newer
versions are cleared.

“Simply getting a new de-
vice to market to me isn’t in-
novation,” she said. “Inno-
vation is only good if it’s
helping the patient.”

Mr. Durbin and U.S. Rep.
Jan Schakowsky, D-I1l.,
have proposed legislation
aimed at ensuring that doc-
tors and patients receive vi-
tal information about re-
calls by requiring the FDA
to create an electronic sys-
tem of communication for
the agency, device makers,
hospitals and other provid-
ers. The bill would also re-
quire device makers to dis-
close more information
about health risks and in-
struct hospitals and health
care workers to pass the in-
formation to patients.

The proposal “will create
an efficient, accountable sys-
tem for ensuring patients
are routinely notified about
safety recalls for medical de-
vices,” Chuck Bell, advocacy
programs director at Con-
sumer Reports, said in a
statement. “As our health
system operates today, con-
sumers and providers may
never receive any informa-
tion ... or may receive it too
late to avoid adverse conse-
quences.”

Medicare claim forms
should also include identify-
ing information for devices
— model numbers and
names of manufacturers —
to make it easier to detect
troubled devices and contact
patients in the event of a re-
call, Mr. Kadakia and others
said.

“Right now, we rarely
know what device has been
used in what patient and
when,” said Dr. Sanket
Dhruva, a cardiologist and

assistant professor at the
University of California, San
Francisco who has studied
medical device safety and
regulation. “Without this ba-
sic, really fundamental in-
formation about the device a
patient has received, we
can’t track the device.”

The GAO inquiry comes
as a growing number of fed-
eral lawmakers call for in-
vestigations of Philips.

Ms. Schakowsky, the
ranking member of the
House Energy and Com-
merce subcommittee that
oversees consumer product
safety, said earlier this
month that the company
must be “fully held account-
able and stopped from any
future wrongdoing” if inves-
tigators determine that Phi-
lips failed to warn consum-
ers in the years before the re-
call.

Ms. Schakowsky also
cited new revelations, re-
ported last month by the
Post-Gazette and ProPub-
lica, that a different foam
placed inside replacement
devices sent out by Philips
after the recall was also
found to emit hazardous
chemicals, including formal-
dehyde, a known carcino-
gen.

“Americans should not be
kept in the dark when it
comes to the safety of their
medical devices, and they
certainly should not be
forced to choose between a
dangerous product and get-
ting the care they need,” Ms.
Schakowsky said in a state-
ment.

Philips has said the new
foam is safe and does not
emit chemicals at dangerous
levels. The FDA, which first
reported that the foam failed
emissions testing in 2021,
said more tests are needed.

Philips said it regrets any
“distress and concern”
caused by the recall and is
cooperating with authori-
ties. The company also said
testing on the original foam
in the months after the recall
found that the chemical
emissions are not at levels
that can cause “appreciable
harm” to patients. The FDA
has challenged Philips, say-
ing in a statement in October
that the studies were not
adequate and that the com-
pany had agreed to conduct
additional tests.

Jonathan D. Salant:
Jsalant@post-gazette.com
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New $1 Joint-Injection
Pill Puts Surgeons
Out Of Work

Studies show active ingredient boosts the same
lubricating joint fluid in just days without
expensive injections. Relieves joint stiffness.
Increases joint mobility and freedom.

Joint sufferers are now
using a new inexpensive
non-prescription pill called
FlexJointPlus instead of
popular needle injections.

The developers of this
new pill say it delivers
the same relief molecule
as injections in just days.
However, it has some
impressive advantages.

First, it's inexpensive
and non-prescription.
Also, studies show the

active ingredient delivers
relief to every joint in the
body because it enters the
bloodstream through the
digestive system.

Top doctors have
recommended needle
injectionsin the past because
they deliver powerful relief.
Unfortunately, the shots are
painful and expensive. They
also only work on the joint

being treated.
But initial FlexJointPlus
users report greater

flexibility and less stiffness
in their knees. Hands and
shoulders move pain-free
for the first time in years.
Even neck and lower back
pain improve dramatically.

Even upstate New York
senior Paul Sansbury says
his knee pain has gone from
8 out of 10 to a two after just
7 days, and no longer needs
acane.

“I needed a left knee
replacement, but since
using FlexJointPlus, | have
less pain. | can walk...l
feel much comfort...and |
ditched my cane. | am 82
years old,” he says.

BREAKTHROUGH

MEDICAL DISCOVERY

Doctors  have  used
joint injections to boost a
critical element of the joint
called synovial fluid. This
lubricating fluid is found
between the cartilage and
bones of every joint.

Until recently there’s been
no way to deliver the “relief
molecule” needed to boost
synovial fluid in the body
without a needle.

But now after years of
intensive research, scientists
have discovered a new pill
that not only helps boost
synovial fluid in multiple
affected joints, but can
provide long-lasting relief
from pain by actually
delivering this molecule
through the bloodstream.

Many joint pain sufferers
see an increase in flexibility
and mobility. Others are
able to get back to doing
the things they love.

“My left hip joint was
so stiff and painful | could
barely get to sleep at night,”
says Amanda Johnson of
Chatham, ON. “but since
using  FlexJointPlus  my
pain and stiffness has been
relieved, and | am now able
to get a good night’s rest
again.”

SCIENTIFICALLY PROVEN
RESULTS

A 90 day double-blind
clinical study was performed
on 160 joint patients

NO MORE NEEDLES: New discovery may help people avoid
painful injections like this one. The key joint-relieving molecule in
these injections can now be delivered by taking a new low-cost

pill called FlexJointPlus.

suffering with grade 2 or 3
knee osteoarthritis for 1-5
years.

The results were
published in the Journal of
Arthritis in 2019.

Some participants
experienced incredible
results, reducing their knee
pain and stiffness by 50% in
just days.

The data also shows that
their joint comfort just kept
getting better the entire
time they were taking the
active ingredient during the
clinical study.

“The active ingredient
found in FlexJointPlus has
extensive scientific support
and has been tested in over
a dozen well-controlled
clinical studies,” says Jesse
Williams, Chief Developer
for FlexJointPlus.

“The results of this study
revealed that FlexJointPlus
was effective in improving
all measured parameters
(joint pain, joint stiffness,
activities of daily living and
overall joint function). No
serious adverse reactions
were noted in any of the
groups,” he added.

The combination  of
quick relief coupled with
continuing long-term relief
is impressive to say the least.

And while no pill works
for everyone, during this
clinical trial, every one of
the participants that took
the active ingredient found
in FlexJointPlus reported an
improvement in their joint
comfort.

HOW IT BOOSTS
JOINT FLUID

“The latest research
shows that as we age, the
amount of synovial fluid in
the joints decreases,” says
Christina Stevens, Medical
Researcher for FlexJointPlus.

“Loss of this fluid results
in a decrease in cartilage
thickness and increase in
friction, which can lead to
joint degeneration and pain.

And now recent
studies have shown the
active ingredient found

in FlexJointPlus has the
unique ability to help boost
this lubricating fluid for
powerful joint relief,” she
added.

FlexJointPlus’ key
ingredient is known as NEM.

Clinical  studies show
NEM  contains 4 key
glycosaminoglycans  that
help boost the production

PROOF THAT IT WORKS: Dr. David Vallance was so astounded
by the clinical results of FlexJointPlus’ active ingredient that he
said; “Based on my 20 years of experience with joint patients,
FlexJointPlus receives my highest recommendation to any
person suffering from joint pain and stiffness.”

of joint fluid allowing for
effortless motion. It not only
eases pain in the joints, but
it also acts as a powerful
lubricant.

“In essence, it can actually
‘turn back the clock’ on
your tired, worn, old joints
and help replace them with
healthy, flexible, pain-free,
new ones,’ she added.

There have also been
no adverse side effects
reported with the use of
FlexJointPlus.

This is a bonus for joint
sufferers who have been
taking prescriptions that
can cause gastric irritation
over time.

This seems to be another
reason why the release of
this powerful new pill has
triggered such a frenzy of
sales.

BACKED BY TOP MEDICAL
DOCTORS

“I' use  FlexJointPlus
everyday for my stiff and
aching joints. | also have my
wife and daughter taking
it regularly as well,” said Dr.
Oozeer, G.P. from Windsor,
ON

“One of my patients taking
FlexJointPlus has reported a
significant decrease in pain
when going up or down
stairs, sitting with legs bent
for an extended period of
time, and even getting up
from a seated position,’
said Dr. Richard Gibson,
chiropractor from Windsor,
ON.

“Based on my 20 years of
experience withjjoint patients,
FlexJointPlus receives my
highest recommendation to
any person suffering from
joint pain and stiffness,’
said Dr. David Vallance,
Rheumatologist from Ann
Arbor, MI.

SPECIAL DISCOUNT
SUPPLY AVAILABLE FOR
NEXT 48-HOURS

This is the official
release of FlexJointPlus
in Pennsylvania. And so,
the company is offering a
special discount supply to
any person who calls within
the next 48-hours.

A Regional Order Hotline
has been set up for local
readers to call. This gives
everyone an equal chance
to try FlexJointPlus.

Starting at 7:00 am
today, the order hotline will
be open for 48-hours. All
you have to do is call TOLL
FREE 1-800-971-4674. The
company will do the rest.

IMPORTANT: Due to
FlexJointPlus' recent media
exposure, phone lines are
often busy. If you call, and
do not immediately get
through, please be patient
and call back.

Current  supplies  of
FlexJointPlus are limited. So
consumers that don't get
through to the order hotline
within the next 48-hours
will have to wait until more
inventory is produced. This
could take as long as six
weeks.

These statements have not been evaluated by the Food and Drug Administration.
This product is not intended to diagnose, treat, cure, or prevent any disease.
NEM? is a registered trademark of ESM Technologies.
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