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If you haven't already, please visit our new website! 
www.USAPatientNetwork.org

 Please email mdb@center4research.org if you have any comments or suggestions.

|| NEWS ||
Senate Considers New Health Laws
 
The Senate is considering more than a dozen new laws that
supporters claim will improve medical treatment. But many of the
proposed laws would speed FDA approval by lowering the safety
standards.  The National Center for Health Research worked with
other nonprofit organizations to host a briefing in the U.S. Senate on
March 4 to discuss our concerns about these proposed laws.

The Patient, Consumer and Public Health coalition is a coalition of
nonprofit organizations. Several members of the USA Patient

Network are affiliated with organizations that are members.  

At the briefing, we discussed:

The MEDTECH Act, which would deregulate some health IT software, including patients'
electronic medical records
A law that would for the first time allow advertising of medical products for unproven
treatments
A law that would exempt many diagnostic tests (called Lab Developed Tests) from any
requirement that they be proven accurate, safe, or effective
Laws that would lower the standards for medical devices.

These bills have enormous implications for patients' health, healthcare costs, and the survival
of Medicare.
 
Speakers included Dr. Rita Redberg a cardiologist at University of California at San Francisco
and editor of JAMA Internal Medicine; Dr. Jay Ronquillo, the Director of Biomedical Informatics
at NCHR; Dr. Jean Silver-Isenstadt, Executive Director of the National Physicians
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Alliance, and  Dr. Diana Zuckerman, president of NCHR.
 
Here are the handouts we provided for the event.

New FDA Commissioner
 
Several members of the USA Patient Network were very concerned that Dr. Robert Califf was
nominated to be the new FDA Commissioner, because of his close ties to industry.  Dr. Califf
was previously the director of a research institute at Duke University that was heavily funded by
Pharmaceutical Companies.  He was criticized for insufficient concerns about patient safety in a
study he conducted for Johnson & Johnson on the blood thinner Xarelto in a recent report by the
Project on Government Oversight.  Despite those concerns, however, he was overwhelmingly
confirmed by the U.S. Senate. 
 
Regardless of your views on the confirmation of Dr. Califf as FDA Commissioner, remember that
having patients express their views to Congress is an important way to get your representatives
and senators more focused on the needs of patients.

|| OUR MEMBERS IN ACTION ||

What are our members up to?
 
In response to pressure from Congress, the FDA is focusing more attention on opioid addiction. 
The FDA organized a public Science Board meeting to discuss what actions the FDA should
take. Dr. Tracy Rupp, the Health Policy Director at NCHR, spoke during the Open Public
Hearing. You can read her testimony here.
 
One of the newer members to our network, Don Flattery, also spoke. Don is on the Virginia
Governor's Task Force on Prescription Drug and Heroin Abuse, but he spoke as a father who
lost his 26-year-old son to a heroin overdose 18 months ago.
 
If you have been involved recently in any advocacy activity, we would love to hear about it! 
Email mdb@center4research.org so that we can include you in our next digest.

|| SPOTLIGHT ON A NETWORK MEMBER ||

Angie Firmalino - Tannersville, NY
 

I was harmed by a medical device called Essure, a device that
was supposed to provide permanent contraception. I started a
Facebook group to warn other women about that device. When I
started to see the enormous harm that it had done to so many
women, I started to get angry. The more research I did, the
more my anger grew. What I learned opened my eyes to a very
shocking reality about drug and device approval, and
postmarket surveillance. I made a commitment to fight until
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Essure is off the market. I will continue to help educate other
women harmed by Essure and offer them support.
 
What is your greatest accomplishment as an advocate?
We got the FDA to call a public hearing on Essure, which led
them to implement a black box warning, create a doctor-patient
checklist, and require new postmarket trials of the device. My
group has also lobbied Congress and earned the attention of
many congressmen and women. One congressman, Mike
Fitzpatrick, has introduced a bill called the E-Free Act H.R.
3920. If passed, this bill will force the FDA to withdraw approval
for Essure.
 

What are your goals for the new patient network?
My goals are to connect with other patient advocates and work together with them to build a
better FDA.  We need stricter medical device approval processes. The FDA needs better funding
for postmarket surveillance. There needs to be a functioning adverse event reporting system
that is easy to navigate and pull data. There is a lot of work to be done to try to bring change to
the FDA.  Public safety needs to come before industry profits. Unfortunately, it is the other way
around right now.
 
How do you feel about the FDA requiring a new "black box warning" label for Essure, as
well as calling upon Bayer to conduct surveillance that will assess "risks of the device in
a real-world environment"? Was it enough? If not, how do you think we should move
forward in dealing with this issue?
 
I feel outraged. A black box warning is a slap on the wrist to the manufacturer. Requiring THEM
to conduct postmarket surveillance is insulting because the patients have provided enough data
to prove the risks outweigh the benefits, and that the safety and efficacy of Essure are not what
the manufacturer portrays. IF the FDA thinks that this device is dangerous enough to need a
black box warning, and more studies are needed, the LEAST they should have done was take
the device OFF the market until further data were collected. Our group plans to move forward by
continuing to gather support from Congress for the E-Free Act.
 
The FDA has failed us. We need Congress to step in and order them to revoke approval of the
device and take it off the market. Essure is a clear example of conflict of interest, industry ties,
and profits before patients.

In memory of Doris Champ

We are very sorry to let you know that Doris Champ, 55, passed away
March 3. A resident of LittleRock, Arkansas, Doris participated in our 2014
Patient Workshop and had been active in engaging other patient
advocates for our USA Patient Network as recently as last month. She
has also lobbied for support for funding for cancer research and smoking
cessation.  She had reviewed grants for the American Cancer Society,
Susan G. Komen for the Cure, and the Department of Defense. We will miss her.

For more information about research results regarding numerous new drugs and



devices, see www.center4research.org and www.stopcancerfund.org.
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