Hooman Noorchashm, MD, PhD
noorchashm@gmail.com
Dear Dr. Noorchashm:
We received your October 15, 2015, email about our permanent birth control
device, Essure®. This was forwarded to me to respond because of my medical
expertise on Essure and we wanted to take the time to be thoughtful in our response.
Like you, everyone at Bayer cares deeply about women’s health and reproductive
choice, which is why we strive to provide women with options to make decisions
about their families and reproductive futures. I am an OB/GYN who was in private
practice prior to joining the pharmaceutical industry 14 years ago. My medical
director team is also made up of OB/GYNs. Together, we have approximately 65
years of experience caring for women to help them address their reproductive needs.
We want to be sure you understand more about Essure because you have made several
misstatements, both in your October 15, 2015, email and in the public domain. We
are sure you agree that women’s health decisions should be made on the basis of
accurate facts.
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First, as you know, the Food and Drug Administration (FDA) held a public
meeting of the Obstetrics and Gynecology Devices Panel Advisory Committee on
September 24, 2015 (“Ad Comm”). In your email, you state that the hearing
established that “neither Bayer HealthCare, nor the FDA, had seriously considered
that the Nickel content of this device might pose a serious adverse effect on the
implanted women.” You have made similar statements in the media, and these
statements do not accurately reflect the facts:
x The sponsor and panel discussed nickel and tissue compatibility at
the original Advisory Committee meeting back in 2002. Before
approval, the Company submitted the Essure biocompatibility test
plan to FDA and received its feedback. The entire battery of ISO
10993 tests required for this category of implant—for a surface device
with permanent contact with mucosal membrane tissue—were
completed and all of the results were submitted in the PMA.
Transcript at pp. 113 – 114, 213 – 21.1
x Reports of nickel reactions with Essure are lower than the
background rate of nickel allergy in the general population. In
fact, Zurawin and Zurawin concluded that the incidence of proven
nickel related reactions to Essure is “almost negligible”2—which the
Company and FDA discussed again in 2011.
x The amount of nickel leached from Essure is less than other
implantable devices and far less than what is ingested from food
and water. As presented at an FDA Public Workshop in 2012, an in
vitro study determined that the maximum nickel leaching rate from
Essure in a saline solution, for various lengths of time up to 6 months,
was 0.14 µg/day. This is less than that for other approved nitinol
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implants, which range from 0.42 – 8.40 g/day.3,4 In addition, it is over
2000 times less than the amount of nickel that is ingested from water
and food each day (~300 µg/day).
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x FDA reviewed allergic/hypersensitivity reactions. FDA reviewed
clinical studies, published medical literature, and spontaneous reports
citing allergic reactions at various times, including prior to the 2015
Ad Comm. FDA concluded that “the amount of nickel released from
Essure® is minimal, hypersensitivity is rare, and published medical
literature support a rate of less than 0.1%.” Transcript at p. 33.5
x The FDA-approved Essure labeling takes account of nickel
allergies. The Essure Instructions for Use include that “women who
are allergic to nickel may have an allergic reaction to this device,
especially those with a history of metal allergies. In addition, some
patients may develop an allergy to nickel if this device is implanted.”
The Patient Information Booklet states: “Patients who are allergic to
nickel may have an allergic reaction to the inserts. Symptoms include
rash, itching, and hives.”
Second, you reference “rather clear evidence” demonstrating “tampering with
your original trial data,” which you claim “likely constitutes healthcare fraud.” This
is all untrue. Bayer takes that patient’s claims of misconduct seriously, but FDA also
has disputed them:
The FDA is aware of allegations from women who participated in the original
Essure clinical trials that the feedback they provided about the comfort
wearing the device was not recorded accurately by clinical staff. As part of
the original PMA approval, FDA performed inspections at Conceptus and
one clinical site. These inspections audited data provided in support of the
PMA, as well as sponsor activities during the studies, and did not report
findings concerning the case report forms or patient comfort/satisfaction
data submitted in support of the PMA.
FDA Review Document at 19 (emphasis added).6 In addition, Bayer reviewed the
single form in question, which has been made available to the public. The form
reflects on its face that the patient reported adverse events, including unusual pain.
Information about comfort or pain was not removed from the form, the information
was just moved to a different area of the form, and the changes were initialed and
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http://www.fda.gov/MedicalDevices/NewsEvents/WorkshopsConferences/ucm287535.htm
http://www.fda.gov/downloads/MedicalDevices/NewsEvents/WorkshopsConferences/UCM296978
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http://www.fda.gov/downloads/AdvisoryCommittees/CommitteesMeetingMaterials/MedicalDevices/MedicalDevicesAd
visoryCommittee/ObstetricsandGynecologyDevices/UCM467456.pdf
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http://www.fda.gov/downloads/AdvisoryCommittees/CommitteesMeetingMaterials/MedicalDevices/MedicalDevicesAd
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dated. The trial site itself has been asked about these allegations in the press. They
responded that “. . . . The information recorded was provided by the patient.” FDA
also has begun auditing Essure clinical trial data, beginning with the transvaginal
ultrasound study, and FDA’s own investigation, to date, has led it to reject these
allegations. As Dr. Julia Corrado, FDA Division of Reproductive, Gastro-Renal, and
Urological Devices, explained at the Ad Comm, the FDA “concluded that there was
not a pattern of discordant reporting.” Transcript at 226-27 (emphasis added).7 In
sum, the Essure clinical trials followed standards of Good Clinical Practice.
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There are people behind the allegations you are making, people who you are
insinuating engaged in intentional misconduct. For my part, I know the strong
reputation of the clinical trial investigator for this site and have spoken to her directly.
I have no reason to doubt that she and her team performed their responsibilities
ethically, honestly and followed all proper rules and procedures. The women and
men who participate in research for medicines and devices are critical to the
advancement of science. It is irresponsible to make unfounded claims of clinical trial
misconduct, which set a dangerous precedent and have the potential to discourage
healthcare providers and patients from future participation in clinical research.
Third, I have seen repeated statements made by you comparing Essure® to
laparoscopic power morcellators (“LPMs”). Setting aside the many legitimate points
of view about LPMs in the medical and scientific community, the analogy simply
does not hold. Essure® is a permanent contraceptive device. LPMs are tools used in
laparoscopic gynecological surgery, including hysterectomy and myomectomy. The
allegations you have made about Essure center on menstrual irregularities, pain, and
allergies; the allegations you have made about morcellators center on the spread of
potentially terminal cancers. Essure received FDA approval based on a rigorous preclinical and clinical trial program involving close to a thousand patients to
demonstrate the safety and efficacy of the device. FDA reviewed and approved the
design of those clinical studies, and postmarket clinical studies. FDA’s review of
Essure safety and efficacy data has continued in the twelve years since approval,
through multiple supplemental applications and labeling changes, postmarket
surveillance, a 2013 safety review, and, most recently, the 2015 Ad Comm. Indeed,
FDA already has reviewed the patient-submitted spontaneous reports that appear to
form the basis of your opinions about Essure. To date, FDA has not advised Bayer of
changes to its position on the safety and effectiveness of Essure for its intended use.
Conversely, the first gynecologic use of LPMs was approved following basic safety
testing and clinical data in a smaller group of patients. As LPM use became more
widespread in the years since initial approval, FDA reviewed additional available data
on LPMs, which prompted it to issue several Safety Communications and a new
warning against certain uses of LPMs.
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In conclusion, I am sure that as a physician and researcher you would agree
that it is important to review and understand all available data regarding medications
and devices before conclusions are made and opinions formed. We cannot, and
should not, let emotions or sensationalism get in the way of science, data, and patient
care. Our patients and the public in general look to us as healthcare providers to
provide honest and unbiased guidance to ensure their safety as best as possible.
I am sure you will also agree that medicine and patient care is an art. Nothing
in medicine is 100% and everything has risks, including pregnancy even when
planned or desired. Your messages to women and the general public imply that
laparoscopic tubal ligation is completely safe and risk-free. My biggest concern with
your statements is that women will be misled to believe that and will be subjected
unknowingly to certain risks that, in many instances, are greater than those with
Essure®. Your messages to women and the general public also repeatedly cast
contraception in terms of “elective” medicine. I hope that you do not minimize the
importance of the availability of contraception to women, both to the quality of their
lives and to fundamental issues of their health.
Bayer takes patient safety very seriously. That is why the people of Bayer feel
it is important to provide accurate and complete safety information about Essure. We
hope that you do not perpetuate misunderstandings about Essure and its safety.
Overall, data from Essure’s extensive clinical program, peer-reviewed literature, and
continuous postmarket monitoring support the safety and efficacy of Essure.
I invite you to a one-on-one meeting if you have further questions about
Essure. I hope that as medical doctors, we may share different perspectives without
resorting to personal attack. We hope you join us in supporting an evidence-based
approach to important decisions of women’s health.

Yours Truly,

Edio Zampaglione, MD
Vice President, US Medical Affairs – Women’s HealthCare
Bayer HealthCare Pharmaceuticals
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