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Omar Ishrak, Ph.D.
Chariman and Chief Executive Officer

Medtronic, Inc.
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Minneapolis, MN 55432

Dear Dr. Ishrak:

I am writing out of concern about the special report published by the Star Tribune over the

weekend, entitled: "Question of Risk: Medtronic's Lost Study." The information portray ed in

the article suggests that Medtronic conducted an analysis of its Infuse device, and for five years,

failed to report thousands of complications to the FDA. This lack of information potentially

skewed the risk profile of the device, which may have affected the treatment of thousands of

patients. This article also raises troubling questions about the Food and Drug Administration's

(FDA) insufficient vigilance in its industry watchdog role, and I am reaching out to the PDA as

well.

I appreciate the information you have already provided on this report. It is important that we

get to the bottom of what happened. Therefore, as a member of the Senate Health, Education,

Labor and Pensions Committee, which oversees the FDA, I ask that you respond to the questions

listed below.

The article asserts that Medtronic approached the FDA in the summer of 2013 with the
previously unsubmitted adverse event report data, and consulted with the PDA about

how to report the rest of the events." What information did you provide to the agency

about the adverse events identified by the retrospective study and when? How did the

FDA advise you to respond?

The article suggests that one potential cause for the delay in reporting was that staff was

inadequately trained. Given the intense scrutiny of this product and its risk to patients, it

is imperative that staff be appropriately trained to collect and report patient complications

to the FDA and that oversight is central. What steps has the company taken to ensure that

appropriate employees are adequately trained to report such information? Further, what

assurances can you provide to rule out any intentional lack of reporting adverse event

data by Medtronic?

3. Under the law, Medtronic is required to submit adverse event data to the FDA within 30

days. However, the adverse event information discussed in the article was provided years
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later, despite the fact that the agency had previously issued two warning letters to

Medtronic regarding the late submission of adverse event data. What steps has your

company taken to ensure that adverse event information is complete, accurate and

submitted in a timely manner?

4. In the Star Tribune article, the FDA is quoted as saying that the information "didn't

reflect new public health concerns," suggesting that additional adverse event data did not

expose new or increased types of risk. Can you provide more detail on the range of

injuries captured in the previously unsubmitted adverse event data? What proportion of

these injuries are related to approved versus unapproved uses of Infuse? Can you describe

the severity of these adverse events and to what extent were these adverse events related

to the Infuse Bone Graft? Lastly, the fact that there were 1,039 reports associated with

3,647 patients suggests an alarmingly high rate of injury. Is this consistent with other data

you have on the Infuse product? How does it compare with other widely used medical

devices manufactured by Medtronic?

5. In July of 2008, the PDA issued a public health notification on the Ufe-threatening
complications associated with an off-label use of Infuse after the agency received 38

adverse event reports over a span of four years. Despite this, off-label use of this product

is widespread with one estimate suggesting that 85% of cases using Infuse are for off"

label uses. What is Medtronic doing to warn providers and patients about the risks

associated with its product?

6. The FDA, along with other stakeholders including the Brookings Institution and Pew

Charitable Trusts, have developed plans for a National Medical Device Evaluation

System, in order to revamp the way medical device surveillance operates in the United

States. What aspects of such a system could prevent something like this from happening

again? From your perspective, what more can Congress do to support company

engagement with FDA regarding implementation of this type of system?

Last week, the planning board for the National Medical Device Evaluation System—a

diverse group of stakeholders—recommended that the system include [a] trusted and up-to-date

compilation of reliable information on the benefits and risks of medical devices for patients and

the broader health community."2 The Star Tribune article suggests that we need a strong

commitment from the FDA and companies like yours to revamp medical device surveillance in

this country with a focus on improving patient safety.

1 Schultz, Daniel G. "FDA Public Health Notification: Life-threatening Complications Associated with Recombinant
Human Bone Morphogenetic Protein in Cervical Spine Fusion." U.S. Food and Drug Admmistration. July 1,
2008. http://www.fda.gov/MedicalDevices/Safety/AlertsandNotices/PublicHealthNotifications/ucm062000.htm

2 Daniel, Gregory W., Heather M. Colvin, Christina E. Silcox, Mark B. McClellan, and Jonathan M. Bryan, eds.

"Better Evidence on Medical Devices: A Coordinating Center for a 21 st Century National Medical Device
Evaluation System." Dnke-Margolis Center for Health Policy, April 2016.
http://healthpolicy.duke.edu/files/2016/03/med-device-report-web.pdf.



I look forward to engaging with you on the questions posed above. I respectfully request

that you submit your responses by May 15, 2016. If you have any questions or concerns, please

contact me, or Dr. Beth Wikler on my staff, at (202) 224-5641.

Sincerely,

Senator Al Franken


