STEPHEN M. DOLLE

3908 ½ River Avenue
Newport Beach, CA 92663

Tel. (949) 642-4592

Web www.diaceph.com
March 29, 2007

Ms. Kathy Martin Weiss
DSAIC - OCI

11750 Beltsville Drive, Suite 200

Beltsville, MD 20705



Re:
Complaint of False Claims, Reporting Failures, and Safety and Effectiveness

Omissions in Medtronic PS Medical’s CNS Strata and predicate Delta Shunt.

Ms. Weiss:

I am writing you with information that a U.S. medical device manufacturer, Medtronic, Inc., is making false and misleading claims with regards to the safety and effectiveness of its CNS Strata shunt (2002 510(k)), and is omitting all relevant reporting in its 510(k)s and MDR reports. The Strata raises new safety and effectiveness (S&E) issues in addition to earlier issues in its predicate Delta shunt, ordered to be corrected per a 1998 FDA ruling to my petition on the Delta. Medtronic does not appear to be in compliance with that order. I focus my complaint here on the Strata shunt. You can pull the Delta files.
The claims at issue relate to surgical site requirements and resulting performance of the device, and when not used correctly, can result in re-operation, injury, and poor outcomes. My writing you follows earlier communications with FDA, with xxxxx, xxxxxx, and CDRH findings respective to my FDA petition 96P-0444 on the Strata’s predicate Delta shunt and SCD device. 
I would ask that you open an immediate investigation into my enclosed allegations, and contact me as soon as is reasonably possible. I write you as a scientist and as a patient user of a CNS shunt. I was scheduled for revision to a Strata in late 2005, and due to the enclosed findings and my surgeon’s apparent unknowing involvement, I have had to postpone any surgery until this is resolved.
My reporting and safety concerns with the Strata are detailed in the following four sections:

I. Background: Strata Safety and Effectiveness Issues disclosed in Strata Technical Bulletin

In order for the Strata to perform according to specifications in patient users while upright (sitting, standing), this device requires implanting at a specific (vertical reference) “site” on a user’s head. The implantation site must be within an unknown vertical distance from the tip of the ventricular catheter, and such distance radically alters CSF flow through the entire shunt when the patient is upright. This acts independent of the pressure setting of the valve. This implantation requirement, or “alignment,” is unique only to Strata, Delta, and SCD and ASD anti-siphon devices. Its limited user instructions on page 6 of the attached Strata Technical Bulletin (STB) state, “when the Delta chamber is placed above the tip of the ventricular catheter … and may leave the patient susceptible to underdrainage.” The reciprocal result is described by, “A placement location of as little as 3 cm below the catheter tip can potentially double the CSF flow rate through the valve.” Too much CSF flow is commonly termed overdrainage. Page 6 also includes a confusing graph of identical CSF flows with a Strata and Delta.
II. Safety & Effectiveness Information Missing in Strata 510(k) Application
The Strata’s attached 510(k) Safety and Effectiveness Summary claims substantial equivalence to the predicate: 1) Johnson & Johnson Hakim programmable, 2) Sophysa programmable, and 3) Medtronic Delta shunt. Neither the Hakim, nor Sophysa, integrate a siphon control mechanism, and thus pose no site placement issue. Similarly, the Delta shunt is not programmable, and the Strata fails to include separate information on its required implantation site, and performance resulting from each site.

In my 1996 petition of the Delta shunt, I reported that the manufacturer omitted critical implantation safety and effectiveness issues from its 1990 510(k) application. My findings of false claims and reporting disparities with the newer Strata, suggest Medtronic never satisfied the earlier CDRH order.

Programmable or adjustable settings in the Strata allow the physician to non-invasively change the opening pressure, and to some degree, the flow rate of the shunt. But its included siphon control device offers an indeterminant amount of additional CSF flow limitation when the user is upright, and raises shunt performance issues. Medtronic then fails to provide any instructions for how a surgeon should place the Strata for desired flow control at various existing ventricular catheter sites on a patient’s head, nor offers any provisions to evaluate flow limitations caused by scar tissue pressure.
A miscalculation in the above can result in re-operation, injury, and poor outcomes, as similarly reported in published studies of its predicate Delta shunt. In some instances, a pre-measured piece of catheter should be inserted to achieve correct placement. Additional instructions and a flow specifications formula would help reduce problems with the Strata. I presented this to Medtronic while authoring my 2005 paper, “Shunt Selection Model,” on pre-surgical planning for shunt placement, and also in consideration of my surgeon’s plans to implant the Strata in me in November 2005.
By comparison, the manufacturer Aesculap provides detailed literature on its stand alone siphon control device, the Meithke “Shunt Assistant.” It includes flow rate/pressure specifications for each model, and details how each is to be implanted. Where Strata’s siphon control operation is more dependent on implantation site, Medtronic provides less information for its use. It is common knowledge that CNS shunts are connected immediately adjacent to ventricular catheters, often already in place at various frontal and occipital sites. So - it is important that manufacturers of site specific siphon control devices like the Strata and Shunt Assistant provide all necessary instructions for use.
III. False and Misleading Use Claims Appear to be Responsible for Mis-Use and Injury
There is evidence that Medtronic is making false and misleading claims in verbal, email, and (I believe) in written communications regarding implantation site and performance issues with the Strata. I am familiar with numerous patient experiences with the Strata that were reported directly to me, and shared on Internet forums, with injuries ranging from subdural bleeds and stroke, to revisions for overdrainage and underdrainage. I am further familiar with criticisms expressed by field scientists and other manufacturers as to untrue claims and poor outcomes with the Strata shunt.

Medtronic makes false claims that the Strata can be used effectively at any location on a patient’s head, citing how the surgeon can adjust the valve pressure and counter adverse CSF flow alterations from site placement. But this claim is untrue and contraindicated by its own current labeling and STB graph on page 6, which reveals how a lower opening pressure cannot overcome a 3cm or greater site misalignment and resulting CSF flow restriction, seen in a (top of the head) frontal placement.

Perhaps the most disturbing evidence in Medtronic’s campaign of disinformation comes from my last neurosurgeon, Michael Muhonen, M.D., who is on Medtronic’s medical advisory board and should have full knowledge of these implantation issues. In the attached October 25, 2005, email Dr. Muhonen shares his understanding on Strata site placement: “No one has done studies with any of the valves at differing positions on the head. Basically, if the guts of the valve are a centimeter above the foramen of Monroe, ICP goes up a centimeter. That is your best gauge of position changes. Regardless of the valve, it will go where the old one is, as placing it lower requires a much longer incision.”
Regretfully, the ICP formula Dr. Muhonen cites is a standard CNS shunt placement formula created by Eldon Foltz, M.D., a long time surgeon and researcher at the University of California Irvine. I telephoned Dr. Foltz and he explained that this formula is not applicable to Strata and Delta shunts. I would ask that federal authorities ascertain why a popular neurosurgeon on Medtronic’s medical board had been mis-led as to the Strata’s required implantation instructions and performance. The remaining 3 pages of email from December 2005 reveal how Medtronic’s Bill Sugleris provided false and misleading information to me and Dr. Muhonen as to the required placement of the Strata.
IV. Omission of all Site Misalignment Explanations from All Strata MDR Reports

I reviewed Strata MDR reports from 2004 through 2006 on the Maude database, and read a wide variety of Manufacturer Narratives, including, when the issue could not be duplicated in the lab. There also appears to be an “error” in your database as all six reports state, “device not returned to manufacturer,” yet four Narratives were still provided. Perhaps as many as 25 percent of all Strata MDR reports identify either “performance” or “flowrate, inaccurate” as the reason for explanting, with a notable number inconclusive like those below. Of six reports from 2006 below, five narratives offer no cause for malfunction where the physician reported either “flowrate, inaccurate,” or “performance.”

Attached, please find six Strata MDR reports submitted by “physicians” during the year 2006 that are similar and could exemplify “site misalignment.” They include:

Device

Event Date
MDR Key
Problem(s)

Mfr Narrative
Strata

12/26/2006
819915
Flowrate, inaccurate
None
Strata II
10/20/2006
790822
Flowrate, inaccurate
Could not be duplicated
Strata II
10/12/2006
790826
Flowrate, inaccurate
Could not be duplicated

Strata NSC
09/14/2006*
769762
Performance

None

Strata

06/22/2006
746534
Performance

Could not be duplicated

Strata II
02/22/2006*
690540
Explanted, Malf.
Did not meet specifications at

pl 0.5 and -50cm. Debris with

in the valve may interfere

with the valve mechanism.
* report date, no event date provided

In MDRs 746534, 790822, and 790826, there were near identical device problems reported by the physician, and identical explanations given under the Narrative: “The conditions of the complaint could not be duplicated in the lab.” These are suspect reports where “site misalignment” could be the cause, and manufacturer did not note. MDRs 819915 and 769762 are also very similar, but are missing any Manufacturer Narrative. Of the above MDRs, only 690540 noted an affirmative finding, yet still included that “debris” in the shunt could be a possible cause.
It is my contention that Medtronic has been “intentionally” omitting all information in its Manufacturer Narratives of Strata MDRs that might relate to “shunt misalignment” as a possible cause. In reviewing nearly every Strata MDR report from 2004 through 2006, I could not find a single report where the Manufacturer Narrative included any language similar to “shunt misalignment” as a possible cause. I also reviewed numerous Delta MDR reports, and could not find any Narratives similar to “site misalignment” as a possible explanation for the device performance problem.

As site misalignment is known to occur in Delta shunts and require surgical explanting, and the Delta and Strata are very similar in operation and site requirement, where are the associated MDR reports??
Published 1994-96 studies cited in my earlier FDA petition reported Delta shunt malfunctions due to misalignment, or “functional obstructions” as authors termed it, to occur in 25 to 40 percent of users. There was never any CDRH investigation into reporting failures, per said statute of limitations issues. 

Attached, please find the following bound documents:

1. Medtronic Strata Technical Bulletin (STB) and Two Page Literature from its Web Site

2. Medtronic’s 510(k) Strata Safety and Effectiveness Summary and 510(k) Cover Page

3. The CDRH Sept. 18, 1998 Ruling on my Petition of Delta Shunt and SCD Issues

4. Six Strata MDR Reports as Obtained from the FDA’s (Web) Maude Database

5. Four Pages of Email between Myself, Medtronic, and my Neurosurgeon on Use of Strata
It appears far fewer surgeons would use the Strata if the above described issues were well known. I regret having to include my own neurosurgeon in this complaint, but I and many others have been harmed through safety breaches in Medtronic/physician relationships.
Medtronic was apparently spared from a criminal investigation in 2001 on their Delta shunt failures due to a statute of limitations issue. I would ask that your office move forward expeditiously here. I do not believe any new petition is required for FDA to act on issues already ordered for correction.
I am 18 months past when my CNS shunt was to revised. I may be skilled at non-invasive measures to keep my shunt operational, but this has been extraordinarily exhaustive challenge.

I anxiously await your response and intervention.

Very Truly,

Stephen M. Dolle, B.S., Ph.D. Neurosciences Home Study
CNS Shunt User
Communications Specialists & Advocate

sd/attached

PAGE  
4

