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Re:  FDA Docket 2005P-0121/CCP; Response to Comments on RS Medical’s Petition to
Reclassify Non-Invasive Bone Growth Stimulator

Dear Sir or Madam:

This document is submitted on behalf of RS Medical, of Vancouver, Washington, and
responds to comments on the reclassification petition, cited above, submitted by Hogan &
Hartson, LLP on February 17, 2006, and by King & Spalding, LLP on February 10 and March 7.
2006.

Both of these law firms represent companies who hold approved premarket approval
applications (PMAs) for devices that fall within the Non-Invasive Bone Growth Stimulator type
of device; the type of device that is the subject of the reclassification petition. The companies
who hold these approved PMAs are opposed to reclassification, and refer to themselves as the

“BGS Reclassification Opposition Group (BGS Group).”

[t is well known that PMA holders see the requirement for PMA approval as an
impediment to competition. They also see the PMA requirement as a reasonable hurdle for
newcomers to their field. This sentiment is based on the fact that the PMA holders themselves
were required to obtain PMA approval, and this process generally requires more testing, and a
longer FDA review period, than the premarket notification [S10(k)] process applicable to Class I
and IT devices. Put succinctly, the PMA holders have a significant financial interest in keeping

the Non-Invasive Bone Growth Stimulator in Class III. The comments submitted on their behalf
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appear to be an effort to protect the group’s financial interests, as opposed to their promoting a

serious discourse on the issues.

We have attempted to condense the opposition’s comments in the enumerated statements

provided below; following each statement is a brief response.

1. The opposition argues that by seeking to have the Non-Invasive Bone Growth Stimulator

reclassified, RS Medical is trying to make an “end run” around its regulatory

responsibility to submit a PMA.

Specifically, the opposition group argues that “RS Medical has sought to evade FDA’s . . .
premarket requirements” and urges that the Agency “not countenance this attempted end-run of
the regulations.”’ Reclassification, however, is a legitimate process that may be explored by any
interested person - - it is not an illegitimate means of avoiding premarket approval. The option
of reclassification was deliberately included in the Medical Device Amendments of 1976
(MDA).? and Congress clarified and simplified the rules for reclassification in the Safe Medical
Devices Act of 1990 (SMDA).> Congress was motivated by a desire to “permit more efficient
regulation,” and hence wished to discourage the imposition of Class III controls where Class I
or I controls would suffice.” For that reason, Congress directed that devices that were initially
subjected to Class III controls be reclassified to Class I or II if information becomes available

showing that their safety and effectiveness can be ensured through regulation in the less

' Comment of BGS Group, dated February 10, 2006, at 10.
http://www.fda.gov/ohrms/dockets/dockets/05p0121/05p-0121-c000009-vol3.pdf.

* The MDA is replete with provision for reclassification, depending on the circumstances applicable to
the device: Sections 513(e), 513(F), 514(b), 515(b), and 520(1).

? Prior to the SMDA, Section 513(e) of the Food, Drug, and Cosmetic Act (FDCA) permitted
reclassification by the issuance of a regulation, but made no mention of the criteria for reclassification.
The SMDA amended section 513(e) by adding specific criteria for the reclassification of a Class 111
device into Class 1 or II. These criteria are described in detail in the response to item number 6.

4136 Cong. Rec. $17456-01 (daily ed. October 27, 1990) (statement of Senator Kennedy).



RS Medical Response
Page 3

burdensome classification.® RS Medical’s use of the petition process is thus not an attempt to
make an “end run” around the regulatory scheme, but rather an implementation of the regulatory

framework as Congress envisioned it.

2. The comments assert that RS Medical refuses to submit information that is unfavorable to

the petition.

RS Medical has performed a number of extensive literature searches for information pertinent to
the reclassification issues, both in its initial petition and in response to FDA’s “Points to
Consider” document. RS Medical has described its methodology for searching databases;
explained the criteria that were used to include and exclude certain literature articles; and, cited
all articles that are pertinent. The opposition has not found fault with RS Medical’s
methodology, nor has it cited any so-called “unfavorable” information that should have

been included in the petition.

3. The comments maintain that the articles that show that an unsafe or ineffective signal can

be developed are “unfavorable” and indicate that Class II controls are insufficient.

As RS Medical explained in its most recent amendment to the petition, articles that discuss an
ineffective, or unsafe, signal are not unfavorable - - unless the article shows that an existing
approved device proposed for reclassification is unsafe or ineffective. If an article shows that an
actual device to be reclassified is unsafe or ineffective, it should be considered unfavorable
because it potentially indicates that such a device should not be marketed or serve as a predicate

device for new devices of the same type. On the other hand, an article should not be deemed

> “H.R. 11124 proposes that all medical devices be classified into one of three regulatory categories
depending on the extent of regulation necessary to assure safety and effectiveness.” (Emphasis added;
Ibid., page 12.)

6 “By regulation ...the Secretary may change the classification of a device from class III ...to class I if the

Secretary determines that special controls would provide reasonable assurance of the safety and effectiveness of
the device ....” (Section 513(e) of the FDCA, 21 U.S.C. § 360c.)
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unfavorable if it only shows that an unsafe or ineffective device can be designed. One can
design an unsafe or ineffective anesthesia machine, vascular graft, daily wear contact lens,
heating blanket, hospital bed, etc. Showing that one can design a flawed device, however, is not
evidence that the device should be regulated in Class III, and, therefore, an article demonstrating
this should not be considered unfavorable for purposes of reclassification. On the contrary, when
an article identifies an unsafe or ineffective device through the application of preclinical, or
limited clinical testing, the article is actually favorable. This is because the salient regulatory

issue is whether an unsafe or ineffective device can be identified prior to marketing.

There is at least one article cited in the petition with equivocal results, and is available for

analysis, regardless of whether it is characterized as “favorable” or “unfavorable.”

4, The opposition maintains that what it refers to as unfavorable data should be applied to

all Non-Invasive Bone Growth Stimulators just as RS Medical applies favorable data to

the device in general.

Specifically the opposition states:

...in the case of favorable data, the company finds it unnecessary to specify the particular
devices being tested. In contrast, in studies that produce unfavorable data, RS Medical
attributes the results to a specific device, and does not generalize to all types of

noninvasive bone growth stimulators.’

“Favorable data,” which presumably are data showing that some Non-Invasive Bone Growth
Stimulator is safe and effective, need not be tied to a specific device because such data are only
intended to establish that, as a general principle, the Non-Invasive Bone Growth Stimulator type

of device can be safe and effective; and, such positive data do not in any way adversely reflect
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on any specific device that is to be reclassified. Thus, the specific device in question need not be
identified. In the case of data that show some specific device is ineffective or unsafe, the
situation is different because it would be important to know if the device is one which is
proposed for reclassification. Under the latter circumstances, RS Medical attempted to learn if
an approved device was involved, in which case the data would have been unfavorable and RS

Medical would then have identified it as such.

There is one small study that demonstrated mixed effectiveness results for a PEMF signal (Baker
et al, 1984), and RS Medical attempted to learn whether a currently PMA-approved device was
used. While the article did identify certain characteristics of the device, it was not clear that a

PMA-approved device that is included in the reclassification petition was involved.

5. The comments contend that RS Medical has not identified the basic mechanism of action

of the Non-Invasive Bone Growth Stimulator and, therefore, reclassification is

inappropriate.

First, there is no requirement that the mechanism of action for a device be identified in order for
it to be in Class II. To illustrate the point, there is some debate about the mechanism of action
for the Implanted Peripheral Nerve Stimulator (21 C.F.R. §882.5870), the Implanted Spinal Cord
Stimulator for Pain Relief (21 C.F.R. §882.5880), and the Transcutaneous Electrical Nerve
Stimulator for Pain Relief (21 C.F.R. §882.5890). Nevertheless, all of these devices are in

Class 1.

Moreover, there is convincing evidence that both the capacitive coupling and inductive coupling

devices included in the definition of the type of device to be reclassified have the same well-

" Comments of EBI, LP, dated February 17, 2006, at 6.
http://www.fda.gov/ohrms/dockets/dockets/05p0121/05p-0121-c000010-vol3 .pdf.
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understood mechanism of action. Recent investigations® have shown that both capacitive and
inductive signals produce a significant increase in cell proliferation compared with controls.
Signal transduction for capacitive coupling occurred by means of influx of calcium through
voltage-gated calcium channels leading to an increase in intracellular levels of calcium,
cytoskeletal calmodulin, and prostaglandin E,. With inductive coupling, signal transduction is
different. In this case, it causes an intracellular release of calcium leading to an increase in

cytosolic calcium and an increase in activated cytoskeletal calmodulin.

Thus, although the initial events in these signaling cascades were different, the final pathway was
the same, i.e., an increase in cytosolic Ca2+ and in activated cytoskeletal calmodulin. As such,
both forms of electrical stimulation that are covered in the petition have a similar mechanism of

action in promoting cellular proliferation in bone. (The cited article is attached.)

6. The opposition contends that information presented in the petition is inadequate because

the specific characteristics of the devices being studied in the literature articles are not

necessarily known.

The parties opposing RS Medical’s petition have asserted that reclassification is not appropriate
because the specific characteristics of the devices studied in the published literature are not well-
described. Unlike the requirements for a PMA, however, there is no requirement that the
literature relied upon in a down-classification petition contain a detailed characterization of the
devices. Rather, it is sufficient if the literature concerns a generic “grouping of devices that do
not differ significantly in purpose, design, materials, energy source, function, or any other feature
related to safety and effectiveness, and for which similar regulatory controls are sufficient to

provide reasonable assurance of safety and effectiveness.””

® Signal Transduction in Electrically Stimulated Bone Cells; Brighton ef a/, The Journal of Bone and Joint
Surgery, Incorporated, 2001. This article was not included in previous literature searches but was found
with the “transduction” search term.
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The opposition’s reliance upon FDA’s treatment of the down-classification petition for rigid gas

permeable contact lenses is misplaced. They state:

In rejecting the down classification of rigid gas permeable (“RGP”) contact lenses, FDA
concluded that the literature in support of reclassification “requires detailed
characterization of the lens or lenses from which the evidence is drawn and the lenses to

which the characterization applies.”

FDA’s decision with respect to the reclassification of daily wear RGP lenses, however, is not
relevant to the RS Medical petition. The RGP lens decision occurred in the 1980’s, and was
based upon the erroneous legal interpretation then being applied by the Agency that the
reclassification process was very much like the PMA process. By the late 1980’s, however, FDA
began applying the reclassification provisions with an eye toward avoiding “overregulation.”

For example, in 1989, FDA granted a petition to down-classify poly(glycolide/L-lactide)
absorbable surgical sutures from Class III to Class II and, in doing so, implicitly repudiated the
position it had taken in the contact lens case. FDA’s decision in the suture case was upheld by

the courts. "’

FDA’s modification of its position with respect to down-classification is supported by the
legislative history of the revisions to the reclassification provisions of the FDCA that were made
by the Safe Medical Devices Act of 1990 (SMDA). Although the provision for reclassification
was included in the 1976 MDA, the MDA did not set forth a standard for FDA to use in
evaluating such petitions. In enacting the SMDA in 1990, Congress clarified and simplified the
rules for reclassification. Specifically, the SMDA amended section 513(e) by adding the

? See Ethicon v. FDA, 762 F. Supp. 382, 387 (D.D.C. 1991).
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following statement:

By regulation promulgated under paragraph (1), the Secretary may change the
classification of a device from class [II—
(A) to class II if the Secretary determines that special controls would provide
reasonable assurance of the safety and effectiveness of the device and that
general controls would not provide reasonable assurance of the safety and
effectiveness of the device, or
(B) to class I if the Secretary determines that general controls would provide
reasonable assurance of the safety and effectiveness of the device. (21 U.S.C. §

360c(e), emphasis added.)

Congress revised section 513 in this way to make clear that down-classification is appropriate
where a reasonable assurance of the safety and effectiveness of a generic class of devices can be
assured through the use of general and special controls, and such assurance does not require that
the agency conduct a premarket review of safety and effectiveness data related to a specific
device. Such a review of device-specific data is, rather, what would be required in a PMA. The
statutory change was made to allow FDA to avoid expending resources that would be required to
review a PMA in situations where no PMA is necessary for an assurance that the device is safe

and effective.'"

In short, to obtain down-classification of non-invasive bone growth stimulators, RS Medical is
not obligated to provide literature that contains a “detailed characterization of the [devices] from

which the evidence is drawn and the [devices] to which the characterization applies.” RS

01

"' As the Conference Committee explained, “the reclassification of devices is an appropriate way to assure the
FDA'’s limited resources are allocated to the review and [regulation of] those devices which present the
greatest risk.” House Report 101-808 at page 28, as reprinted in the U.S. Code Congressional and
Administrative News at page 6322.
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Medical’s burden, rather, is to provide “sufficient information” about the generic class of devices
for FDA to evaluate whether Class II controls are sufficient to provide assurance that the device

. . 12
is safe and effective”

7. The comments contend that the literature articles on clinical trials provided in the petition

are too diverse in study design to allow for pooling of the information, and thus do not

constitute valid scientific evidence.

The petition is not a PMA, but a request for reclassification. As RS Medical’s amendment of
November 30, 2005 explained, data that might not be appropriate for inclusion in a PMA, may
well be suitable for inclusion in a reclassification petition and, in fact, actually may serve to

strengthen the reclassification petition.

In a PMA, it is difficult to pool data from various studies that use different protocols, because
there may be differences in enrollment criteria, follow-up times, methodologies, and the outcome
measures themselves. Such differences make it difficult to pool results and produce statistically
meaningful analyses on specific performance characteristics of the particular device in question.
But RS Medical’s petition is not about a specific device; it is about a generic type of device.
As such, positive outcomes from different test methodologies serve to strengthen the case for
reclassification. Indeed, the fact that numerous studies conducted under disparate circumstances
all yielded positive outcomes demonstrates that, as a general principle, the Non-Invasive Bone

Growth Stimulator can be safe and effective.

The opposition is incorrect in its assertion that the studies cited in the reclassification petition do

" FDA has taken the position, upheld by the courts, that “sufficient information” for evaluating a petition
“requires that valid scientific evidence in the record correlates the control of performance parameters to
safe and effective use of the device. Thus, the question is whether the administrative record contains
sufficient information for the agency to understand the device and sufficient evidence to demonstrate that
factors determining the device's safety and effectiveness are controllable.” Ethicon, 762 F. Supp. at 388.
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not constitute valid scientific evidence. FDA defines “valid scientific evidence” as:

...evidence from well-controlled investigations, partially controlled
studies, studies and objective trials without matched controls, well-
documented case histories conducted by qualified experts, and reports of
significant human experience with a marketed device, from which it can
fairly and responsibly be concluded by qualified experts that there is
reasonable assurance of the safety and effectiveness of a device under its

conditions of use. (21 C.F.R. §860.7(c)(2).)

RS Medical’s original petition contains information on over 6,500 subjects’? that have been
evaluated in 41 clinical studies with 28 (68.3%)"* of these studies being prospective in nature.
This body of evidence clearly falls within FDA’s definition of “valid scientific evidence.”
Moreover, the totality of data contained in the articles provided in the petition would convince
any objective reviewer that the Non-Invasive Bone Growth Stimulator, as a type of device, can

be safe and effective when regulated pursuant to Class II controls.

8. The comments state that RS Medical has not provided technical specifications for the

devices that were the subject of the literature articles cited in the petition. thereby making

it impossible for FDA to determine whether these devices can safely serve as predicates

for new devices that would be subject to the 510(k) requirement.

The petition discusses the available literature from two perspectives. From one perspective, the
data are reviewed in total to show that both the inductive coupling and capacitive coupling

devices can be safe and effective, without specific regard as to which specific capacitive

" This number is less than the originally reported 6,700 subjects (see page 0014 of the petition), as the
findings from the study using the combined magnetic field device are not being included in this response.

"* The number of clinical studies (41) and prospective studies (28) reported in this response are less than the
numbers originally reported (see page 0014 of the petition), as the findings from the study using the
combined magnetic field device are not included.
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coupling or inductive coupling device was being tested. But the petition also provides a separate
analysis of data by the specific devices to be reclassified. The former set of data establish that
the type of device can be safe and effective, and the latter show that the specific devices to be

reclassified can serve as reasonable predicates.

9. The comments state that the petition does not include enough information about how a

new device can be compared to a predicate device to ensure that it will perform in the

same manner as its predicate.

The opposition’s assertion is inaccurate. This information is provided on pages 20 through 24 of
RS Medical’s November 30, 2005 amendment. This discussion is lengthy and complex, and,

therefore. will not be repeated here.

10. The comments insist that certain potential risks, e.g.. interference from internal/external

fixation devices, harm to electronic implants such as pacemakers. and potential biological

effects at the cellular level, have not been adequately addressed in the petition.

The opposition’s comment is without merit. RS Medical’s November 30, 2006 amendment

addresses all these risks.

The literature was reexamined to assess the risk of interference by internal/external fixation
devices. RS Medical described the outcomes of studies cited in the petition when fixation
devices were involved (pages 11 through 14). The data indicate that neither inductive coupling
nor capacitive coupling devices are adversely affected by non-magnetic metallic fixation devices.
The petition recommends that a warning be added to the labeling of Non-Invasive Bone Growth
Stimulator to say that magnetic fixation devices may interfere with effective treatment by the
device. The proposed 510(k) Guidance Document for the Non-Invasive BGS, which is one of

the Class II special controls recommended in the RS Medical petition, describes this warning
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(page 18 of the guidance). This issue would be addressed no differently were the device to

remain in Class [II.

RS Medical’s November 30, 2006 amendment, states that RS Medical agrees that a Non-
Invasive Bone Growth Stimulator could theoretically have an adverse effect on the performance
of an electrical implant (page 11). Again, the petition recommends that a warning be added to
the labeling of Non-Invasive Bone Growth Stimulator to say that the device may adversely affect
the performance of electrical implants such as pacemakers. The proposed 510(k) Guidance
Document for the Non-Invasive BGS describes this warning (page 18 of the guidance). Again,

this issue would be addressed no differently were the device to remain in Class III.

In addition, the November 30, 2006 amendment discusses the literature applicable to biological
risks. The petition notes that additional research may be appropriate to more fully explore
certain limited questions, but the petition also notes that risks are obviously very low. The
research being discussed is very academic and has not been, and will not be, required for PMA

approval, even if the device were to remain in Class III.

11. The comments assert that the 510(k) review process is not designed to deal with new

devices that may need to be identical to their predicates, and if a new device needs to be

identical in order to be substantially equivalent, a 510(k) review is inappropriate.

Apparently, the opposition would like to disqualify new devices that are a virtual match to a
predicate device from review through the 510(k) program. For years, the 510(k) program has
been criticized in some quarters for allowing new devices with new technological features to be
found substantially equivalent. Now, the opposition is presenting the notion that it is also
inappropriate for a new device to be too much like its predicate. Congress, however, does not

agree. The Report by the Committee on Interstate and Foreign Commerce on H.R. 11124 states:
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The term “substantially equivalent” is not intended to be so narrow as to refer only to
devices that are identical to marketed devices nor so broad as to refer to devices which
are intended to be used for the same purposes as marketed products. The committee
believes that the term should be construed narrowly where necessary to assure the safety
and effectiveness of a device but not so narrowly where differences between a new
device and a marketed device do not relate to safety and effectiveness. Thus, differences
between “new” and marketed devices in materials, design, or energy source, for example,
would have a bearing on the adequacy of information as to a new device’s safety and
effectiveness, and such devices should be automatically classified into Class III. On the
other hand, copies of devices marketed prior to enactment, or devices whose variations
are immaterial to safety and effectiveness would not necessarily fall under the automatic

classification scheme. (Page 36, emphasis added.)

This very well known quotation from the committee report establishes that identical devices are

to be considered substantially equivalent.

12. The comments maintain that minor changes in this type of device can adversely affect

safety or effectiveness, and this makes it unsuitable for 510(k) review and thus unsuitable
for Class II.

The opposition states:

Numerous studies demonstrate that ostensible minor changes to BGS
devices can adversely impact safety and effectiveness . . . These studies

show that BGS devices are ill suited for a comparative determination of
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“substantial equivalence” and that insufficient evidence exists to

demonstrate that the proposed special controls are adequate.”'”

Put in simpler terms, the argument amounts to an assertion that because one can make an unsafe
or ineffective device as a result of a minor change, it is not possible to make an assessment of the
substantial equivalence of any new device of this type. Although it is undisputed that changes to
a device of this type can have adverse consequences, it is not clear why this fact should lead to
the conclusion that the device is unsuitable for an evaluation of substantial equivalence. One can
make an unsafe or ineffective device of any type. Thus, the logical extension of the opposition’s
argument is that no device is suitable for marketing through 510(k) reviews.'® As a practical
matter, seemingly minor changes can of course have significant safety or effectiveness
consequences on many devices that are reviewed through the 510(k) process, but there is no
serious argument that this fact makes the entire 510(k) process inappropriate. Rather, FDA
routinely deals with the issue in a variety of ways, often by requiring a 510(k) to contain
extensive testing information. In short, a submitter is required to establish that a difference in
comparison to a predicate device has not adversely affected safety or effectiveness.

Rather than advocating such an outlandish proposition, it may be that the opposition’s real
argument is an unstated one, that seemingly minor changes may go unnoticed by the FDA during
the course of a 510(k) review, and, as a result, an unsafe or ineffective device may reach the
market. The comments, however, do not identify the flaws or omissions in the proposed 510(k)
Guidance Document for Non-Invasive BGS -- which is one of the Class II special controls
recommended in the RS Medical petition -- that would allow this to occur. RS Medical submits
that there simply is no reason to believe that anything of importance will be overlooked in FDA’s

review of a 510(k) that contains the information described in the proposed guidance document.

'* Comments of BGS Group, dated February 10, 2006, at 2.
http://www.fda.gov/ohrms/dockets/dockets/05p0121/05p-0121-c000009-vol3.pdf.

This is an absurd position that, we assume, is not taken when the opposition submits its own 510(k)s to
FDA.

16
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13. The comments state that these devices are unsuitable for 510(k) review because clinical

data are necessary to provide a reasonable assurance of safety and effectiveness.

During the early implementation of the 1976 MDA, which introduced the 510(k) program, there
was some controversy about whether clinical data should be required for 510(k)s, even though
such data had sometimes been required during the 1970s and 1980s. Critics of this practice
argued that authorizing FDA to require clinical data made a 510(k) too much like a PMA, even
though the clinical data collected in 510(k)s tended to be more limited in scope than the data
required in PMAs. In 1990, the SMDA resolved the question definitively by adding Section
513(i) to the Federal Food, Drug, and Cosmetic Act (FDCA), which provides:

(1)(1)(A) For purposes of determinations of substantial equivalence under
subsection (f) and section 520(1), the term "substantially equivalent" or
"substantial equivalence" means, with respect to a device being compared
to a predicate device, that the device has the same intended use as the
predicate device and that the Secretary by order has found that the
device—

(1) has the same technological characteristics as the predicate

device, or

(i1)(I) has different technological characteristics and the
information submitted that the device is substantially equivalent to
the predicate device contains information, including appropriate
clinical or scientific data if deemed necessary by the Secretary or
a person accredited under section 523, that demonstrates that the
device is as safe and effective as a legally marketed device, and
(IT) does not raise different questions of safety and effectiveness

than the predicate device. (21 U.S.C. § 360c(i), emphasis added.)




RS Medical Response
Page 16

The report by the Committee on Energy and Commerce on H.R. 3095, the House version of the

adopted bill, explains the provision:

The Committee recognizes that the FDA does not always need
clinical data to make a finding of substantial equivalence. It is the
Committee’s understanding that the FDA currently requests
clinical data in less than 10% of the substantial equivalence
determinations. The Committee believes that it is appropriate for

the FDA to request such information when necessary. (Page 25)

[t is not clear that clinical data will be needed for all 510(k)s for Non-Invasive Bone Growth
Stimulators. In general, clinical data are required where differences between the new and
predicate device merit the submission of testing data, and there are significant limitations
associated with bench and animal testing. RS Medical’s November 30, 2005 amendment to its
petition establishes that the performance characteristics of existing approved Non-Invasive Bone
Growth Stimulators can be duplicated in a testing laboratory. Bench testing should suffice if the
signal is duplicated. Animal testing may be required in addition if there are minor deviations. In
order to be prudent, the Agency may choose to require bench, animal and limited clinical data, or
even extensive clinical data. None of these testing options falls outside the scope of the 510(k)

review process, and such 510(k) review decisions are made by the Agency on a daily basis.

14, The comments state that these devices are unsuitable for 510(k) review because an FDA

premarket inspection of manufacturing processes is necessary.

There are hundreds of Class II devices posing more risks than this device, and these devices are
not subject to premarket manufacturing inspections. Moreover, an inspection program similar to
the one used for PMA reviews can be directed at any device, regardless of whether the device is
in Class L, IT or I1I. For example, FDA can choose to inspect any specific device manufacturer at

the same time it clears a 510(k).
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15. The comments state that the devices proposed for reclassification differ significantly in

mechanism of action, waveform, design, etc., and, therefore, require different special

controls.

The petition submitted by RS Medical, as amended on November 30, 2005, identifies the special
controls adequate to ensure the safety and effectiveness of both the capacitive coupling and
inductive coupling devices included within the type of device defined within the petition. There
are general controls and special controls. Given that both are needed, the device should be in
Class II rather than Class I. The opposition has copies of the proposed controls, but aside from
making their comment, to date they have not stated how the controls apply to one of the

technologies and not to the other.

16. The comments state that RS Medical has not addressed the risk of thermal burns in a way

that is appropriate and enforceable.

In response to an FDA inquiry about the possibility that thermal burns could occur if a user is
sleeping while using the device and simultaneously charging the battery, RS Medical suggested a
warning in the labeling. In addition, RS Medical stated that, as part of the special control
guidance, the Agency could ask how each new manufacturer would address the issue in 510(k)

submissions.

RS Medical also noted that the problem could be resolved with design changes that would
prohibit simultaneous use and charging. RS Medical also suggested that multiple battery packs
could enable the patient to have a charged battery pack continuously available, so the device
could be used whenever the patient likes, even though use and charging could not occur
simultancously. RS Medical noted that the Agency could go so far as to require such a design as

a special control.
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In response, the opposition states:

RS Medical’s proposed special control is inappropriate and unenforceable.
Mandating design requirements is beyond the scope of FDA’s regulation of
device manufacturers in general and is certainly not within the scope of a device
reclassification. Guidance documents issued by the Agency, such as the special
control proposed by RS Medical, are not binding on FDA or the public. Thus,
FDA could not require a BGS manufacturer to design its device with dual battery
packs; and FDA could find a new BGS device to be substantially equivalent
without these design features. Moreover, even the currently marketed BGS
devices—the proposed predicate devices—do not meet these design criteria.
Thus, RS Medical has failed to identify a special control that would adequately
address the risk of thermal burns and PMA review must be maintained.'’

(Emphasis added.)

The opposition is in error about a lack of FDA’s authority. To illustrate the point, FDA has
promulgated a regulation at 21 C.F.R. Part 898, entitled “Performance standard for electrode lead
wires and patient cables,” as a design standard for the identified devices. The regulation was
promulgated under various cited authorities identified in the regulation and embedded in the
FDCA. FDA has unquestionable authority to require such a battery pack design for the Non-
Invasive Bone Growth Stimulator, just as it required certain design features for lead wires and
patient cables. Moreover, because this reclassification process is being conducted under the rule-
making provision of Section 513(e), any final rule could include certain design requirements,

using the authorities in Section 514 of the FDCA. (21 U.S.C. § 360d.)

The opposition’s comment states that not even the existing devices in Class III have solved this
thermal burn problem, and they note that, as a result, new devices with the same flaw could be

found substantially equivalent, and legally marketable, if the type of device is reclassified. Thus,

' Comment of BGS Group, dated March 7, 2006, at 7.
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the opposition is asserting, for some illogical reason, that classification in Class III has not
addressed this issue. If indeed the designation as Class III cannot solve the thermal burn
problem, then the proper conclusion is that the imposition of the standard making authority in
Class II will be more effective in resolving this issue than the imposition of premarket approval

in Class III.

17. The comments impugn the integrity of RS Medical’s management team by asserting that

RS Medical discussed with several PMA holders the possibility of withdrawing its

petition if RS Medical could serve as a distributor of a PMA holder’s approved device.

Business discussions routinely occur among competitors, or potential competitors, in the device
industry. We will not further describe the nature of the conversations, but we must note that
business-related discussions generally fall outside the purview of FDA oversight, and are entirely
irrelevant to the issue at hand, i.e., whether Class II controls would provide a reasonable
assurance of the safety and effectiveness of Non-Invasive Bone Growth Stimulators. The
opposition’s comments seem designed to impugn the integrity of the petitioner, and to perpetrate
the erroneous notion that a request for reclassification is somehow an illegitimate ploy to avoid

regulatory responsibilities.

We look forward to the Agency’s review of this matter.

Si ly,
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