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FDCA MEDICAL DEVICE AMENDMENTS
AND FEDERAL PREEMPTION:
PuTTING THE ScREws TO SPINAL
FusiON PATIENTS

J.

Derrick Price

INTRODUCTION

Dorothy Marie Reeves suffered a serious back injury in 1985.1
Her injury required she undergo spinal fusion surgery. 2 To promote the fusion of her vertebrae, Reeves' doctor implanted two surgical devices into her back. 3 These surgical devices were
manufactured by AcroMed Corporation. 4 Although Reeves' condition initially improved, within six months she experienced increasing pain that was not present prior to surgery. 5 In 1991, Reeves filed
suit against AcroMed in a Fifth Circuit federal district court based
primarily on a "failure to warn" claim. 6
Nine years before Reeves' suit, the Food and Drug Administration (FDA) approved the manufacture and marketing of these two
surgical devices by AcroMed Corporation. 7 These two devices,
nested bone plates and cancellous bone screws, were actually the
component parts of a device known as the Variable Placement Spinal Plate Fixation System (VSP). 8 The FDA gave Acromed clearance
to market these devices (the individual component parts of the VSP)
1

Reeves v. Acromed Corp., 44 F.3d 300, 302 (5th Cir. 1995).

2Jd.
3

Id.

4

Id.

5

Id.

6

See Reeves, 44 F.3d at 302 (explaining Reeves' primary claim that AcroMed failed to warn
her that the FDA had never approved the use of these devices for spinal fusion).

7

In re Orthopedic Bone Screw Prods. Liab. Litig., 159 F.3d 817, 820 (3rd Cir. 1998), rev'd sub.
nom. Buckman Co. v. Plaintiff's Legal Comm., 531 U.S. 341 (2001).
8 Id.

Hous. J. HEALTH L. & PoL'Y

86

FDCA MEDICAL DEvicE AMENDMENTs AN

lated. 24 In addition, the Code of Federal Regulations requires applicants to specify a medical device's "intended use" in the premarket
notification submission. 25 Medical devices going through the PMA
process will take much longer to reach the market than devices using the other two avenues. Indeed, the PMA process may take
years. 26 On average, the FDA spends 1200 hours researching and
investigating each submission.27 This process is also very costly to
the manufacturers of medical devices. 28
Investigational Device Exemption (IDE)

2.

A second way for a manufacturer to get medical devices on the
market is to obtain an exemption from the PMA process. 29 The IDE
exemption allows for the use of unapproved medical devices in limited circumstances so the FDA may investigate their safety and effectiveness.30 The FDA stringently oversees the IDE process. 31
Patients must volunteer to be treated with such devices. 32 In addition, manufacturers must obtain each patient's informed consent
before they use the IDE device. 33 Devices available through the IDE
24

Id. (mandating that the application include: (A) all information as to the safety and effec-

tiveness of the device known or which should be reasonably known to the applicant; (B) a
statement of components and materials used in the device and principles of operation; (C)
a description of methods and facilities used in manufacturing, processing, and installation;
(D) references to applicable performance standards under § 360d of the statute along with
adequate information to show that the device meets those standards; (E) samples of the
device and its components or complete information as to the location of such samples; (F)
proposed labeling samples; and (G) any other information that the FDA may require).
25

See 21 C.P.R. § 807.87(e)(2001) (indicating that "proposed labels, labeling, and advertisements sufficient to describe the device, its intended use, and the directions for its use... "
are required in a premarket notification submission).

26

See Beck & Azari, supra note 18, at 74.

27

3.

See Beck & Azari, supra note 18, at 74.
Id .

30

Id.

31

Id.

32

See Beck & Azari, supra note 18, at 74 (explaining that volunteer patients have access to
IDE devices only through doctors who volunteer to act as investigators for the FDA and
agree to follow the FDA's protocols).

33

See id. at 75(reporting that IDE regulations require written informed consent documents
that include statements that research is involved; descriptions of reasonably foreseeable
benefits, risks, or discomforts to the patient; alternatives; confidentiality of the subject's
medical records; an explanation of any compensation; available treatments for injuries
possibly arising from the research that involve more than minimal risk; a statement of
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Orthopedic Bone Screw Prods., 159 F.3d at 819 (citing Medtronic, Inc. v. Lohr, 518 U.S. 470,
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attempts to fuse, or connect, juxtaposed vertebrae "that have become unstable due to disease or injury."51 The mechanics of the fusion process are as follows: the doctor inserts bone chips (taken
from the hip of the patient) between or around the affected vertebrae; these bone chips then fuse with the affected vertebrae, creating
a mass of bone called an arthrodesis; this arthrodesis alleviates the
patient's back pain by stabilizing the affected area. 52
To encourage the fusion of the bone chips and vertebrae, and
to provide stability during the fusion process, physicians sometimes
use internal fixation devices. 53 These devices provide a splint to decrease "motion between segments of the spine to allow the bone fu54
sion to knit together." These internal fixation devices may be
removed once the bone chips form a solid fusion. 55
If a physician
uses an internal fixation device, several options
56
are available. This comment focuses on the use of orthopedic bone
screws, also known as "pedicle screws."57 These screws are implanted into the pedicles, which are the "two rear-ward facing bony
arches on either side of the vertebral body that support the lamina."58 Surgeons implant these screws into the pedicles because "the
pedicles face out and are more readily accessible to a surgeon than
the rest of the vertebrae."59
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.

I Fusion How it Works

'
.
d e used to treat severe back
Spinal fusion is a su~gical pro~e ur_ll suffice.so The physician
.
hen no other mediCal reme y WI
pamw
1.

Spma

44

21 C F.R. § 807.92(a)(3)(indicating that a

.

l .

2.

"substantial equivalence" to a
28, 1976; (2) was ori~ally

d~v:~~ ~;o~=~ay

plred:;;~
:,';':,";b~; =·~:;;:;:,_;" "' ";;:! ;;:~.;,~~,h;::::,';':W
cduced
ass einto the marke t by a showing of substantia eqmv

process).
.
. es "a statement of the intended use of
21 C.P.R. § 807.92(a)(5) (2002). This sectlo:e:~~:cation submission, including a general
the device that is the subject of the p_rem~at the device will diagnose, treat, prevent, cu;e,
description of the diseases or conditions here appropriate, of the patient population or
..
. 1u_ding
w
or rrutlgate,
me
. a descnptwn,
" Id
hich
the device IS mtended.
.
m·res disclosure of the
w
h § 510(k) summary req
46 21 C p R. § 807.92(a)(6) (indicating thaht t e
devl·ce· how such attributes of the new andd
· · design, and compos!."ti: doft
new attributes
'
material,
howe these
compare with those o f the pre !preelica te device are the same,
cate device).

Getting the VSP on the Market

AcroMed first attempted to get the VSP on the market in
60
1984. AcroMed sought § 510(k) clearance for the VSP indicating
that the device's intended use was for spinal fusion and that the

45

·th~t

!d.

52Jd.
53 !d.
54

Id.

55

Beck & Valentine, supra note 17, at 392.

56

Id. (explaining that not all spinal fusion surgeries utilize implants and that orthopedic
bone screws, hooks or wires are other available options).

See 21 C.P.R. § 807.87(g).
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7

!d. (observing that "pedicle screws" is the name commonly used for orthopedic bone
screws).

5
58

Id; see also id. at 392 n.10 (citing Burton v. Danek Med. Inc., C.A. No. 95-5565, 1999 WL
118020, at *1 n .1 (E.D. Pa. Mar. 1, 1999)).
59

!d. at 392 n.IO (citing Baker v. Smith & Nephew Richards, Inc., No. 95-58737, 1999 WL
811334, at *4 (Tex. Dist. Harris Co. June 7, 1999), affd mem., No. 14-99-00616-CV, 2000 WL
991697 (Tex. App. July 20, 2000)).

470, 478-79 (1996)).
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Orthopedic Bone Screw Prods., 159 P.3d at 820.

