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Dorothy Marie Reeves suffered a serious back injury in 1985.1 
Her injury required she undergo spinal fusion surgery.2 To pro
mote the fusion of her vertebrae, Reeves' doctor implanted two sur
gical devices into her back.3 These surgical devices were 
manufactured by AcroMed Corporation.4 Although Reeves' condi
tion initially improved, within six months she experienced increas
ing 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 Administra
tion (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 Spi
nal 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. 
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lated.24 In addition, the Code of Federal Regulations requires appli
cants 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 us
ing 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 

2. Investigational Device Exemption (IDE) 

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 lim
ited circumstances so the FDA may investigate their safety and ef
fectiveness.30 The FDA stringently oversees the IDE process.31 

Patients must volunteer to be treated with such devices.32 In addi
tion, 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 advertise
ments 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 Orthopedic Bone Screw Prods., 159 F.3d at 819 (citing Medtronic, Inc. v. Lohr, 518 U.S. 470, 

477 (1996)). 

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

29 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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are used only in cl· . 1 . rmca trials and . 
public.34 remam unavailable to the general 

3. Section 510(k) Clearance 

The § SlO(k) clearance ro . 
used method to introduce a -l:.ed~~s dpr~vides the most commonly 
tur~rs must demonstrate that the e:Ice to t~e market. Manufac
equivalent of a device that medical device is the substantial 

Th was on the mark t . 
e passage of the MDA in e pnor to 1976.35 

cess.36 The MDA allowed for" g76 gave ri~e to the§ SlO(k) pro-
~~~ce prior to its enactment t~ ~~m ~ss III devices that were in com-
illlhates and completes am on the market until the FDA 
' d' a premarket 1 pre Icate' devices "37 C approva analysis for th 
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e~Ices already on the market " s ecause the medical 

while the FDA completed its PMA. ~~~ul~ not be withdrawn ... 
Grandfathering of d . ysis for those devices "38 

potential for market mon~VIcts a~ready on the market creat~d the 
vices that are substantially po ~at~on.39 Thus, the MDA allows de 
the PMA process 4o This equdiva ent to a predicate device to forg -
SIO(k) . proce ure becam kn o 

. . process," because that f . e own as the "Section 
ongmal MDA.41 The f sec IOn outlmed the procedure in th 
d . . manu acturer must h th e 

evice IS as safe and effective d . s ow at the proposed . 
ket, and the proposed device:~ ~~~c: a~readr legally on the mar
safety and effectiveness .... "42 raise different questions of 

Federal regul f . 
in sufficient detailat~onps re~dlilre that "fa§] SIO(k) summary shall b 
d t . rovi e an underst d' e 

e ermmation of substantial e . an mg of the basis for a 
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ega y marketed device to which the 

voluntary p ti · . . ar Clpation; and that the . 
Without penalty) patient has the right to d' . 

. Iscontmue participation 

34 Orthopedic Bone Screw Prods 159 F 3d . 
35 

., • at 819. 
Reeves, 44 F.3d at 303. 

36 Id. 

37 Orthoped · B zc one Screw Prods 159 F 3d 
38 Id. (quoting Medtronic In., . at 819 (citing 21 U.S. C. §360e(b)(l)(A) (2000)) 

s, c. v Lohr 518 U S 4 . 
39 Jd. . ' · · 70, 478 (1996)). 

40 Id. 

41 Id. 

42 See Orthoped · B S zc one crew Prods 159 F 3d 
43 21 C ., . at 820 n.1 (citing 21 US 

.F.R. § 807.92 (2001). · .C. § 360c(i)(1)(A) (2000)). 
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48 21 C p R § 807.87 (declaring that w en . .fi antly effects its safety or ef ectlvenes ' 
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es and effects o s hr 518 US data that the consequenc tin Medtronics Inc. v. Lo ' .. 
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attempts to fuse, or connect, juxtaposed vertebrae "that have be
come unstable due to disease or injury."51 The mechanics of the fu
sion process are as follows: the doctor inserts bone chips (taken 
from the hip of the patient) between or around the affected verte
brae; 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 de
crease "motion between segments of the spine to allow the bone fu
sion to knit together."54 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 
are available.

56 
This comment focuses on the use of orthopedic bone 

screws, also known as "pedicle screws."57 These screws are im
planted into the pedicles, which are the "two rear-ward facing bony 
arches on either side of the vertebral body that support the lam
ina."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 

2. Getting the VSP on the Market 

AcroMed first attempted to get the VSP on the market in 
1984.

60 
AcroMed sought § 510(k) clearance for the VSP indicating 

that the device's intended use was for spinal fusion and that the 

51 !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). 

5

7 

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

60 Orthopedic Bone Screw Prods., 159 P.3d at 820. 




























