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16) The restatement 3d of torts: Categories of product defect section 2(b): is defective in 
design when the foreseeable risks of harm posed by the product could have been reduced 
or avoided by the adoption of a reasonable alternative design by the seller……, and the 
omission of the alternative design renders the product not reasonably safe. 2(c): is de-
fective because inadequate instructions or warnings when the foreseeable risks of harm 
posed by the product could have been reduced or avoided by reasonable instructions or 
warnings by the seller……, and the omission of the instructions or warnings renders the 
product not reasonably safe.
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23) Food Drug and Cosmetic Act §510(k), 21 U.S.C. §360(k) (2006)., SEC. 510. [21 USC §360] 
Registration of Producers of Drugs and Devices (k) Report preceding introduction of devices 
into interstate commerce. Each person who is required to register under this section and 
who proposes to begin the introduction or delivery for introduction into interstate commerce 
for commercial distribution of a device intended for human use shall, at least ninety days 
before making such introduction or delivery, report to the Secretary or person who is ac-
credited under section 523(a) (in such form and manner as the Secretary shall by regulation 
prescribe) — (1) the class in which the device is classified under section 513 or if such 
person determines that the device is not classified under such section, a statement of that 
determination and the basis for such person's determination that the device is or is not 
so classified, and (2) action taken by such person to comply with requirements under sec-
tion 514 or 515 which are applicable to the device. A notification submitted under this sub-
section that contains clinical trial data for an applicable device clinical trial (as defined in 
section 402(j)(1) of the Public Health Service Act [42 USC § 282(j)(1)]) shall be accom-
panied by the certification required under section 402(j)(5)(B) of such Act [42 USC § 
282(j)(5)(B)]. Such certification shall not be considered an element of such notification. 
Available At: http://www.fda.gov/RegulatoryInformation/Legislation/FederalFoodDrugand-
CosmeticActFDCAct/FDCActChapterVDrugsandDevices/ucm109201.htm [Accessed Sep 12 
2011]
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Steven E Nissen. Medical Device Recalls and the FDA Approval Process. ARCH INTERN 
MED Published online Feb 14, 2011. 

25) US Government Accountability Office. FDA should take steps to ensure that high-risk de-
vice types are approved through the most stringent premarket review process: GAO-09- 
190: January 2009. http://gao.gov/new.items/d09190.pdf. Accessed 20 July 2011. 

26) 21 U.S.C. § 360e. “a full statement of the components, ingredients, properties, and principles 
of operation of the device; a full description of the methods used in the manufacture and 
processing of the device; information about performance standards of the device; samples 
of the device; specimens of the proposed labeling for the device; and any other relevant 
information”.
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state shall be bound thereby, anything in the constitution or laws of any state to the contrary 
notwithstanding.

28) ERISA titles . Title I - Protection of Eemployee Benefit Rights, 
Title II - Amendments to the Internal Revenue Code Relating to Retirement Plans, Title 
III - Jurisdiction, Administration, Enforcement, Joint Pension Task Force, Etc., and Title 
IV - Plan Termination Insurance.

29) “Shall supersede any and all State laws insofar as they may now or hereafter relate to 
any employee benefit plan”.

30) 514 (a)
(benefit plan) “ (related to)” , 

.



, 
, 

. 
, . (conflict) . 

(the supremacy 
clause) . 1) 
(compliance) , 2) 

. In Edgar v. Mite 
Corporation32)

. 
1976 21 U.S.C. § 

360k(a)33) . “ subsection(b) , 

31) 350 U. S. 497 (1956). 1955 Steve Nelson
, 20 $10,000 

. 1940 (Alien Registration 
Act) , (Smith)

. 
(6 3 ).

32) 457 U.S. 624 (1982). The MITE Corp. Chicago Rivet & Machine 
Co. (tender offer) . (The Illinois 
Business Take-Over Act) (the 
Secretary of State) , 20

.  , 
. 

. MITE Corp.
(the Williams Act, 15 U. S. C. Sections 78m(d)-(e) and 78n(d)-(f))
(the Commerce Clause) .

33) “State and local requirements respecting devices (1) General rule. Except as provided in 
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The Liability for Unsafe Medical Product and The 

Preemption Clause of Medical Device Act

Jang Han, Kim

University of Ulsan College of Medicine Department 
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=ABSTRACT=

In 1976, the Dalkon Shield-intrauterine device injured several thousand women 

in U.S.A. which caused the changes of medical deivce regulation.  The Medical 

Device Regulation Act or Medical Device Amendments of 1976 (MDA) was 

introduce. As part of the process of regulating medical devices, the MDA divides 

medical devices into three categories. The class II, and III devices which have 

moderate harm or more can use the section 510 (k), premarket notification proc-

ess if the manufacturer can establish that its device is "substantially equivalent" to 

a device that was marketed before 1976. In 21 U.S.C. § 360k(a), MDA in-

troduced a provision which expressly preempts competing state laws or 

regulations. After that, the judicial debates had began over the proper inter-

pretation and application of Section 360(k) In February 2008, the U.S. Supreme 

Court ruled in Riegel v. Medtronic that manufacturer approved by the Food and 

Drug Administration (FDA)’s pre-market approval process are preempted from li-

ability, even when the devices have defective design or lack of labeling. But the 

Supreme Court ruled in Medtronic Inc. v. Lora Lohr that the manufactures which 

use the section 510 (k) process cannot be preempted and in Bausch v. Stryker 

Corp. that manufactures which violated the CGMP standard are also liable to the 

damage of patient at the state courts. In 2009, the Supreme Court ruled in Wyeth 

v. Levine that patients harmed by prescription drugs can claim damages in state 

courts. This may cause a double standard between prescription drugs and medical 

devices. FDA Preemption is the legal theory in the United States that exempts 



product manufacturers from tort claims regarding Food and Drug Administration 

approved products. FDA Preemption has been a highly contentious issue. In gen-

eral, consumer groups are against it while the FDA and pharmaceutical manu-

facturers are in favor of it. This issues also influences the theory of product li-

ability of U.S.A. Complete immunity preemption is an issue need to be more 

declared. 

Keyword: Drugs, Medical devices, Preemption, Product liability, Damages




