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–19.)  As the machine started to move, it crushed James’s 

In his Complaint, James attributes his injuries to the Symbia Evo machine’s

defective design and manufacture and Seimens’s failure to warn of the machine’s 

–47).  As for the design defect, James points to Siemens’s 

failure to include various safety features, such as “a guard, sensor or kill switch” or 

ther mechanism “to warn when the risk of a crush injury would occur during use.”  (

at ¶ 44.)  He claims that Siemens defectively manufactured the Symbia Evo machine’s 

“warming cabinet and component parts.”  ( )  Siemens’s failure to warn, James says,

“appropriate size and height requirements”; and (3) other “conspicuous and adequate 

warnings.” (

–47).  He adds that Siemens’s conduct also breached the 

medical devices, it cannot be held strictly liable for James’s injuries or for breach of 

–

–

o avoid dismissal under Rule 12(b)(6), a complaint must “state a claim to relief 

that is plausible on its face.”  
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“that the defendant is liable for the misconduct alleged.”  

662, 678 (2009).  Though this “plausibility standard is not akin to a ‘probability 

requirement,’” it demands “more than a sheer possibility that a defendant has act

unlawfully.”  

, 809 F.3d 780, 787 (3d Cir. 2016).  Step one is to “take 

f must plead to state a claim.”  

, 556 U.S. at 675).  Next, the Court “should identify allegations that, 

‘because they are no more than conclusions, are not entitled to the assumption of 

truth.’”  556 U.S. at 679).  Finally, for all “well

allegations, the court should assume their veracity,” draw all reasonable inferences 

from them “and then determine whether they plausibly give rise to an entitlement to 

relief.”  

facts do not nudge the “claims across the line from conceivable to plausible,” the Court 

it applies the forum state’s substantive law.  

278 (3d Cir. 2008).  The rulings of a state’s highest court “are the authoritative source” 

ruling, a federal court must predict how the state’s highest court would rule.  

–23.  In doing so, it must “cons
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show how the highest court in the state would decide the issue at hand.” 

’

otherwise.”  

.  Under that section, “[o]ne 

who sells any product in a defective condition unreasonably dangerous to the user” is 

402A(1).  Because “[n]o product is expressly exempt” from §

courts presume that “strict liability 

.”  

402A notes that some products, however, are “incapable of being 

made safe for their intended and ordinary use.”  Restatement (Second) of Torts §

cmt. k.  “The seller of such products,” the comment continues, should not “be held to 

strict liability for unfortunate consequences attending their [products’] use” so long as 

the products “are properly prepared and marketed, and proper warning is given.”  

“[u]navoidably unsafe products,” most notably prescription drugs.  
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strictly liable for failing to adequately warn of a drug’s dangers.  

Comment k as denying “strict liability to products such as prescription drugs .

marketed with proper warnings.”  –

—that is, fails “to 

exercise reasonable care to warn of dangers.”  

–

trial court there had concluded that a medical device implanted into the plaintiff’s spine 

was an unavoidably unsafe product within Comment k’s ambit.  

, the trial court dismissed the plaintiff’s strict

that it could “find no reason why the same rational applic

may not be applied to medical devices.”  

, has created “an absolute 

prescription drug and medical device manufacturers.”  (Mo

the Symbia Evo machine even is a “medical device,” as 

Pennsylvania law uses the term.  The Third Restatement defines “medical device” as 
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“one that may be legally sold or otherwise distributed only pursuant to a h

provider’s prescription.”  Restatement (Third) of Torts §

of medical devices explains why Pennsylvania’s suggested jury instructi

prescription drugs and medical devices speak of a “prescribing” or “implanting” 

“[I]t is axiomatic that the 

holding of a judicial decision is to be read against its facts.”  

was implanted into the plaintiff’s spinal cord to send 

Superior Court affirmed the trial court’s conclusion that it could not distinguish this 

’s holding does not create a blanket rule for all 

he Pennsylvania Supreme Court’s more recent guidance 

–
–

–
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undermines Siemens’s argument.  That court has cautioned against unthinkingly 

stretching “principles beyond scenarios to which they rationally relate.”  

containing a “comprehensive discussion of the competing policies” and empirical data 

that might “support an informed, legislative type judgment.”  

robust record, courts “address evidence and arguments in individual cases”; they are ill

’s “truncated analysis” of Comment k as “a poor foundation for extrapolation.”  

liability claim, a plaintiff must allege “that the product was sold in a defective 

condition ‘unreasonably dangerous’ to the user, and that the defect caused plaintiff’s 

injury.”  

unacceptable to the average or ordinary consumer, or (2) “a reasonable person would 

he burden or costs of taking precautions.”  

warn, “a plaintiff must show 

that this deficiency in warning made the product ‘unreasonably dangerous.’”  
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warn claim requires a showing “that 

the seller.”  A manufacturing defect requires either direct evidence of “a bre

in the machine or a component thereof,” 

“evidence eliminating abnormal use or reasonable, secondary causes for the 

ction,” 

sparse, James’s Complaint alleges enough facts to state 

machine’s defective design left it “in an unreasonably dangerous, defective and unsafe 

condition.”  (Compl. ¶ 42.)  Specifically, he points to the lack of “a guard, sensor or kill 

switch,” as well as other safety mechanisms.  (

—

crushing patients’ feet—

– –

These facts also nudge James’s

warn of the machine’s foot

–

James’s
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Though James baldly asserts that the machine’s “warming cabinet and 

component parts” were “manufactured and sold in a defective and dangerous manner,” 

Pennsylvania’s Commercial Code codifies the implied warranty of 

, which requires goods to be “free from significant defects.”  

Allegheny Cty. Health Dep’t

“is based upon a special reliance by 

communicated by the buyer.”  

“on the skill or judgment of the seller to select or furnish suitable goods.”  13 Pa. Cons. 

2315.  A “particular purpose” involves “a specific use by th

his business.”  cmt. 2.  A product’s “ordinary purpose,” by 
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“particular purpose” other than its ordinary purpose of performing imaging studies on 

a plaintiff leave to amend a complaint “

requires.” This rule expresses “a preference for liberally 

granting leave to amend” unless “amendment would cause undue delay or prejudice, or 

that amendment would be futile.”  

ed “pleading 

—

—in the original pleading.”  Because James’s 
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.’s James’s

James’s

Case 2:19-cv-04627-GJP   Document 19   Filed 04/02/20   Page 1 of 1


	19-4627
	19-4627.1

