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SUPREME COURT OF THE STATE - NEW YORK COUNTY 

PRESENT: HON. SHEILA ABDUS- PART 13 
Justice 

Madeline Sanchez 

MOTION SEQ. YO. 005 
- v -  

Heritage Worldwide, Inc., et 
MOTION CAL. NO. 

* Held In abeyance until 
8/28/07 for companlon rnotlon 
saq. 006 

The foiiowlng papere, numbered 1 to , were rehd on thid motion to/for - 
Notice of Motlonl Order to Show Cause - Affldavlts - Exhibits ... 
Anowerlng Affidavits - Exhibits 

Replying Affldavits 

Cross-Motion: 0 Yes $3 No 

Upon the foregoing papers, It Is ordered that thls motlon by defendant Poly 

Implant Prostheses, S.A. ("PIP") for summary judgment and the motion by 

defendants Ell Milch, M.D., his professional corporation and Park East Plastlc 

Surgery Center for summary judgment is also denled. 

Plaintiff Madellne Sanchez had bllateral saline breast implant surgery 

performed by defendant Dr. Milch on March 2, 2000. Plaintiff alleges that 

the implants were manufactured by defendant Heritage Worldwlde andlar' 

PIP, a subsidiary of Heritage and that they were distributed by defendant 111 

Acquisition Corp. d/b/a PIP America. On or about April 2001, plaintlff's left 

breast deflated. On April 8, 2002, defendant Dr. Milch replaced plaintlff's 

left implant wlth what both plaintlff and Dr. Milch assert was a PIP implant 

(the delay in'replacing the implant was caused by plalntlff's prggnanhy). 111 

April 2004, plaintiff's left breast ergaln deflated and In November 2004, her 
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rlght breast deflated. Plalntiff alleges that as a result, she has suffered 

signiflcant scarring, the need for reconstructive surgery, pain and sufferihg, 

and economic loss. 

The complaint against PIP sounds in atrlct products liability and 

negligence. PIP has moved for summary judgment on the grounds that 

plaintiff's claims are preempted by the Medical Device Amendments 

("MDA") t o  the federal Food, Drug and Cosmetlcs Act; that even if the 

claims are not preempted, they fail as a matter of law because plalntiff has 

not come forward with any evidence to suppdrt the claims or showing that 

she suffered any injury, and that plalntlff's claims must be dismissed based 

on defendant's theory that she ha$ willfully spoliated the evidence (the 

Implants) because she has not yet had them removed from her body so that 

they can be inspected by defendant. 

Regarding the spoliation argument, the court rejects defendant's 

assertion that plaintiff has apollat'ed the evldence by falling to  undergo 

surgery to  have the implants removed. On the lsaue of whether there Is any 

proof that the implants are PIP Implants, Dr. Milch testlfied at hls deposition 

that he used PIP implants for the 2000 procedure and a PIP Implant for the 

2002 procedure. HIS records also reflect that he used PIPimplants for both 

surgerles. Dr. Mllch's records also Indicate the serial numbers for the 

implants and defendant hag not come forward with any proof that thesg 

serlal numbers do not correspond to PIP implants. Thus, there is proof in the 

record that PIP implants were used for plaintiff's surgeries. 

Defendant has not shown that plaintiff's claims arb preempted. The 

MDA, which was enacted In 1976 (21 USC 8 360cef seq) contains a 

preemption clause that preempts state law as follows: 

Except as provided in subsection (b) of this section, no State or 
political subdlblsion of a State may establish or contlnue in effect 
with respect to  a devlce intended for human use any 
requirement- 
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(1) which is different from, or in addition to, any requirement 
appllcable under this chapter to  the device, and 
(2) which relates to  the wafety or effectlvsneas of the device or 
to arly other matter Included in B requlrement applkable to  the 
device under this chapter. 

21 U.S.C. 5 360k. 

In mt ronlc v. Lohr (518 U.S. 470, 116 S.Ct. 2240 [I9961), the 

Supreme Court addressed preemption in the context of a device that had 

been placed In the market pursuant to a "510(k)" process'. Noting that the 

federal regulatlon with respect to  preemption provides that 

"[sltate ... requirements are preempted only when ... there are ... specific 

[federal] requlrements applicable to  a particular devlce ... thereby making any 

existing divwgent State . .. requirements applicable to the device dlffbrent 

from, or in addition to, the specific [federal] requirements" 21 CFR 5 

808.1 (d) (I 995) (emphasis added)" (id. at 506, concurrlng opinion of Justice 

Breyer), the Supreme Court concluded that preemption should occur only 

. . . where a particular state requirement threatens to  interfere with B II 

speclflc federal interest."(u. at  600.) 

State requirements musf be "with respect to" medical devices 
and "different from, or in addltlon to," federal requlrerrrents. 
State requirements must also relate "to the safety or 
effectiveness of the device or to any other matter included In a 
requlrement appllcable to  the devlce," and the regulatlons 
provide that state requlrements of "general appllcability" are not 
pre-empted except where they have "the effect of establishing a 
substantive requirement for a speciflc devicre." Moreover, federal 
requirements must be "applicable to the devlce" In question, and, 

'The § 5lO(k)  notification process permits a device that is 
Ilsubstantially equivalent" to a device that was on t h e  market 
prior to the passage of the MDA to be marketed without undergoing 
t he  PMA process (21 U.S.C. § 360e(b) (1) (B)) .lIA device found to be 
IsubBtantially equivalent' to a predicate device ia said to be 
Iclearedl by FDA (as opposed to 'approved' by t h e  agency under a 
P W )  . (Thorn v. Thoratec Corn . ,  376 F.3d 163, 167 [3d Cir. 
20041 . )  
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according to  the regulations, pre-empt state law only if they are 
"speclflc counterpart regulation$" or "specific" to  a "particular 
device." The statute and regulatlons, therefdre, rsquire a cargful 
comparison between the allegedly pre-emptlng federal 
requirement and the altegedly pre-empted state requirement to  
determine whether they fall wlthln the intended pre-emptive 
scope of the statute and regulations. 

- Id. at 500. 

In Sowell v, Bausch & Lomb, Inc. (230 AD2d 77 [1997]), a decision 

Issued after Med tronlc, the First Department held that plalrrtlff's state law 

clalms In negligence and strlct products liability were not preempted by 

Federal law merely because the product (a class 111 medical device under the 

MDA, as are the breast implants in this case) had received a premarket 

approval ("PMA") by the FDA. As was noted by the court in Sawpll, a., the 

MDA separated medical devices into three categories- - Class I devices, llke 

tongue depressors, pose little or no threat to  the public health and a b  

subject only to  general controls and Class II devices like tampons and oxygen 

may pose some risk of injury and are subject to  special controls including. 

performance standards and postmarket surveillance programa. A Cldss 111 

device is one whlch presents ~l " 'potential[ly] unreasonable riak of illness or 

injury' or which 'is purported or represented to be for a use in supporting or 

sustaining human life or for a use whlch,is of substantial importance In 

preventing impairment of human health' (21 USC § 360c [erl 111 [GI [ill; 21 

CFR 860.3 [cl 131." (m. at 79.) The aourt explained: I 

The general rule applicable to distributors of Class 111 medical 
devlces requires them to obtaln premarket approval (PMA) of the 
device before marketing it (21 USC , 3 3608: 21 CFR 814.1 [c] ;  

860.3 [c] [31). Before a PMA will be granted, the Federal Food 
and Drug Admlnlstratlon (FDA) conducts a rigorous revlew of the 
product, involving the submisslon by manufacturers of 'detailed 
information regarding the safety and efflcady of their devicess, 
which the FDA then reviews, spending an average of 1,200 
hours on each submission' ( b d t r  onlc, In?. v. Lohr, 518 U S ,  
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470, 116 S. Ct. 2240). 

The Sowell court held that there was no preemption beaause "[tlhere 
M. at 79. 

have been no steps taken by the FDA to  issue regulations that are speClflc tu 

this device and that will be universally applled to  similar devices. Only that 

type of specific regulation by the Federal Government could constitute a 

requirement wlthin the meanlng of the MDA (citations omitted)." (u. at 84- 

85). Further, the court rejected defendant's argument that there should be 

preemption because the PMA review of thelr product had been "quite 

detailed, and the postmarket requlrements that were Imposed a3 part of their 

premarket approval were both elaborate and specific", finding that "this type 

of ad hoc specificity imposed as part of the indlvidual review process is not 

enough to preempt State law (see, Kennedy v. Collagen Corp,, 07 F.3d 

1453, 1459, cer# denied 

premarket approval process involves speclfic requirements, see 21 C.F.R. 5 

814, 820,'must not be confused with the premarket approval requirement 

Itself acting as a specific requirement"] ."(u. at 84.) 

US , 110 S Ct 2579 ["The fact that the 
4 - - 

L 

1 

In RieaeJ v . Msdtronl c, lnc. (461. F.3d 104 [2d Cir. 20061), thd court 

held that a cardiac patient's state law claims for strict liability, breach of 

implled warranty and negllgent design and marketlng regardlng ern 

angioplasty catheter were preempted under the MDA where there had been 

PMA approval of the catheter. The Second Circuit concluded that such 

approved devices are subject to  the federal device-speciflc requiremevts that 

were discussed In Med tronlc v, Lahr, 

case of Ms. Sanchez, PIP had submitted the breast implants for the PMA 

process but the imp/mts were not spproved. The FDA diaapproved PIP'S 

PMA application on May 10, 2000 (one month after the bilateral implant 

surgery was performed by Dr. Milch) and PIP ceased dlstributing the product 

However, significantly, In the 

T h e  cour t  also held t h a t  the breach of express warranty 
and negligent manufacture claims w e r e  not preempted. 
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(see affidavit of Robert Hanks, PIPIUSA's President from December 1997 to 

April 1998)3. In contrast, the device before the court in Pieael had received 

PMA approval. Thus, defendant's rellance upon jlieqbl Is mlsplaced. PIP 
argues that i ts product " . . . was subjected ta the full PMA process, and, 

ego, must be afforded the treatment of siimiler PMA products for 

determination of the issue of preemption." (Reply Memorandum of Law, 

p. 7). PIP has not cited to any authorlty that supports i ts position that 

plaintiff 's claims are preempted merely because the PIP product underwent 

some portion of the PMA process. And subscribing to such an argument 

would lead to  the untenable conclusion that state law claims are preempted 

for any medical device that initiates a PMA process, no matter how defective 

or .dangerous that device mlght be, and despite the fact that the device d'id 

not receive PMA from the FDA. 

The controlllng law in the First Department, as enundated in Soweb, 

suwa, is that even where 8 product has received PMA approval, there Is no 

preemption unless the FDA has issued regulations that are sufficiently 

device-speclfic to preempt State law .4 Thus, defendant's argument that 

plaintiff's claims are preempted an the bash that the implants were merely 

submltted for PMA, is rejected, 
1 

Defendant also takes the position that plaintiff's state law claims are 

preempted because the implants were marketed under an investlgational 

device exemption ("IDE") which is an experimental program that permits a 

The record shows that PIP did not  notify Dr. Milch until 
November 8 ,  2002  that it had decided to withdraw the implants 
from distribution. At t ha t  time it requested t h a t  he stop using 
all PIP implants and return them to the company. 

3 

While the Second Circuit in Riesel, supra, found that 
there wae preemption where a device had PMA, the Eleventh Circuit 
f w n d  t o  the contrary ih Foodlin v. Medtronic, Inc.  , (167 F.3d 
1367 [llth Cir. 199911, which like Rieqel, was issued a f t e r  the 
Supreme Court issued its decision in Nedtronic v. Lhhs, ,supra. 
See alBo Remach v. Ca rdiac pacemakers, Inc., (183 Miac.2d 584) 
where the Supreme Court, Suffolk County found that s t a t e  law 
claims were not preempted. 
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manufacturer t o  market a device that does not have PMA in order "to 

encourage, to  the extent consistent with the protection of public health and 

safety arld with ethical standards, the discovery and development of uaeful 

I 
devices intended for human use," (21 U.S.C. 5 360J (g) (1)). As explained by 

defendant, an IDE allows a device to  be used in a cllnlcal study In order to  

collect safety and effectiveness data to  support a PMA application. 

Accordlng to the affidavit of Mr. Hanks, an April 28, 2000, the FDA 

approved PIP'S IDE study for "saline-filled breast Implants for a limited 

number of augmentation, reconstruction and revision patlents at a limited 

number of sites."(Hanks affidavit, 7 8). The record In thls case shows that 

plaintiff was not enrolled in the study during either the March 2000 surgery 

performed by Dr. Milch (that procedure predated the April 28, 2000 date 

that Mr. Hanks indicates was the date that the FDA approved the IDE study) 

or the 2002 surgery performed by Dr. Milch. According to the FDA's Breast 

Implant Handbook of 2004, a copy of whlch has been annexed as an exhlbit 

to  plaintiff's papers: 

Prior to  August 1999, sallne-fllled breast implants were 
sold on the market elthdr as preamendments [SIC] devices (they 
were on the market prior to  May 7 976) or as 51 O-(k)-cleared 
devices. In August 1999, FDA issued a regulation that required 
that sallne-filled breast Implants be PMA-approved tb be sold 
on the market. However, those companies that had a 
preamendments or 51 0-(k) -  cleared saline-filled breaet implant : 
and submitted their PMA wlthln 90 days of the August 1999 
regulation were allowed to keep their device on the market until 
the final decislon/actions were made in May 2000. Since May 
2000, a saline-filled breast implarit must be approved to  be sold 
on the market [footnote omitted]. 

and lnamed Corporation's (formerly McGhan Medical) saline-filled 
breast implant PMAs. As of tho date of this handbook, these are 
the only two  companies with PMA-approved sallne-filled breast 
implants. 

On May I O ,  2000, FDA approved Mentor Corporation's 

- 7 -  
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Except for two PMA-approved saline- filled breast implants, 
all other saline- filled breast Implants are considered 
investigational devices because they are not PMA-approved, For 
a woman to receive an investlgatlanal saline- ftlled breast implant 
In the U.S., she must enroll in an lnvesti~ational device 
exemption (IDE) study. 

An IDE study is a clinlcal study that must be reviewed and 
approved by FDA to help assure that the resulting data wllf be 
meaningful and that patients will not be dxposed to  unreasonable 
risks. IDE studies may include augmentation, konstruct lon,  
and/or revlslon patients. The number of patients and the number 
of sites are limited in D E  studies. In addition, each woman who 
participates in an IDE study must give informed consent [see 
FNI. The safety and effectiveness data collected in an IDE study 
are used to  support a future PMA. 
[fnl Note that the informed consent document required for a 
pertlent to  partlcipate in an IDE study should not be confused 
with a standard surglcal consent form that a hospltal requires to  
be slgned by any surgical patlent. 

1 

- 

Handbook, p.14-15, emphasis in orlglnal. 

Defendant has cited some authority for the proposition that state law 

claims are preempted for such IDE devices. For example, in JWiarm v. 
Telectron iG Paclna Swtgme (105 F.3d 1090 [efh Clr. 19971, cert denled 

522 U.S. 1075 [19981), the Sixth Circuit held that state law claims 

regarding a pacemaker that had been approved as an IDE were preempted 

under the MDA. In the decision, the court wrote that the plaintiff had signed 

a form consenting to  Implantation of the device, but there is no indication in 

the decision that the plaintiff was enrolled in the IDE study. The court noted 

that "[allthough inveqtigational devices are not subject to  the rigorous PMA 

process, they are subject to  a dlfferent set of complex and oomprshensive 

regulations which set forth detailed procedures for determining whether 

investigational devices erre safe and effective. See 21 U.S.C. § 360j(g)(3); 21 

C.F.R. § 5 81 2.20, 81 2.25, 81 2.27 (1996)." The Slxth Circuit reasoned as 

- 8 -  
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follows: I 
Unlike the general federal requirements dlscussed in Medtronic, 
the regulations governing lnveatigatlorial devices are essentially 
device speciflc. There are no Bpecfflc regulations governing 
pacemakers like the one at Issue; however, the appllcatlon and 

I 

approval process under the IDE is devlce specific. For example, 
the FDA requires information regarding "the methods, facilities, 
and controls used for manufacture ... of the devlce, in sufficlent 
detail so that a person generally familiar wlth good 
manufacturhg practices can make a knowledgeable judgment 
about the quality control used In the manufacture of the device." 
21 C.F.R. § 812.20(6)(3), The FDA then exempts the devlcec, if 
approved, from the general requirements of good manufacturhg 
practice that would ordlnarily apply. 21 C.F.R. 5 812.1(a), In 
reviewing the appllcation, the FDA calculates the rlsks and 
benefits of the particular device and grants an exemption only If 
the rlsks are outweighed by the benefits to  the subjects. 21 
C.F.R. 5 81 2.30(b)(4). 

- Id. at 1097. 

Other courts have reached similar conclusions that some, If not all 

state claims are preempted for investlgatidnal devices (pee e.q., Chembers 

v. Oatao nics CQ rp., I09 F.3d 1243 [7fh Cir. 19971; Beriah v. R icharda 

I 

Medl cal Co,, 937 F.Supp 181 [N.D.N.Y. 19961; Touchs t v. Ace M ed ical C o., 

1998 WL 531887 [E.D. La. Aug. 24, 1gQ81; Blinn v, Smith & Nenhew 

Richards. Inc., 55 F. Supp. 26 1353 (M.D. Fla. 10991). However, I do not 

believe that the approval of a device a8 an IDE is the type of deviCe-apeclfic 

regulatlon that was contemplated by the Supramd Court in JVledtronl c v. 

Lohi, (518 U.S. 470,,116 S. Ct. 2240 [I9901 ) or the First Department In 

$OW ell v, Bausch & Lomb, Inc, (230 AD2d 77 [19971). There Is no 

preemption here because plaintiff's claims do not vlolate, or dlverge; from a 

federal regulation on the subject. Rather, I concur with the reasoning 

employed by the New Jersey Supreme Court in BaIrd v, American M edical 

Optics (1 55 NJ 54 [I99811 where a plalntlff brought state common law tort 

I I 
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claims alleging that she had been Injured by an intraocular lens that had been 

u m d  as an IDE: 

Our reading of Medtronic and the proposed FDA regulations 
leads us to conclude that the United States Supreme Court, 
Congress, and the FDA do not intend that claims such as 
plaintiff's should be preempted. Those authorities must speak 
more clearly if they wish to  prevent consumers who have been 
injured by experimental medical devices from maintalnlng 
state-law claims to  recover for their injuries. Because the MDA 
does not provide a federal remedy for injured consumers, I 

preemption of state-law claims would ellminate any remedy for 
them and effectively Immunize manufacturers of investigational 
devices from liability. 

Y 

Id. at 76-77. 

A slmllar conclusion has been reqched by other courts that have held that 

some state law claims are not preempted where there is a claim involvlng Bn 

IDE (ma 8.a. 0 iav. Howme dica, Inc., 11 1 F.3d 782 [ loth Cit.19971; Stlea 

v, Oscor Med ical Corn, , 960 F.Supp. 246 [N.D.111.19981; Niehoff V. ,Sur@ 'dav 
CorD., 950 S.W.2d 81 6 [Ky.1997], m. denied, 523 U.S. 1005, 118 Si Ct. 

1 187 [I 9981; Connellv w,. lo lab Gorp . r  927 S.W.2d 848 [Mo.1996], cert. 

diam lssed sub. nom,Jolab Cora, v., Hunter , E20 U.S. 1260, I 1  7 S.Ct. 2429, 

[19971). 

And, as is stated In one practlce guide, which notes that "[plerhaps 

the most bizarre judiclal treatment of the MDA occurs In casea concerning 

devices which are exempt from FDA safety requirements, because they are 

new experimental devices which show some promise for use on humans, but 

have not yet been clinically tested", an analysls that holds that state law tort 

claims are preempted for devices that have an IDE "appears to  be directly 

contrary to the Supreme Court's declslon in Freightliner Corp. v. Myrlck [514 

U S .  280, 1 15 S.Ct 1483 [ I  9951 holdlng that express preemption of state 

requirements only occurs when an actual federat standard is in effect."( 15 

[* 10 ]



Based upon the foregoing, I find that plaintiff's claims are not 

preempted. 
i 

Finally, defendant PIP'S argument that plalntlff has not aUffaWd an$ - 
injuries and that she cannot sustaln her burden af proof wlth rehpect to 

liability are rejected. As noted, plaintiff claims that she has deflated implants 

and she will need reconstructive surgery. Regardlng defendant's appllcatlon 

for summary Judgment with respect to  liability, plalntifY may prove that the 

implants were defective based upon clrcumstantlal evldence ($ee 0.a. 

v. Sears, Roebuck and Co, , 100 NY2d 38 [20031). Defendant has not mat 

its burden of making a prima fade showing of entitlement to  summary 

judgment by establishing that therd was no defect In the deslqn or 

manufacture of the implants (m Ramo s v. Howard Induatries, 38 AD3d 

1163 [20071). Even under theae clrcurnstances, where the product is not 

available for Inspection, it cannot be Inferred from the bvidenqe submltted by 

defendant that the product was not defective when It left defendant's 

control (see dissentlng opinion in Ramos, id.). 

I 

1 

The motion by Dr. Milch, his professional corporation and Park Emf 

Plastlc Surgery Center fbr summary judgment is also denied. The coinpeting 

experts' submission8 ralae trlable Issues including whether Dr. Milch 

departed from the standard of care by not informlng plalntlff prlor to the 

April 8, 2002 procedure that the FDA had disapproved PIP'S PMA and by 

implanting a non-FDA approved device rather than removlng bath irhplants 

after the left Implant had deflated. There Is also a triable Issue af faot as to 

whether there was a proper informed consent for the procedura, Plalvltlff 

testlfied that she was told by Dr. Milch in Aprll 2002 that he was going to 

replace the deflated implant wlth a different type of implant. Additlonally, 

there is no informed consent form signed by plalrrtiff indicating that she was 

part of an IDE study or indicating that she wak receiving PIP implants. The 

consent form signed by her in 2000 Is a consent for a McGhan prodyct. 

, 

Based upon the foregoing, the motions are denled. 

11- 
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A pre-trial conference is scheduled for September 27, 2007 

at 11 A.M. 

I " 

Dated: Auwst 1, 2007 

Check one: [IJ FINAL DlSPOSlTlQN NON-FINAL DISPOSITION 

Check if appropriate: a DO NOT POST 0 REFERENCE 
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