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M.D./D.O./R.N. l-25; and ABC ENTITIES l-25, jointly,
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Defendants.

lndex No. 71820/2025
Motion Seq. 2

x

wooD,J..

Plaintillcommenced this action to recover for personal injuries she allegedly sustained on
March 31,2023, when def'endant she underwent arthroscopic surgery on her left shoulder. As
relevant to this motion, the iburth cause ol action-the only cause of action asserted against
Zimmer Biomet (Biomet)-alleges a cause of action fbr lack of informed consent. which Biomet
moves to dismiss on the grounds that it does not state a cause of action. New York State Cou(s
Electronic Filing (NYSCEF) Document Numbers 1.22-24, and 30 were read in connection with
the motion.l

Plaintiff alleges that she sutfers from Relapsing Polychondritis, an autoimmune disease
which causes the immune system to attack cartilage tissue causing painful and debilitating
inflammatory responses and episodes (NYSCEF Doc No. l. complaint at !l 66). Plaintiff alleges
that collagen is a primary component of cartilage and collagen products can trigger, worsen, or
exacerbate the painful and debilitating inflammatory responses and episodes (id. at 11 67).
Accordingly, in an etTort to manage and control her disease. plaintilf maintains a vegan diet and
lif'estyle that eliminates any and all beef. bovine. and collagen products from contact with her body
and person (ful). As part of the shoulder surgery, Doctor Schwartz implanted an "Embody RC
Biointegrative Implant System. Version/Model TR-3030-A6" (the implant) which is a bovine

I Defendant did not submit a copy ofthe complaint with its motion papers or reference the complaint by its docket
number, rendering the motion procedurally defective (see ,4 li:io v Perpignono,225 AD2d 723 l2d Dept 19961; ll/1,dra
v Brach,22'l AD3d 727 [2d Dept 2024] ["a pany in an e-filed action may rely on e-filed papers and need not include
those papers in its molion papers. but may make reference to them, giving the docket numbers on fhe e-filing system.
However, the docket numbers on the e-filing system must be provided"f; Terraruna y Baselice,222 AD3d 901,902
[2d Dept 2023]). Because plaintiff did raise this argument in opposition, the court will disregard the defect and
consider the motion (see e.g.. Long ls. Pine Barrens So('],,, 1r" r' Coun4'oJ Suffitlk, 122 AD3d 688, 691 [2d Dept
20r41).
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collagen product. Plaintiff alleges that as a result ofthe implant she suffered a permanent. severe,

and debilitating reaction (id. atl74).

In the fourth cause of action. plaintiff alleges that Biomet manufactured. distributed, and

sold the implant, which Biomet does not dispute. Plaintiff also alleges that Biomet was conducting
clinical trials and/or studies, and was otherwise seeking to enhance its research andior marketing
potential by and through the enhanced and increased usage of [the implant]" (ld at'1185). Biomet
"provided incentives and/or otherwise induced orthopedic surgeons," including Dr. Schwartz, to
use the implant (id at !186). Two of Biomet's employees or agents, Dana Stabile and Eliza Brown.
were present in the operating room during the surgery without plaintifls knowledge, permission,
or consent (id at ufl89-90). Biomet together with Dr. Schwartz failed to obtain plaintiff s informed
consent for using the implant (iri. at tl92) and Biomet failed lo ensure plaintiffwas an appropriate
safe, and consenting candidate for using the implant (rd at t]93). causing her injuries (ld at ll94).

Biomet argues that under Public Health Law $2805-d it cannot be held liable for lailing to
obtain a patient's informed consent because it is not a physician and no patient-physic ian

relationship was established between Biomet and ptaintifl'. Additionally. under the learned

intermediary doctrine, a medical device company discharges its duty to wam by providing
adequate warnings and instructions to the physician. not directly to the patient. Finally, its
marketing and sales activities do not give rise to a duty of informed consent to plaintiff.

ln opposition, plaintiff argues that Biomet's argument too narrowly construes the

allegations in the fourth cause ofaction. According to plaintiff, the fbu(h cause ofaction properly
alleges that Biomet "(i) negligently promoted. supplied, and facilitated use of a bovine-collagen
implant in a patient lor whom such use was unsafe and unacceptable. (ii) fbiled to provide adequate

warnings, instructions, contraindications, and screening infbrmation to the learned intermediary,
and (iii) affirmatively participated in. induced. and/or facilitated the product's use in the operating
room" (NYSCEF Doc No. 24 at6).ln other words. the fourth cause of action alleges common-law
negligence and products liability theories.

Plaintilf acknowledges that as a device manufacturer, Biomel does not have a duty to
directly wam a patient of the risks associated with the device, its duty is to provide the physician

with sullicient information concerning the risks associated with the device. The learned

intermediary doctrine does not defeat plaintifls claims that "Eliomet (i) failed to warn Dr.

Schwartz, White Plains Hospital. or the surgical team. (ii) failed to instruct or train them

concerning the bovine-collagen character of the device. (iii) failed to supply or communicate
contraindications and patient-screening requirements. or (iv) promoted use of the product without
appropriate safeguards" (id. 

^t 
7\. Ptaintilf s Relapsing Polychondritis is a medically materially

risk and plaintiff would not have consented to the implant. Further, plaintiff argues that Biomet
did not submit evidence ol the implant's "labeling. instructions tbr use. contraindications.
warnings, training materials, clinical-trial materials, representative protocols, or communications
with Dr. Schwartz" (,d at 8). Biomet also f-ailed to submit evidence that Stabile and Brown were

merely passive observers during the surgery and did not give advice related to the implant, assist

in selecting it. or did not communicate with Dr. Schwartz regarding it (rd ). tn the event the court

agrees with Biomet, plaintifl requests that she be permitted to amend her complaint.
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Biomet also opposes plaintiffs request to amend the complaint for four reasons: (l)
plaintiff did not submit a proposed amended complaint as required by CPLR 3025(b), (2) the
proposed amendments are futile based on the complaint's allegations which establish plaintiffs
injury stems from the use ofthe implant and the physician's alleged failure to disclose his use of
a bovine collagen product, (3) the proposed amendment does not identify any deficiency in
Biomet's wamings or explain how a different warning would have altered the outcome, and (4)
the proposed negligent undertaking theory is speculative based on plaintifls concession that
Stabile and Brown's role remains unknown.

Discussion

"On a motion to dismiss fbr failure to state a cause of action under CPLR 321 I (a) (7) ' [w]e
accept the facts as alleged in the complaint as true. accord plaintiffl I the benefit ofevery possible
favorable inference. and determine only whetherlhe facts as alleged fit within any cognizable legal
theory"' (Connaughton v Chipotle Mexican Grill, lnc.,29 NY3d 137,141 [2017] quoting Leon v
Martinez,84 NY2d 83, 87-88 [994]). Bare legal conclusions and factual claims flatly contradicted
by the record are not presumed to be true (id.; Crucioto v O'Donnell,l49 AD3d 1034, 1035 [2d
Dept 20171). The complaint should be dismissed if it does not assert facts in support ofan element
ofthe claim, or ifthe factual allegations and inferences to be drawn do not allow for an enforceable
right of recovery (Connaughton. 29 NY3d at 142). When evidentiary material is submitted and
considered, the question becomes whether plaintiff has a cause of action, not whether plaintilf
stated one Cajigas v Clean Rire Centers, LLC,187 AD3d 700, 701 [2d Dept 20201.

Ptaintiff concedes that "Salva v Blum. 227 AD2d 985 (4th Dept 2000), held that
manufacturers were not medical practitioners and that the decedent was not their patient for
purposes of Public Health Law Q2805-d. [And that] Tomaselli v Zimmer \nc.,2017 WL 2820065
(S.D.N.Y. 2017). similarly rejected an informed-consent theory against a manulacturer"
(NYSCEF Doc No. 24 at9).
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In reply, Biomet disputes plaintifls characterization the fourth cause of action's
allegations, arguing that plaintifT requests the court construe the pleading as alleging theories and
facts not pleaded. The standards governing a motion to dismiss under CPLR 32t l(a)(7) forgive
the imperfect labeling ofa cause ofaction, thereby rescuing a mislabeled cause ofaction, but they
do not supply missing allegations.

Biomet also argues that even ifthe newly asserted theories offailure to warn the physician,
negligent marketing, negligent undertaking, and negligent promolion or lacilitation of the
implant's use were pleaded, they would still not save the fburth cause of action from dismissal.
With respect to failing to warn the physician, there are no allegations that the implant's labeling
was inadequate. that contraindications were omitted, that screening information was deficient, or
that any waming failure proximately caused plaintiffs injury. As lbr negligent undertaking, the
complaint does not plead any lacts showing that Biomet owed or assumed a duty ol care to
plaintiff. Even if Biomet provided incentives or otherwise induced Dr. Schwartz to use the implant,
marketing a product is not illegal and does not fbrm the basis of a cognizable cause of action.
Additionally. there are no factual allegations explaining how marketing and selling a product
renders Biomet liable to plaintiff as there are no tacts from which the court can inf'er Dr. Schwartz's
independent medical judgment was compromised.
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However. contrary to plaintifls argument. the complaint does not state causes of action
based upon Biomet's alleged tailure to warn Dr. Schwartz and the wider medical community of
the risks associated with the implant of which it knew, or, in the exercise ofreasonable care, should
have known to exist.

Biomet, as the manufacturer of the implant. cannot be held liable for lack of informed
oonsent under Public Health Law 92805-d (Salva t Blum,277 AD2d 985 [4th Dept 2000];
Tomuselli v Zimmer /rc.. No. l4-cv -04474. 2017 wL 2820065 *4 [sDNy 201 7]) because its
duty to wam ol the risks associated with the device of which it knew, or. in the exercise ol
reasonable care, should have known to exist, runs to the physician, who is an leamed intermediary
(Marrin t, Hacker.83 NY2d I . 8 [1993]; Mtlhall v Hunnrlin.4s AD3d 55, 58 [lst Depl 2007]).

Contrary to plaintiff s argument. the complaint does not state causes ofaction based upon
(i) Biomed's alleged failure to warn Dr. Schwartz specificatly. or the medical community more
generally, (ii) negligent undertaking, or (iii) negligent marketing and promotion. with respect ro
lailure to wam. the complaint does not allege the product's wamings were dellcient, that the
labeling was inadequate. contraindications were omitted or not communicated, that screening
information was deficient. or that any warning failure proximately caused plaintifls injuries.
There are also no allegalions that Biomet undertook to render any service or that any act by its
representatives launched or increased the risk ol harm. There are no allegations that Stabile and
Brown provided advice, made recommendations. selected the device. participated in the surgery.
or communicated with Dr. Schwartz regarding the appropriateness of the implant and thus no
allegations to support a cause of action based upon a negligent undertaking. As lor negligenl
marketing and promotion. the complaint's allegations that Biomet provided incentives or
otherwise induced orthopedic surgeons generally. and Dr. Schwartz specifically, to use Ihe implant
are conclusory and speculative. Additionally. there is an absence ofallegations demonstrating that
Biomet's marketing and promotional activities were negligent and linking any such negligence to
plaintifls injury. Based on the foregoing, the fourth cause olaction is dismissed.

Furthermore, in the absence of a notice of motion or cross-motion (see Fried v .lacob
Holding, Inc.. ll0 AD3d 56. 64-65 [2d Dept 2013] [explaining rhat a parry who requests
affirmative relief without a notice olmotion or cross-motion "must hope that the court opts, in the
exercise of its discretion, to entertain the request"]). as well as a proposed amended pleading as
required by CPLR 3025(b), the court will not consider plaintills request fbr leave to amend the
complaint.

The court has considered the remainder of the factual and legal contentions ofthe parties
and to the extenl not specifically addressed herein, llnds them to be either without merit or rendered
moot by other aspects of this decision.
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Accordingly, it is hereby

ORDERED that the motion is granted and the fourth cause of action is dismissed.

The foregoing constitutes the Decision and Order ofthe Court.

Dated: September 1, 2026
White Plains. New York

HON. CHARLES D. W I)
,lustice of the Sup ou rt
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