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INTHE UNITED STATESDISTRICT COURT
FOR THE DISTRICT OF MARYLAND

*

BRENDA LOUISE MORRIS,
Plaintiff,
V. Case No. BPG-13-1107

MINNESOTA MINING AND
MANUFACTURING COMPANY, et al., *

Defendants. *

* * * * * * * * * * * * *

MEMORANDUM OPINION

The aboveeferenced case was referred to the undersigned for all proceedings with the
consent of the parties (ECF No<, 22), pursuant to 28 U.S.C. 636(c) and Local Rule 301.4.
(ECF No0.16.) Currently pending i®efendand’ Motion for Summary Judgment (“Motion”)
(ECF No.39), plaintiff's Opposition to Defendasit Motion for Summary JudgmeECF No.
45), Plaintiffs Memorandim of Grounds and Authorities in Support of Plaintiff’'s Opposition to
Defendants’ Motion for Summary JudgmefiOpposition”) (ECF No. 46),and Defendarg’
Reply Memorandum in Support of Their Motion for Summary Judgn{E@F No.49). Oral
argument was helbefore the undersigned on March 30, 20&E6r the reasons discussed herein,
Defendarg’ Motion for Summary Judgment (ECF No.)3® GRANTED.

l. Background
The following is a summary of the evidence in this case, viewed in the light m

favorable to plaitiff. In October 2007, plaintiff Brenda Louise Morris (“plaintift’was

! Plaintiff originally proceedegro se, but is now represented by counsel. (ECRBRY.
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prescribedAldara crear (hereinafter “Aldara”¥or treatment of Bowen'’s disease, a form of skin
cancemwhich had manifested on plaintiff's nose. (Pl.’s Confjpt, ECF No. 1 aB; Pl.’'s Resps.
to Regs. for Admis. Nos. 4 and 5, ECF No-3at 3) Pursuant to her dermatologist’s orders,
plaintiff applied Aldara to her nose two times daily for a period of eight weekss fRs. to
Interrogs. No. 2, ECF No. 3@ at 23.) Shortlyafter plaintiff began applying Aldara to her nose,
she developed burning lesions bar entire body. (Pl.’s Ans. to Interrogs. No. 74d. at 4.)
Plaintiff sought medical attention and was ultimately diagnosed with seuteeous Lupus,
which was detenined to be proximately caused by plaintiff's use of Aldara. (ECF N& &9
15.) Plaintiff recently underwent neurological and neuropsychological teshiap indicated
that shealso sufferdrom Posterior Reversible Encephalopathy Syndrome. (¢akaAff. § 7,
ECF No. 462 at 2.) It was opined that this condition was also proximately caused byffdaint
use of Aldara. (Kozachuk Aff. 1 9.)

Aldara is currently approved by the United States Food and Drug Administration
(hereinafter “FDA”)for treatment of three conditiongl) actinic keratosis, (2) superficial basal
cell carcinoma, iad (3) externagenitalwarts. (ECF No. 46 at KavanaughAff. 1 6, ECF No.
39-1 at 3.) The use of Aldara to treat Bowen'’s disease is addloél” use, a®ildara has not
been proven safe and effective in the treatmettaifdisease. (Pl.'s Compl. 1 19, ECF No. 1 at
11; ECF No. 3% at8, 11-14)

In November 2010, plaintiff sued her dermatologist for negligence and medical
malpractice in the United States District Court for the District of Maryland, atjejat he
breached the applicable standard of care by prescribing Aldara for-kEbelfuse. (ECF No.
39-6at 2-3.) Plaintiff’'s case was dismissed for lack of subject matter jurisdiction. (CBO9-

7 at 23.)

2 Aldara is the trade name for a prescription drug cafiéduimod. (Kavanaugh Aff. § 4, ECF No. 3Pat 23.)
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Thereatfter, in December 2010, plaintiff filed suit against her dermatblogise Circuit
Court for Howard County, once again alleging that he breached the applicabledstanckae
by prescribing Aldara for an ofébel use. (ECF No. 39 at 23.) Upon consideration of
defendant’s Motion to Dismiss, however, plaintiff's case was dismissefhifore to comply
with the Maryland Health Claims Malpractice Act. (ECF No-93%t 2 ECF No. 39-1@&t 23.)

In October 2011, plaintiff once aigafiled suit against her dermatologist in the Circuit
Court for Howard County. (ECF No.34 at 3.) Plaintiff's First Amended Complambt only
asserted that defendant prescribed Aldaraafooff-label use, but also acknowledged that the
FDA anddefendantswarn against prescribing Aldafar off-label usedue to the potential for
severe side effects (ECF No. 3912 at 3.) The Circuit Court dismissed plaintiff's case in
February 2012. (ECF No. 39-13 at 2.)

Plaintiff subsequently filed the instantwsuit in April 2013 agains{1) Minnesota
Mining and Manufacturing Company, (2) Minnesota Mining and Manufacturing Company a/k/a
3M, (3) 3M Pharmaceuticals, a division of Minnesota Mining and Manufacturing Company, and
(4) 3M Health Care Limited, asserting claims for negligence, negligens® pproduct liability,
breach of warranty, “conscious indifference,” and mali¢l.’s Compl., ECF No. 1 at 1;171.)
Plaintiff now dlegesthat defendants failed to provide adequate warnings concerning the risks
consequences, and side effects associated with the use of AlBara.Compl. 117-9, 14, 16,

Id. at 37, 910.) Further, plaintiff alleges that defendants warranted that Aldara was safe and

effective for treating Bowen'’s disease when they knew it was not. (Pl.’9IC#m9,Id. at 11.f

% Defendant®xplain that “Minnesota Mining and Manufacturing Company” and “MinteMtining and
Manufacturing Company a/k&M” are the same entity, which shouldederred to as “3M Company.” (ECF No.
39 at 1.) Further, “3M Pharmaceuticals’ais internal division within 3M Company, rather than a separate entity.
(Id.) Theundersigned will refer to defendants collectively as “3M.”

* The undersigned notéisat plaintiff haschangedhe substance of her allegations sincefiéée suit against her
doctor. Specifically,plaintiff previously alleged herattoracted outside the standard of care, and in contravention
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. Summary Judgment Standard

Summary judgment is appropriate when “there is no genuine dispute as to analmat
fact and the movant is entitled to judgment as a matter of law.” Fed. R. Civ. P. 56(a). Wegenui
dispute remains “if the evidence is such that a reasonable jury cgulth @ verdict for the

nonmoving party.” Anderson v. Liberty Lobby, Inc.477 U.S. 242, 248 (1986). A fact is

properly considered “material” only if it might affect the outcome of tlase under the
governing law. Id. The party moving for summary judgment has the burden of demonstrating

the absence of any genuine issue of material fact. Fed. R. Civ. P._.56(a); Pulli&w,l Inc. v.

Cameo Props., 810 F.2d 1282, 1286 (4th Cir. 1987). On those issues for which-theviran
party will have the burden of proof, however, it is his or her responsibility to oppose tloe mot
for summary judgment with affidavits or other admissible evidence spkaifiEederal Rule of

Civil Procedure 56. Fed. R. Civ. P. 56(c); Mitchell v. Data Gen. Corp., 12 F.3d 1R1%,16

(4th Cir. 1993). If a party fails to make a showing sufficient to establish themocgsof an
essential element on which that party will bear the burden of proof astrramary judgment is

proper. _Celotex Corp. v. Catrett, 477 U.S. 317, 322-23 (1986).

When reviewing a motion for summary judgment, the court does not evaluate whether
evidence favors the moving or nramoving party, but considers whether a4aiinded jury could
return a verdict for the nemoving party on the evidence presentéshderson 477 U.S. at 252.

In undertaking this inquiry, the court views all facts and makes all reasonédtiencces in the

light most favorable to the nemoving party. _Matsushita Elec. Indus. Cloid. v. Zenith Radio

Corp, 475 U.S. 574, 587 (1986). The amoving party, however, may not rest on its pleadings,

of warnings provided by defendants and the Fbyprescribing Aldara for an efébel use.Morris v. PearsonNo.
10-cv-03153WMN (D. Md. dismissed Nov. 15, 201QYorris v. PearsoriNo. 10-C-10-085052(Cir. Ct. Howard
Cnty. dismissedFeb. 25, 201t Morris v. PearsorNo. 13-C-11-88569 (Cir. Ct. Howard Cnty. dismissEdb. 3,
2012.
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but must show that specific, material facts exist to create a genuine, trealde @elotex 477
U.S. at 324. A “scintilla” of evidence in favor of the Amoving party, however, imsufficient
to prevent an award of summary judgmenAnderson 477 U.S. at 252. Furthefmere
speculation” by the nemoving party or the “building of one inference upon another” cannot

create a genuine issue of material faCbx v. Cnty. of Princ&Villiam, 249 F.3d 295, 293800

(4th Cir. 2001). Summary judgment should be denied only where a court concludes that a
reasonable jury could find in favor of the non-moving party. Anderson, 477 U.S. at 252.
1. Discussion

Defendantscontend that they are thed to summary judgmentn all claims asserted
against them by plaintiff. (ECF No. 39 at 3.) Specifically, defendants argusutmahary
judgment is proper becausél) plaintiffs claims are barred by the learned intermediary
doctrine; (2) plaintiff's claims are barred by limitations; (3) plaintiff is assertiagns against
the wrong defendant; and (4) plaintiff has no evidence to support the essential elenments of
claims. (d. at 914.) In herOpposition plaintiff challenges each of these angents. (ECF No.
46 at 48.) For the following reasons, the undersigned grants summary judgment in favor of
defendant®n all of plaintiff's claims.

A. Learned Intermediary Doctrine

First, defendants argue that they are entitled to summary judgméme sole basis that
plaintiff's claims are barred by the learned intermediary doctf{BEF No. 39 af; ECF No. 49
at 5) Plaintiff, however, claims that the learned intermediary doctrine is not aplglita this
case. (ECF No. 46 at 4.) Pursuanthte learned intermediary doctrirdrug manufacturers owe
no duty todirectly warn a patiendf the risks associated with a particular drug, so long as the

manufacturer has provided adequate warning to the prescribing physitie@.v. Baxter



HealthcareCorp, 721 F. Supp. 89, 995 (D. Md. 1989). The physician is thus a “learned

intermediary” between the manufacturer and the patient, because the physiciatieis b
positioned to determine the appropriate course of treatment for the pakibrat 95. The
manufacturer is similarly under no obligation to warn the patient of risks agsbaidgh an off
label or nonindicated use of a drugnd therefore cannot be held liable in the event the

physician prescribes a drug for such ugabak v. Abbott Lbs, 797 F.Supp &, 476(D. Md.

1992). In fact, “when a physician decides to dispense an ethical drug for dicoridr which it
is not indicated, the manufacturer should not be held responsible for the consequesoes on
product liability theory undeMaryland law’. Id. (emphasis added).

Defendants assert that plaintiff's claims fail accordance withRobaks reasoning
becauseplaintiff's dermatologistprescribedAldara for an offlabel use therefore,defendants
cannot be heltlable for any alleged consequencesultingfrom such use. (ECF No. 39 at 10.)
Plaintiff attempts to distinguisRobak,arguingthat plaintiff’s injuries are not attributable her
dermatologist’s oflabel prescription of Aldara, but rather therently dangerous desigof
Aldara itself. (ECF No. 46 at 5.)It is plaintiff's position thereforethat even an “oiiabel”
prescription of Aldara would have caused her alleged injuridd.) (Plaintiff claims that
additional discovery would allow hdp produce evidence demonstrating Aldara’s defective
design. [d. at 56.)

This case is indistinguishable froRobak Plaintiff has admittedandthe evidenceof

recordconfirms,that Aldara has not been approved for the treatment of Bowen’s disease. (Pl.’s

® Defendants claim that plaintiff has changed the “gravamen” of her Cimniplaespondindo defendants’ Motion
(ECF No. 49 at 3.) Specifically, defendantmtendthat plaintiff originally allegedher injuries were caused by
defendantsfailure towarn, but now alleges that they were caused by Aldara’s inherently dasgksign. I¢l.)
Indeed, plaintiff didallege that Aldara is “a dangerously defective product” and “defective inrdesig
formulation.” (Pl.’'s Compl. 115, 17, ECF No. 1 at-20.) As defendargnote howeverRobakprecludes holding
defendants liable under any product liahitheory. (ECFNo. 39 at 8ECF No. 49 at 5diting Robak 797 F.Supp
at 476).)



Compl. 1 19, ECF No. 1 at 11; ECF No-3%t 8, 1114; Kavanaugiiff. § 6, ECF No. 34 at

3.) Because plaintif6 dermatologisprescribed Aldara for an ofébel use, defendangse not
responsible for the alleged consequences of plaintiff's use of that drugher, plaintiff has
failed to put forth any evidence, or idéntwith specificity whatadditional evidencexists
which could create a factual issue as to the defectiveness of ANathing in paintiff's expert
affidavit (ECF No. 462 at 12) supports plaintiff's argument that her injuries were caused by the
defective design of Aldara. Additionallyhe fact thatan “on-label” use of Aldara might have
caused injuessimilar to plaintiff's allegednjuriesdoes nonegatethe application oRobakto
the facts presented hereAccordingly, becauseplaintiff has failed to creata factual issue
regarding the applicability of the learned intermediary doctde&ndats’ summary judgment
motion is granted Although summary judgment jastified on this basis alone, the undersigned
will addressdefendants’ remaining arguments

B. Statuteof Limitations

Defendantssecond argument that plaintiff's claims are barred by limitations because
plaintiff had sufficient knowledge in October 20f/ suggesthat she had a potential cause of
action against defender however, plaintiff waited until April 2018early five and a half years
later, to file this lawsuit (ECF No. 39 at 122.) In opposition, plaintiff arguethat the
limitations period did nbocommenceuntil October 2011 when plaintiff wa®rrectly diagnosed
andbecame aware that her condition was related to Ald&&F No. 46 at 7-8.)

Pursuant to Maryland law, “[a] civil action . . . shall be filed within three ykars the
date it accrues.”MD. CoDE ANN., CTS. & JuD. ProC. 8 5101 (West 2014). This threear
limitations periodbegins when the plaintiff “knewor reasonably should have kndwaf the

allegedwrong. Pennwalt Corp. v. Nasios, 550 A.2d 1155, 1160 (Md. 1988) (internal quotation




marks and citation omitted)A plaintiff is regarded as havinghowledge of an alleged wrong
whenthe plaintiff“gains knowledge sufficient to prompt a reasonable person to inquire further.”
Id. at 1163. In Maryland, the temporal proximity between the use of a drug and the
manifestation of injuries is sufficient to prompt a reasonalamiff to investigate. Quillin v.

C.B. Fleet Holding Comp., Inc., 328 Fed.Appx. 195,-299 (4h Cir. 2009). If the plaintiff

fails to investigatehowever,she isnonethelesgharged withthe informationthat a reasonable
investigaton would have likely revealed?ennwalt 550 A.2d at 1162.

Paintiff applied Aldara to her nose twice daily for an eight week period begnn
October 2007. (Pl’s Resps. to Regs. for Admis. No. 5, ECF N@ 893; Pl’s Ans. to
Interrogs. No. 2, ECF No. 39 at 23.) Further, faintiff has acknow¢dged that she began
noticing symptomsparticularly, burning lesions on her entire bodythin “days after taking
[Aldara].” (Pl.'s Ans. to Interrogs. No. 1d. at 4.) Given the temporal proximity between
plaintiff's use of Aldara and the alleged appearance of such lesions, plamdifsufficient
knowledge in 2007 to be prompted to further investigate whether Aldara was respandide f
alleged injuries. Indeed, plaintiff did investigate, by seeking medical treatment immediately
after her symptos appeared. (Pl.’s Resps. to Reqs. for Admis. No. 3, ECF N8.&8%3.)
Plaintiff argues, however, that sheasnot properly diagnosed with severe cutaneous Luptis
2011 (ECFNo. 395 at 9, 1%, and that her neurological symptoms were “never inyatd” or
“properly evaluated” until plaintiff was examined by Dr. Kozachuk in 2014. (KozacHiul§f
7-8, ECF No. 46-2 at 2; ECF No. 46 at 7.)

The fact that plaintiff's symptoms, neurological or otherwiseere not properly
evaluatedor diagnosedrom the outset does nédrm a basis fotolling the limitations period

Plaintiff knew or should have knowtihat Aldara might be responsible for her alleged injuries



when sheinitially experiencedadversesymptomsand sought medical treatment 2007.
Therefore, the limitations period began to run at that tiGeeQuillin, 328 Fed.Appx at 199
200 (determining that plaintiff was on notice of possible wrongdoing because ofrtxariiy

in time” of plaintiff's kidney failure to his colonoscopy procedure and ingestf an ovethe-
counter medication) (internal quotation magksd citationomitted). Additionally, it should be
noted that, according to plaintiff's expethe labeling information for Aldaradescribes
symptoms associated witits use which are comparable to those symptoatiegedly
experienced by plaintiff. HCF No. 395 at 47.) Because aeasonable investigation by plaintiff
would have revealed thisformation, she is presumed to havad knowledge ofit. In sum,
there is nogenuineissue of material fact that plaintiff had knowledge of her potential claims in
2007, but did not file the instant case until April 15, 2013, over five years |&kintiff's
claims therefore, ardarred by limitations, and summary judgmeartdefendants is warranted.

C. 3M IsNot The Appropriate Party

Defendand contend that summary judgment is appropriate beqgalas#iff has sued the
wrong party. (ECF No. 39 at 12.) Defendaatserthat in 2006, they sold their pharmaceutical
operations in the United States, Canada, and Latin America to Graceway Phéoalacél C
(hereinafter “Graceway”). (Kavanaugh Aff. 1 3, ECF No-13@t 2.) As a result ofthis
transaction, Graceway acquired #eclusive rights tananufactureAldara. (Kavanaugh Aff.
4,1d.) Since 2006, defendants have not marketed or sold Aldara to any consumers. (Kavanaugh
Aff. 11 34, Id. at 23.) When plaintiff purchased Aldara in 20@ereforejt was marketed and
sdd by Graceway (Kavanaugh Aff.  4d. at 3.)

Plaintiff asserts thdtecause Aldara was defectively desigriafendants remain liable to

plaintiff as the original manufactureursuant to the HateWaxman Amendments of the Food,



Drug and Cosmetics Ac (ECF No. 46 at &) Plaintiff has failed, in both her Opposition and at
oral argument, however, toffer any evidenceto support thepropositionthat Aldara was
defectively designedConsequently, summary judgment for defendaappropriate.

D. Summary Judgment Evidence

Defendantsfinal argument ighat plaintiff has presentedo evidence to suppoany of
her claimsin this case (ECF No0.39 at 12.) Based upon a thorough review of the record, it is
evident that plaintiff has not produced any evidence to show that “speciferjahédcts exist to
create a genuine, triable issue€elotex 477 U.S. at 324.

Plaintiff attempts to generate a material factual issue by offering the \atffmfaDr.
Walter E. Kozachuk, and attachments. (ECF Nos2,4@63, 465, 467, 46-9.f An
examination of Dr. Kozachuk’s affidavit reveals, however, thatfdérs no evidence to support
plaintiff's claims. Thereport containgo specific evidence that Aldara is defective, or that
Aldara caused plaintiff's alleged injuriesRather, the reponnerely contains the conclusory

assertios, without evidentiary supportthat plaintiff's neurological symptoms were “never

® The Hatchwaxman Amedments provide an abbreviated application process for the approval of a gaengiiy dr
the FDA. 21 U.S.C.A. § 355(j) (We2013). Because Aldara is not a generic drug, it is not apparent how those
Amendments are pertinent here. Although plaintiff atttyestates that pioneer and generic drug manufacturers
must seek FDA approval prior to changing a drug product, plaintiff's clairdéfendants remain liabbecause
Graceway has not altered Aldaranighout merit 21 C.F.R. §8 314.5814.70, 314.96314.97 (2015).

" As to plaintiff's negligence claim, plaintiff has not shown that de#ets owed her a duty, that defendants
breached that duty, or that there was a causal relationship between the allegedrat¢hehnjuries suffered by
plaintiff. SeeSchultz v. Bank of Am., N.A.990 A.2d 1078, 1086 (Md. 2010). Plaintiff has failed to offer evidence
that defendants violated a statute or ordinance designed to protect a classrf ipetading plaintiff or that
plaintiff's injuries were proximaly caused by the alleged violation, as is necessary to prove negligence pee se.
Allen v. Dackman991 A.2d 1216, 12223 (Md. 2010). Nor has plaintiff produced any evidence that defendants
sold Aldara, that Aldara was defective, that Aldara wasasaeably dangerous, or that the defective nature of
Aldara proximately caused plaintiff's injuries in order to supportgneducts liability claim.SeeHeckman v.

Ryder Truck Rental, Inc962 F.Supp.2d 792, 802 (D. Md. 2013). Finally, plaintiff hasvidence to support her
breachof warranty claim that Aldara was defective, that defendants are responosithle flefect, or that the defect
proximately caused plainti§'injuries SeeCrickenberger v. Hyundai Motor Ar944A.2d 1136, 114314 (Md.
2008).

8 Plaintiff has not even attempted to authenticate the attachments sheroffer<pposition. (ECF Nos. 45 46-
7, 469.) None of these unsworn, unauthenticated documents can be consideradtmmdor summarjudgment.
Solis v. Prince George’s Cniyi53 F.Supp.2d 793, 798 (D. Md. 2001).
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investigated” “never properly evaluated,and “show direct causation to the drug Aldara.”
(Kozachuk Aff. 1 7, ECF No. 4& at 2.) Such conclusory affidavitsustbe rejected by the

Court when they represent nothing more than “an effort on the pat pfamtiff[] to create an

issue of fact.” Rohrbough v. Wyeth Labs., Inc., 916 F.2d 970, 9746 (Zir. 1990). In sum,
plaintiff has not offered any evidence warranting the denial of summary @mdgfor
defendants.

Further, the undersigned concludes that plaintiff's attempt to defeat def€rglanmary
judgment motion by claiming she needs additional discovery mustR&intiff arguesthat in
orderto appropriately respond to defendants’ Motishe requires atitional time to conduct
discoveryregardingher recently diagnosed neurological and neuropsychological condiéisns,
well as Aldara’s allegedly dangerous design. (ECF No. 4673t 3Pursuant to Federal Rule of
Civil Procedure 56(d), the Court mayaaV time to take discoveryi]f a nonmovant shows by
affidavit or declarationthat she cannot present facts to justify her oppositioa summary
judgment motion Fed. R. Civ. P. 56(d). Suchrequest for discovery may be denied, however,
“where the dditional evidence sought for discovery would not have by itself created a genuine

issue of material fact sufficient to defeat summary judgment.” Hamilton voM&yCity

Council of Baltimore 807 F.Supp.2d 331, 342 (D. Md. 2011) (internal citation omitted).

By letter order dated November 4, 2014, the court specifically invited plaimtiffake

the requisite showing under Rule 56(d). (ECF No.%®)aintiff has failed to specifically

° Plaintiff filed a Motion to Modify Scheduling Order (the “Motion to Modify3h September 29, 2014, requesting
to extendall deadlines irthe Scheduling Order by ninetiays to allow plaintiff to conduct additional discovery and
designate additional expert witnesses. (ECF No. 38 at 1.) Defendantsdpimobtotion to Modify, arguing that
such an extension was unnecessary because no additional discovery lwaglel gaintiff's claims. (ECF No. 40 at
1-5.) Defendants also requesiédl at 4), and plaintiff agreed (ECF No. 43 at 3)déferthe undersigned’s
consideratiorof plaintiff's Motion to Modify until defendantssummary judgment motiowas resolved The
undersignedieferred ruling on plaintiff's Motion to Modify, and gave plaintiff the oppoitipto identify what
additional discovery was necessary pursuant to Rule 56(d). (ECF NoAgdiscussed above, because plaintiff
has not presented evidence to establish any genuine issue of materialtfedtdscovery is necessary before
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identify, in accordance with Rule 56(d), wiHatther discovery sh requirespr what evidence
that discovery would unveil. Indeed, at oral argument on the summary judgment motion, the
undersigned specifically asked plaintiff's counsel to detail what additiondérece plaintiff
needed before responding to defendaktstion. Despite plaintiff's counsel’s welhtentioned
attempts, he was unable to do so. Accordingly, because plaintiff has not producedeevidenc
sufficient tosupport the basic elements of her claidefendants’ Motion is granted.
V. Conclusion

For theforegoing reasons, Defendants’ Motion for Summary Judgment (ECF No. 39) is

GRANTED. A separate order will be issued.

Date: _4/16/15 /s/
Beth P. Gesner
United States Magistrate Judge

plaintiff can oppose defendants’ motion for summary judgnikistnot appropriate to extend the discovery
deadline.
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