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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLORADO
Judge R. Brooke Jackson
ConsolidatedCivil Action No 13-¢v-00573RBJKMT

DORIS MORRIS; TONY ARMSTRONG; and MELVIN NUNESs Personal Representative of
theESTATE OFSTELLA NUNES,on behalfof all others similarly situated

Plaintiffs,
V.
DAVITA HEALTHCARE PARTNERS, INC.,

Defendant

ORDER

This orderaddessegshe parties’respective'Daubert” motions. Defendant movet
excludethetestimonyand opinionsof plaintiffs’ qudity improvemengnd patientsafetyexpert,
Barbaral. Youngberg, R.N., and plaintiffeephrologyexpert, SteveBorkan, M.D. ECHNo.

128. Plaintiffsmoveto strike portion®f thetestimonyand opinionof defendant’siephrology
expert,StanleyGoldfarb,M.D. ECFNo. 130. Followingfull briefingthe Courtheld an
evidentiaryhearing on April 29 and 30, 2015, durimdnich all three expertgestified. Fothe
reasongliscussed in this Order, defendamtigtion isgranted in parand denied in part.
Plaintiffs’ motion isdenied.

BACKGROUND

The Court has discussed the factual background in this heavily litigegedrctwo
orders addressing Da¥’s motions to dismiss plaintiff's first and second amended complaints.
See Orders issuedpril 9, 2014 [ECF No. 69] and March 23, 2015 [ECF No. 126]. For present

purposes, suffice it to say that jpitiffs receivedhemodialysis at Dalta clinics. Plaintiffs claim
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that an ingredient in the dialysatelutionused in their treatments caused unsafe increases
thar blood pH(alkalosis)that in turn resulted in serious injuries or death. This ingrediated
GranuFloor NaturaLyte was not manufactad by Da\tta, and the Court has dismissed
plaintiffs’ products liability claims. The remaining claims against DaVita aonit® monitoring
of its patients. Plaintiffs claim that in the process of monitoring and collectitadodd/ita
either failed to observe changing blood pH levels and therefore acted néygligent
administering care, or dbserved the problems but kept the information secret, thereby
perpetrating a fraud.
EXPERT TESTIMONY

Under Rule 702 of the Federal Rules of Evidence, a qualified expert may provide opinion
testimony ifthe evidence ibothrelevant and reliableDaubert v. Merrell Dow
Pharmaceuticals, Inc., 509 U.S. 579, 589 (1993). Expert opinionsraevant if they would
“help the trier of fact to understand the evidence or to determine a fact in i$%uie.”702(a);
see Daubert, 509 U.S. at 591 They arereéiableif the expert is qualified by knowledge,
education or experiencand hisor heropinions are “scientifically valid” and based on
“reasoning or methodology [that] properly can be applied to the facts in id9aabert, 509
U.S. at 593.Reliability generally focuses on the methodology, not the ultimate conclusions of
the expert.Ho v. Michelin North America, Inc., 520 F. Appx. 658, 663 (10th Cir. 2013Factors
useful in this analysis include, but are not limited to, the following:

(1) whethetthe opinion at issue is susceptible to testing and has been subject and

has been subjected to such testing; (2) whether the opinion has been subjected to

peer review; (3) whether there is a known or potential rate of error assowidh

the methodology used and whether there are standards controlling the technique’s

operation; and (4) whether the theory has been accepted in the scientific
community.



Dodgev. Cotter Corp., 328 F.3d 1212, 1222 (fl©oCir. 2003) (citingDaubert, 509 U.S. at 593—
94).

Theproponent of expert testimony has the burden to show that the testimony is
admissible U.S v. Nacchio, 555 F. 3d 1234, 1241 (10th Cir. 2009). The trial court plays a
“gatekeeping” rolghat involves an assessment of the “reasoning and methodologyurglerl
the expert’s opinion” and a determination of “whether it is scientificallgh\aid applicable to a
particular set of facts. Goebel v. Denver and Rio Grande Western R.R. Co., 215 F.3d 1083,
1087 (10th Cir. 2000). However, the trial court has discretion as to how to perform this
gatekeeping functionld. It is not arole that emphasizes exclusion of expert testimdrnave
frequently citedludge Kan's description of the purposd# Rule 702:

A key but sometimes forgotten principle of Rule 702 Biadbert is that Rule

702, both before and aftBraubert, was intended to relax traditional barriers to

admission of expert opinion testimony. Accordingly, courts are in agreement that

Rule 702 mandates a liberal standard for the admissibility of expert testirAsny.

the Advisory Committee to the 2000 amendments to Rule 702 noted with

apparent approval, “[a] review of the caselaw ditaubert showsthat the
rejection of expert testimony is the exception rather than thé rule.

Cook v. Rockwell Intern. Corp., 580 F. Supp. 2d 1071, 1082 (D. Colo. 2006) (citatmmgted).

With those broad principles in mind, | turn to the task of assessing the relevance,
reliability, and, ultimately, the admissibility of tlballengedestimony.

BARBARA J. YOUNGBERG

A. Facts.

The Court has reviewed Ms. Youngberg’s Declaration of September 2, 2014 [ECF No.
109-1], her Reply Declaration [ECF N&18-3], and substantial portions of her deposition
testimony. Based on those materials and testimony and exhibits admitted atiting; thea

Court makes the following findings:



1. Ms. Youngberg is a licensed attorney and a registered nurse. Although she orked a
a critical care nurse before she graduated from law school, her career theasafibeubed on
risk management, qualitgnprovement and patient safety in medical care. For 20 years she
worked for an alliance of academic medical centers during which she was often chiéinged
designing systems for evaluating new producté siscdrugs and medical devicestsat they
couldbe safely used in patient care. She created a desk reference for risk managers and has
written several texts and dime sources concerning these issues. At the present time she teaches
risk management to law students, physicians and health care achtonssat the Beazley
Institute for Health Law and Policy of the Loyola University Collegeaw in Chicago. She is
a Fellow of the American Board of Health Care Risk Managers and a member of thealimer
Hospital Association’s Patient Safety Fellowsprpgram.

2. In the present case Ms. Youngberg was asked to provide opinions as to whether
DaVita’s quality improvement standards and patient safety and risk manageogaims as
they related to the deployment and use of GranuFlo and Naturatsfttye standard of care in
the health care industry for such prograrse Hearing Transcript, Day One [ECF No. 151] at
141-42.

3. In her opinion, an effective quality improvement progthat meets the applicable
standard of care would includeefollowing features(1) systematic and continuouasllecion
of healthrelated data relevant to the patient dageng provided(2) aralysis and interpretation
of thatdata; (3) modification of existing patient care processes if analysis oftthendaates a
need to do so; (4) reassessment of the modifications to confirm that the problems have bee

remedied; and (5) supplementation of the quality improvement program by recenenit



literature and best practices in similar institutioBgclarationat 1124-26; Degoosition [ECF No.
127-2] at 165-66.

4. Ms. Youngberg acknowledg#sat DaVitaactively collecs clinical data from patients,
bothduring treatment and after they leave the treatment ceDeeidentified data sets generated
by the DaVita Quality Index are referenced in many research studies that shadvesdeVhis
data has revealed an increased incidence of cardiac arrests and sudden cardiac deaths. She read
one article that suggests that linkage between alkalosis and cardiacaghede related tan
increased incidence ofrdiac events. Declaration at 127.

5. However, Ms. Youngergstates that she found nothing in the documents that were
provided to her that indicates that DaVita has systematically reviewed daga ectreatment
facilities to attempt to determine common causes or similarities of adverse evkats.
continues;[i] f done, DaVita could have identified early on the role alkalosis played in patients
receiving hemodialysis usirf@ranuFlo andNaturaLyte” 1d. at 128.

6. She believes that DaVita would, in turn, have recognized health risks to patients
receiving GranuFlo and NaturaLyte:

a. “Had DaVita instituted quality improvement standards, patient safetysknd r
management programs that metithdustry standard of care, DaVita would have recognized that
patients receiving dialysates containing excess acetate experienced muctagueaser effects,
including but not limited to heart attacks and strokdd."at §19.

b. “DaVita would haveeacognized [that] dialysates containing excess acetate cause

elevated blood bicarbonate levels and Imaieblood potassium levels.td. at §20*

! Bicarbonate is essentially a buffer that keeps the pH of blood from bectwuiagidic or too basic.
Serum bicarbonate, a term used frequently in this Order, refers to¢hefidicarbonate in the liquid
part of the blood If failing kidneys no longecan eliminate acidity created by diet gid/sical activity,
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c. “Itis quite likely that had this active surveillance of cardiac deattukest and
myocardial infarchns across all DaVita sites had [sic] been better tracked and more fully
investigated DaVita would have identified issues with GranuFlo and Naturakjtteefore the
2012 warning issued by Fresaesiand the Class 1 FDA recafl.1d. at 729.

7. In her Reply Declaration, Ms. Youngberg states, based upon a Power Point slide
provided to DaVita by Freseniu$, now appears that DaVita actually knew that GranuFlo was
increasing bicarbonate levels across the patient population and therelayicatiynincreaing
the percentage of patients identified as of ‘Alkalosis Concern.” ECF No3Ht&. When
crossexamined about this statement during the hearing, she acknowledgen thegsenius
study referenced in the slide used a serum bicarbonataalewel 30 mEqg/L (milliequivalents
per liter)as an indication of “Alkalosis Concern,” and that only 28 of the 4,793 patients (0.6 %)
in the Fresenius study rose above 30 mEg/L. Day One Tr. at 16Zh€é7/mean bicarbonate
level in the Fresenius patients rosa 22.9 to 23.7 mEQ/L, both being within what the study
considered to be the desired rangs.at 167—68.

8. In the Reply Declaration Ms. Youngbexigoexpresses the opinions that, “given the
dangers of alkalosis documented by Dr. Borkan and acknowledged by DaVita,” under the

standard of care DaVita should have taken additional steps “to examine whethatdhéosw

dialysis can be used to increase the serum bicarbonate level in ordenttr toe acidity.There is a
physical limit as to the amount of bicarbonate that camilged into the solution before it precipitates
calcium carbonate. Acetate in the dialysate converts to bicarbonate, thes ifucteasing the serum
bicarbonate levednd essentially bypassing the limit of the bicarbonate mixed into the soldirs the
acetate is helpful in treating a severely acidotic patient. If the serum biatelbevel is increased too far,
however, theesult can be metabolic alkalosis, which is a risk factor for adverse health conssquenc
Onegoal of the nephrologist is prescribe the level of bicarbonate in the dialysatehtslas to achieve
the proper balance between acidity and alkalinsise generally Day OneTr. at 230-38, 24748
(testimony of Dr. Borkan).

% Fresenius Medical Care North America is the manufaciof GranuFlo and NaturalLyte. It issued a
recall noticen 2012 warning clinicians thatigh concentration of acetate (the salt ofdabel) could lead
to high serum bicarbonate levels.



GranuFlo caused an increase in advergeomes and/or patient morbidity” and “to reduce
bicarbonate in patients with levels that Fresenius’s own stigayified as in the range of
‘Alkalosis Concern”” 1d. at 114-5. However, she has seen no evidence that DaVita has done so.

9. Ms. Yourgberg had some experience helping nursesfoaendstage renal disease
patients who were receiving peritoneal dialysis or hemodialysis for ddgs/when sheas a
student nurse in the mid-1970s. Deposition [ECF No. 127-2] at 35—-37. Other thahehat,
cannot recall receiving any specialized training@phrology or dialysisld. at 41.

10. During her deposition Ms. Youngbeaagpeared to acknowleddeat she did not
know (and considered it to beyond the scope of her engagement towhatwneasures of
clinical outcomes of dialysis patients should be trackddat 181-82. She either did not know
or indicated that she was not asked to commestoh things as the primary cause of death of
dialysis patients, risk factors inherent ialgsis treatment, or who writes dialysis prescriptions.
Hearing Transcript, Day Two [ECF No. 153] at 153, 172, 238V88en asked if she had any
evidence that DaVita did not look at its own data, she responded, “Only that they continued to
use the Grarftio andNaturalLyteafter Fresnius knew that there was a problénd. at 141.

11. The FDA recall issued March 29, 2012 did not prohibit the use of GraouFlo
NaturaLyte As indicatedsupra n.2, the notice reported thiie manufacturer wasautioning
clinicians to be aware of the concentration of acetate or sodiacethte contained in the
products, and that inappropriate prescription could lead to a high serum bicarbonate level and, in
turn, to metabolic alkalosisvhich is a significant risk factor for conditions that might culminate
in cardiopulmonary arrest and even death. ECF No. 127-4.

12. In herDeclaration Ms. Youngberg statést GranuFloandNaturaLytecontain

sodium acetate that a patient’s liver metabolizes into bicarbonate in the houdsahfs,



which causes blood bicarbonate levels to exceed presteneld. ECF No. 109-1 at 12.
When asked whethéier statement was a fact or an assumptia. Youngberg responded that
she wasn’t asked to comment on the clinical aspect of the case, and that she did not know
whether there were differing scientific opinions on that point. ECF No. 127-2 at 131.

13. In its motion DaVita lista number of examples of what it considers to be Ms.
Youngberg's failure to review pertinent records and her lack of knowledgengkthatDaVita
does to track patient date, improve quality and keep up eighant literature ECF No. 127 at
8-10. I have reviewed the cited portions of Ms. Youngberg's deposBssECF No. 1272 at
21-24, 142, 178-230e also Day One Trat 1806-85. One can quibble about the defendant’s
characterization of some of the examples, but overall, | agree ¢hi@stimony demonstrates
what appears to be littkmowledge of many of the quality control and risk management
procedures that DaVita has implementéd.at 8-10.

14. During her hearing testimony Ms. Youngberg acknowledged that DaVita hi@nwrit
policies and procedures that do address many, if not all, of the quality control, pdégnasd
risk management practices that she believes a medical institution should les\apirtitbns
appeared to shift from the absence of appropriate procedures to her opinion thatdda¥ihot
consistently follow(or at least she has not seen evidence that it consistently follows) the writte
procedures in their manuals. This opinion was based heavily on her interpretation of the
deposition testimony dfina Goykhman, DaVita’'s Vice President of Clinical Improvement.

See, e.g., Day One Trat151-52, 158, 185, 189-90, 197, 215, 220. The deposition was taken on
November 12, 2014, more than two months after Ms. Youngberg completed her declaration. Ex.

33 atl.



B. Conclusions.

Ms. Youngberg has substantial and impressive credentials in developing, teaching and
implementing quality control and risk management procedures in hosi8tatsis welqualified
to be able tevaluatequality control policies and proceduresDaVita’s clinicsand to express
an opinion as to the currency and adequacy of those policies and procétrirést of thefive
features of an effective quality control prograauld be used to evaluate a particular
institution’s program. DaVita does not questiba reliability ofthat methodology. keems
eminently reasonable on its face.

However, Ms. Youngbergpparentlydid not apply her five-point methodology to
DaVita’s program She does not, other than in conclusory form, state that DaVita’s program
lacks those features. To any extent that she did apply her methodology to Drad/appears to
have missed many policies and procedures documented in DaVita’'s recordsnbaseats
program. Moreover, when pressed on crossamination, she did not seem to fault the written
policies and procedures. Rather, based on her interpretation of the deposition osDat&ta
President of Clinical Improvement, her opinion seems to be that DaVita didvaytsaiollow its
own policies and procedures. That opinion possiobght have some relevance to the specific
issues in this case, but even so, to the extent that failure to follow policies can be gllogn b
testimony of Ms. Goykiman this can be put before the jury without the need of expert
testimony.

The real substance and foafdVis. Youngberg’s opinions is not a general critique of
DaVita’s overall quality improvement program, and her discussion of the five-point

methodology appears to be largehglevant Rather, as her Declaration shotesa significant



extentshe is expressing opinions requiring special knowledge of nephrology and digkiss.
long as an expert stays with the reasonable confines of his subject areack .ofa la
spedcalization does not affect he admissibility of [the expert] opinion, but only ighue
Ralston v. Smith & Nephew Richards, Inc., 275 F.3d 965, 970 (10 Cir. 2001). The problem
here is thaMs. Youngberg’s opinions vary widely from the reasonabldices of her expertise.

Ms. Youngberg is not qualified to opine that sodium acetate metabolizes into bicarbonate
that causes blood bicarbonate levels to exceed prescribed(kvelas noted above, when asked
whether that statement in her Declaratiaswa fact or an assumption, responded that she was
not asked to comment on the clinical aspect of the c&i®} has not provided any basis for her
opinionthat if DaVita had better tracked and more fully investigated patient outcomesild
have recognized that dialysates containing excess acetate cause elevated bloothtadaxais
and lowered blood potassium levels. She is not qualified to opine, or at a minimum she has not
demonstrated that it is within her knowledge of thesfémtopine, that better tracking and
investigation of strokes and myocardial infarctions across all DaVés wibuld have identified
issues with GranuFlo and NaturaLyte well before the recall.

In her deposition Ms. Youngberg testified, again and again, that questions that involve
special knowledge of nephrology and dialysis were beyond her expertise anopihefsleer
engagement. It appears to this Court that someone persuaded heat®sgiaration
containing opinions outside her expertise, and if so, she would be well advised not to yield to
that temptation in the future. To the extent that her opinions involve questions requiring the
expertise of a nephrologist or a dialysis clinician, they plainly areefiabte.

Ms. Youngberg’s Reply Declaration did not help. She was apparently g@&senius

Power Point slide afteshe issuether original Declaration Her opinionthatthe slide showed
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“dramatic” increases in the serum bicarbonate levels seems exaggerated in the ttext o
study on which the slide was baséhat, by itself, is a matter easily explored on cross
examination. It is not the Court’s roledwaluatethe merits of her opinions as sudiiore
problematic, however, is her opinion that “the standard of care requikdthda immediately
take steps to reduce bicarbonate in patients with levels that Fresenius’ owidstiiigd as in
the range of “Alkalosis Concern.” ECF No. 118-3 at ff3hat is the standard of care, a
nephrologist would have to establish it. A nephrologist or perhaps a dialysis oliwimigd

have the expertise to testify about what steps the clinic could or shoulditadstatements in
the Reply Declaration again appear to indicate that someone has been “putting words in he
mouth.”

In addition,to the extent Ms. Young is basing her opinions on her interpretation of Ms.
Goykhmars testmony, | concludehat the testimony was not timely disclosadr would t be
helpful to the jury to have her comment on the testimony of another witness.

This is not to say that Ms. Youngberg has nothing of potential relevance to say in thi
case. As noted later in this Order, Dr. Borkan has expressed the opinion thaakhfe he
practices include monthly monitoring of the average blood content of sodium, potassi
calcium and bicarbonate for the entire dialysis population in each center. Boraraben
[ECF No. 109-2] at 19. Ms. Youngberg appears to have training and experience sudficient
enable her to review DaVita’'s maoiing practicesand proceduresp determine whablood
measurements wepmllected on a monthly basis; determinavhether the data collected
revealed any trend in any of the categories of data collected during a specifiddopéne;
and to determine whether theseevidence in DaVita’'s records concerning actions taken,

including reporting or modification of procedures, based upon the data. She also hansuffici

11



training and experience to determine, based on a review of DaVita’'s recortispovhimring
DaVita did of adverse health events experience by dialysis paaeiwhether there appears to
be a correlation betwedatood measurements and an increase in reported adverse health events.

Notwithstanding what hreexpertise makes her capabledafcussinghowever, her
opinions must alsbe poperly disclosed in compliance wiRule 26 of the Federal Rules of
Civil Procedure. Construing her disclosures liberally, and to avoid further wrgrmdjout them,
the Court concludes that sheytestify (if she ca testify) to the following:

1. Her education, training and experience.

2. The DaVita documents she reviewed before she prepared her initial Declanation
before she prepared her Reply Declaration.

3. Based upon review of those documents, the monitoring DaVita did, if any, of the
blood bicarbonate and potassium levels of dialysis patients, and whether the monigateng m
possible tdistinguishpatientswho receivedlialysis solutions containingr@uFlo or
NaturaLyte The relevant period of time is the period of tiduging whicheitherGranuFlo or
NaturaLyte was used eny DaVitaclinic.

4. The data generated by such monitoring.

5. The monitoring DaVita did, if any, of serious adverse health e{emtdiac arrest,
heart attacks, ischemstrokes and deatlexperienced bgialysis patientsluring or within 48
hours after a dialysis treatmeand whether the monitoring made it possibldistinguish
patients who received dialysis solutions containing GranuFlo or NaturalLyte. |&ha&nteperiod
of time is the period of timduring whicheither GranuFlo or NaturaLyte was used in any DaVita
clinic.

6. The data generated by such monitoring.
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As | noted above in the Findings section, DaVita has raised a number of questions
concerning whethdvls. Youngberg’s review of the records was thorough, and whether she has a
good understanding @fhat DaVita actually does to track patient data and toorgpatient
safety. Those questions can be exploredcomssexaminationjust as they were during her
deposition. They go to the weight but not the admissibility of the testimony.

For the foregoingeasonspPaVita’'s motion to exclude Ms. Youngberg’ opiniass
grantedin part and denied in part. If plaintiffs wish to use Ms. Youngberg as an expert witness
as limited by this Order, and if DaVita wishes to take another deposition of Ms. bergng
order further to explore and pin down her opinions, permission to do so is granted.

STEVEN C. BORKAN, M .D.

As to both Dr. Borkan and Dr. Goldfarb, the Court has reviewed their declarations,
portions of their deposition testimony, and their testimony during the April 29-30, 20d5ghea

Findings.

1. Plaintiffs’ nephrology experDr. Steven C.Borkan is an Associate Professor of
Medicine and Associate DirecttD in the PhD Program at Boston University School of
Medicine. He is a Principal Investigator at the National Institutes of Hepébiadizing in
nephrology. In addition to those responsibilities, he has an active clinical prddadeas
privileges and has practiced with approximately 11 or 12 outpatient dialysis niclizsling
DaVita's outpatient clinic in BostonDaVita doesot question his qualifications.

2. Dr. Borkan’sopinions, as expressed in his Declaration of September 1[2CH
No. 109-2] focus on two main issues. The first issue is whether GranuFlo and Medwalse
adverse health effects to dialysis pats, or in his words, “the predictable and avoidable

consequences of exposure of hemodialysis patients to excess acetate in tireesolpibyed by
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Fresenius and DaVita Hemodialysis Centellgl’at 3. The second issue concerns DaVita’'s
monitoring and reporting obligations. His opinions in both areas were further exploregl durin
the hearing.

3. Dr. Borkan testified during the first day of the April 29-30, 2015 hearing that by
raising the average serum bicarbonate level, GranuFlo is good for marsysdiatients. Day
One Tr. at 250; Day Two Tr. at 270, 349-50. He cautioned, however, thatmvhiteizing one
risk, metabolic acidosis (low pH), there is a potential risk of metabolic alkalogls fH), so
that it is important to find the right lzance. Day Two Tr. at 270, 349-50 ¢ stimates that one
or two percent of the patients whose dsgytreatments included GranuFlo (or NaturalLyte)
experienced “arrest in the chair” or heart attacks or ischemic strokes, “a litée ifngou
include post-dialysis problems. Day One Tr. at.2B@ does not argue that Grafubr
NaturaLyteshould be taken off the market, but he suggestsribed research is needed
identify the patients for whom those products would be more beneficial than BaycTwoTr.
at 351.

4. Dr. Borkan’s concern about the risks of the products focuses on patienpsesbot
to the dialysis cliniavith a higher than average bicarbonate level. For patients of that profile,
exposure to the higher acetate level&mnuFloor NaturalLytedialysates (approximately
double the typical acetate level in other dialysate products) results in abdelichanges in
blood compositionrfetabolic alkalosisthat predisposes them to increased morbidity and
mortality. See Declaration afj4. These products predictably increase the risk of myocardial
infarction, ischemic stroke, and even dedke, e.g., id. at 15; Day One Tr. at 257-59, 261; Day

Two Tr. at 271-76.
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5. DaVita's motion to exclude Dr. Borkan’s testimony is based on its contentiomshat
opinions are “no more than a hypothesis based on attenuated connections of various theories
having no specific relation to any data and analysis relevant to the sciestifis is this case, to
the specific facts of this action or the medical res@fithe named Plaintiffs.” Motion [ECF
No. 127] at 11.

6. Dr. Borkan responds that what DaVita calls a “hypothesis” was based on hisgread
of the literature about the potential relationship between sudden and severeimaliedlokis in
GranuFleexposed patients and the increased risk of sudden dd2dly. Two Tr.at 329. He
listed the literature he reviewed for his original and reply declaratidassubsequently
reviewed additional medical literature, listed in plaintiffs’ Exhibit 3Heseamaterials did not
change his opinions. Rather, he testified that the additional materials provithed support
for the opinions expressed in his declarations. Day One Tr. at 224-25.

7. During crossexamination, the following exchange occurred:

Q And your opinion regarding the specific sequence of events that you've

discussed in your declarations and under examination by plaintiffs’ counsel, that

happens after a patient is treated v@itanuFlq starting with elevated serum

bicarbonate levels arehding in an increased risk of death or sudden death, that
theory is a hypothesis, correct?

A That’s correct, supported by substantial data.

Day Two Tr.at 340.

8. On redirect examination he agreed that he had “spent the last two daysutaAimaj
data you think supports your hypothesi$d: at 346.

9. Although there was no evidence that Borkan’shypothesis had been subjected to
testing or peer review as such, he testified thdtanepresented his hypothedisat “acute,
severe metabolic alkalosis can cause cardiopulmonary arrest through the samémashanis

expressing in the present cpaéa nephrology convention in front of “a thousand of my
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colleagues,” and not a single person expressed any disagreéthent340. Accord Day Two
Tr. at 329. He believes that his hypothesis is shared by many olitheas 348.
10. He explained where there might be controversy among nephrologists andgwhy hi

hypothesis cannot be tested on dialysis patients:

Q Is your hypothesias to what happened to these three plaintiffs a matter of
controversy among your professional colleagues?

A ldon’t believe so, no. And the reason | say that is that even in Dr.d&oklf
report, which is a—takes the opposite tack, it would be difficult to find a
nephrologist who would disagree about the potential toxicities of metabolic
alkalosis. Every textbook on metabolic alkalosis contains the same untoward
effects on potassium, on calcium, the Bohr effect, on oxygenatiagraractility
of the heart and arrhythmia production or susceptibilltyeseare universally
accepted toxicities of metabolic alkalosis.

Q Right. But is there controversy with respect to your theory as to how these
people got tdhere Let’s say everybody realizes argtees that if you have
metabolic alkalosis, it's a bad thing and can be a risky business. But your theory
as to how these people got there has to do with elevated bicarlzwedde
contributed to by the double dose of acetate in this one particulasat@hyhich

put them into the, ultimately the metabolic alkalosis and they ended up being,
three of the minority of patients that have terrible outcomes, is that correct?

A That's correct.
Q Is that controversial, in your opinion?

A The outcome is not controversial. What is controversial is which one or ones
of the untoward effect [sic] was responsible for their death. So the outcome is not
controversial.

Q But how they got there might be?

A But how they got there, and the reason there is no spstuifly is that it
would be very difficult to get anyone to agree to allowitngin] todo the study.
It would be not considered safemactical ormoral.

Id. at 346—48. Regarding testirsgealsoid. at 321.

11. Turning to monitoring and reporting, Dr. Borkan’s Declaration states,

19. Safe health practices include monthly monitoring of the average blood
content of sodium, potassium, calcium and bicarbonate for the entire dialysis
population in each center to ensure rapid and timely detection of unexpected
changes in the blood chemistry that increase morbidity and mortality in these
susceptible patents. Regular monitoring of key laboratory values by the dialysis
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center using incorrectly manufactured Naturalyt&oanufo solutions more

likely than not would have detected a trend towards elevated blood bicarbonate
levels (as well as lower potassium levels) in its patients exposed to a dialysate
containing sodium dacetate, the source of excess acetate.

20. Once the defect is identified and the clinic recognizes that patients
have received more bicarbonate than prescribed, the standard of care and the
clinic’s obligations to its patients require that patients be informed that
NaturaLyte or GranuFlo produced nprescribed and unanticipated elevated
bicarbonate levels that potentially increased their health risks. Doingradper
patientsexposed to Naturalyte or Gratmfo consult with their physicians
regarding possible negative consequences of prior igindmnate levels.

21. In some cases, this knowledge might significantly affect the course of
future treatment including, but not limited to, improved physician and patient
recognition of anticipated side effects, enhanced compliance with current
medications and therapies, and immediate adjustment in the dialysate chemical
composition such that less metabolic alkalosis occurs. Finally, it would permit
the patients’ physicians to evaluate the patients’ adverse health eventalusing
available informatiorand facts, and to properly evaluate, diagnose, and educate
their patients regarding events that occurred while excess bicarbondieings
delivered during hemodialysis.

Declaation [ECF No. 102] at §{ 1921.

12. During the hearing Dr. Borkan reiterated that if DaVita had monitoredbicaie
levels across its entire dialysis population, it would have detected the trendavéeéle
bicarbonate levels following exposure to GranuFlo. Day Two Tr. at 279.

13. He also reiterated that DaVishould have educated nephrologists and patients about
the potential risks of GranuFlo and NaturaLylzay OneTr. at 264; Day Two Tr. at 276—79.

14. In his Reply Declaration [ECF No. 118-2], Dr. Borkarsueamarizes hispinions,
i.e., that (a) substitution of GranuFlo for a dialysate that contains 4 naggtate will result in
the patient’s receiving significantlyone bicarbonate than prescribead experiencing higher
bicarbonate levels than would have been achieved with standard dialysates;itbutim
exposes patients to an increased riskaofte, severe metabolic alkalosis &ndwn,associaté

medical risks; and (c) it is the responsibility of the dialysis unit, not the gyegcnephrologist,

17



to insure thathe dialysate delivers the prescribed bicarbonate conterdat 2. Regarding the
latter opinion, Dr. Borkaexplainedthat although the physician prescribes the bicarbonate, he is
not aware of the acetate content in the dialysate. Day Two Tr.-at1312
15. The Reply Declaration also contains Dr. Borkan’s comments on several of Dr.
Goldfarb’s opinions, most of which plaintiffs do not challenge under Rule @Zoes express
the opinion that Dr. Goldfarb’s analysis of individual patient lab values is unsound, bBtause
Goldfarb did not (and could not) compare bicarbonate levels before and after GramaSiorex
Id. at 119. However, Dr. Borkan has maiamined the medical records of the three named
plaintiffs, andhehas not developed opinions regarding their specific cases. Day Two Tr. at 352.
B. Conclusions.
Dr. Borkan'’s testimony is plainly relevant. The jury needs experts in tkdeofie
nephrology and dialysis to explain the medicine @hdther andiow the challenged products
might cause serious adverse health effects in certain dialysis patients.
Dr. Borkan'’s testimony also meets the reliability requirement of Rule 702e T$eo
guestion about his credentials and qualifications as a clinician, a professor, anelséigator
for the National Institutes of Health. His theory of causation can be labelggpathésis.
However, the reason it cannot be tested as such has been explained. A physician chnnot easi
test a theory as to how a dialysate can cause serious adverse health effects catiactisal p
However Dr. Borkantestified that there isupport for the theory in data amdmedical
literature. He denies that his theory is controversial among his professtieaboes, perhaps
evidenced to some extent by the absence of any expression of disagreement pvheertied it

at a convention of nephrologists. This is not junk science. Rather, it is an opinion thate&houl
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heard, subject of course to cross-examination and to the opofi@a/ita’s equally well
gualified nephrologist, Dr. Goldfarb.
STANLEY GOLDFARB, M.D.

A. Eindings.

1. DaVita's nephrology expert, D&tanleyGoldfarb, is a Professor of Medicine and
Associate Dean at the Perelman School of Medicine afitheersity of Pennsylvania. His CV
lists numerous academic appointments and memberships in national committees lid tie fie
nephrology. Like Dr. Brkan Dr. Goldfarb also has significant clinical experience. He has done
a great deal of research araklwritten and lectured extensively in his field. Plaintiffs do not
guestion his qualifications.

2. Dr. Goldfarb’s opinions, as summarized in his Declaration of October 28, 2014 [ECF
No. 112-8], can be broken down into three topics: (1) the medical standards of care in providing
hemodialysis treatment to patients; (2) the medical condition of the named plaintf{8)dis
analysis of Dr. Borkan’s opinions.

3. Plaintiffs here challenge only that part of Dr. Goldfarb’s opinions addgespecifc
causation for each named plaintiff. They argue that he used unreliable methivtnizea
opinions favorable to his client. Motion to Exclude [ECF No. 129] at 2.

4. This case is the consolidation of six original casesially there were more thaa
dozennamed plaintiffs. Determiningghether each individual was treated with a dialysate
containingGranuFloor NaturaLytetook some time, and ultimately it was determined that the
majority of the named plaintiffs were not treated with either product. When Difa@wbk

Declaration was prepared the list was down to five individuals. Since then thenisshetl
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plaintiffs has been further reduced. The individuals who have been determined to have been
treated withGranuFloor NaturaLyteareDoris Morris, Tony Armstrong, and 8tla Nunes.

5. Based upon his review of medical records, Dr. Goldfarb has the following opinions
regarding the three named plaintiffs:

a. DorisMorris (dob August 27, 1952)egan chronic dialysis treatment in February
2010. She experienced chest pain on April 8, 2012, approximately 48 hours after receiving
dialysis treatment. The next day she was diagnosed in the ER with acute sgstdlfailure,
pulmonary edema secongldo [a] combination of hypertensive and ischemic heart disease, and
acute coronary syndrome/non-ST segment elevation myocardial infarction.olBbe@) lists
multiple risk factors for coronary artery disease, including hypertensionesalaed theafct
that she smoked five packs of cigarettes daily fod@@ears ECF No. 1128 at {13233.

Between July 8, 2009 and May 30, 2014 Ms. Morris’s serum bicarbonate level was
measurd on 77 different occasions, fluctuating between 19 mEg/L and 35 mEg/L. When she
was admitted to the hospital on April 9, 2012 her serum bicarbonate level was 33 rBE/L.

No. 112-8at 3-10. Dr. Goldfarb states, “In my medical opinion, Ms. Morris’s lab values do not
reflect a consistent trend towards elevated bicarboeagds| nor do they demonstrate a patterned
decrease in total blood calcium or blood potassium levéts.at 134

However, Dr. Goldfarb acknowledges that Ms. Morris’ bicarbonate levels wgrerhi
when she came in with her episode of chest pain that they had been before. Day TW865Lr. a
He attributes thiso the report that she had vomited on the way to the hospital and had been
vomiting for the past week or std. at 395-96.

b. Tony Armstrong (dob January 3, 1963) began chronic dialysis treatment in May 2009.

In his Declaration Dr. Goldfarb states that Mr. Armstranglleged to have experienced an
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adversecardiac event on August 15, 2014, at §45. He states that there are no medical records
documenting this. There are records indicating that Mr. Armstrong was atltoittee hospital
on at least eight occasions between June 2011 and February 2014 complaining of shortness of
breath and chest pain. No specific cardiac event was documented in his records, bat he had
history including myocardial infarctions, chest pain, coronary arteryficattoons and smoking,
among other thingsld. at 144-45.

The relevance of that part of his Declaration was called into question by defense
counsel’s suggestion at the hearing, to which Dr. Goldfarb agreed, that the si&@eptember
11, 2010. Day Two Tr. at 391. Apparently he needs exagnine the medical records and
verify the relevant dates.

Dr. Goldfarb relates that the medical records indicateMinaf\rmstrong’ssymptoms
“were most often attributed to fluid overload, ncompliance with dialysis treatment, and drug
use” ECF No. 112-8 at Y/45His records between April 22, 2009 and May 20, 2014 include 115
separate lab values measuring his serum bicarbonate levels. The levatddtlibetween 16.8
mEQg/L and 38 mEQ/L, and during August 2011 fluctuated between 23 and 25 médLt..
1463 Dr. Gddberg states, “In my medical opinion, Mr. Armstrong’s lab values do not reflect a
consistent trend towards elevated bicarbonate levels nor do they demonstramadatt
decrease in total blood calcium or blood potassium levels. Mr. Armstrong’s potdesels
were repeatedly noted to be abnormally highul”at §46-47.

c. Estella(Stella)Nunes (dob May 23, 1936) began chronic dialysis treatment in
September 2007. On December 26, 2011 she became hypotensive and non-responsive during

dialysis, which was stopped after five minutes of treatment. She was transpaied t

% During the hearing Dr. Goldfarb recalled that Mr. Armstrong’s predibaium bicarbonate level on
the date of his cardiac event was 27, perhaps again reflecting confusion elmtateth
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emergency room wheihe was diagnosed with bradycardia and acute inferior wall myocardial
infarction. Her potassium level was elevated. She underwent cardiac catheterization and
placement of a pacemaker. However, the next day she experienced ventricuktidrbahd

died. Id. at 14641.

Records between August 31, 2007 and December 27, 2011 inclgdpd&ate lab values
measuring Ms. Nunes serum bicarbonate levels. Her levels fluctuatee@béi®/enEq/L and 38
mEg/L. Upon her hospital admission on December 26, 2011 her serum bicarbonate level was 27
mEg/L. Dr. Goldfarb states, “In my medical opinion, Ms. Nunes’ lab values do not reflect a
consistent trend towards elevated bicarbonate levels nor do they demonstramadatt
decrease in total blood calcium or blood potassium levéts.at §43.

During the hearing he added, or clarified, that her bicarbonate level wasangl
because “[n]Jo one would propose that over five minutes, there’s a substantial dhagmge o
bicarbonate level from baseline.” Day Two Tr. at 382. While commenting oNiges’ case,
Dr. Goldfarb explained (possibly in respons®to Borkan’sargument thabDr. Goldfarbcould
not compare bicarbonate levels before and after GranuFlo exposure) how bicarbolsatateve
be backcalculatedo the time of her arrestd. at 383—84. His backcalculation supported his
conclusion that nothing in the dialysis other than the fact that dialysis is sttessfe patient
contributed to her episoded.

6. During the hearing Dr. Goldfarb summarized, “you cannot attribute the proliiams t
these three patients faced to metabolic alkalosis or to really anythingasésdacith acute
dialysis treatment because their difficulties arose distant from that @venthe absence of

metabolic alkalosis attributing to dialysis.” Day Two Tr. at 397.
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7. In their motion to exclude this patiespecific testimony, plaintiffs note that as to each
of the three patients, Dr. Goldfarb’s opinions are similafter noting the cardiac event and
reciting the patient’s medical history, Dr. Goldfarb expresses the opin@nthéhpatient’s
including serum bicarbonate measurements do not reflect a trend towards eleatsahbie
levels or a patterned decrease in tolabt calcium or blood potassium levels. ECF No. 129 at
2-3.

8. Plaintiffs argue that these opinions are inadmiss$dsléhree reasons

a. Theyare irrelevant, becauséamtiffs do not contend th&ranuFlocauses patients’
bicarbonate levels comtiiously to trend upwards or potassium and calcium levels continuously
to trend downwards. Moreover, in his deposition Dr. Goldfarb admitted that the fact that one
patient’s personal bicarbonate levels did not trend over time did not tell him anhgtion the
effect ofGranuFlo on bicarbonate levels.

b. Dr. Goldfarb does not know when or how often each of these patients was dialyzed
with GranuFlo and therefore cannot know the effectSminuFloon the patient.

c. Dr. Goldfarb cannot testify abouthether Granule (by extension alkalosis) could
cause these patients’ cardiac events because, as he has admitted, serum bicartestdakeral
after the patient’s cardiac event are not indicative of serum bicarbonate \&fluiestbe cardiac
event. Beause Dr. Goldfarb has admitted that he cannot determine whether a patient was
alkalotic before the cardiac event, any conclusions he draws from the post-eaenbiate
levels are unreliableld. at 3-6.

9. In respons®aVita states:

a. Dr. Goldfarb noted the absence of trends in the three nplaiediffs’ serum

bicarbonate levels in response to plaintiffs’ argument that DaVita knew or sheeld#riavn
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that its patientshggregatserum bicarbonate levels were elevated or gradually increaSeag.
ECF No. 143 at 3-6.

b. Dr. Goldfarb’s observations about these three patients support his opinions that the
effect ofGranuFloon patients’ serum bicarbonate levels is not what plaintiffs and their expert
claim it to be. Under plaintiffs’ theory, thesould have been a correlation between severely
elevated bicarbonate levels as a surrogate for pH and the cardiac event, buashaoeiwthese
three cases. Absent evidence of a correlation, Dr. Goldfarb reasonablydeahttiat the use of
GranuFloas a dialysate in the treatment of these three patients did not contribute ¢aritlieic
events.Seeld. at 7-8.

c. The alleged shortcomings in Dr. Goldfarb’s knowledge (did not know when or how
often the patients were treated wizhanuFlo; the lab values did not include the patients’ serum
bicarbonate levels immediately prior to the cardiac event) can be exploredssaxamination.

Id. at 8-9.

B. Conclusions.

Dr. Goldfarb’s analysis of the three named plaintiffs’ medical recardshe opinion as
to whether their cardiac events resulted from other risk factors and not thateialyed in their
treatment is relevant, as this is a threshold issue that the jury will have to chetaderthey
can determine whether DaVita's faduto monitor the patients properly was a cause of their
cardiac events. Dr. Goldfarb is a highly trained and experienced specialiphiology, and his
credentials have not been questioned. He is qualified to review the named plangdical
recods and to express opinions as to the probable cause or causes of their cardiac events

including whether the dialysate is or is not a likely contributing cause.
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The plaintiffs’ nephrology expert, Dr. Borkamas not yet examined the medical records
of the threenamed plaintiffs, putting the plaintiffs in a weaker positiogtiallenge the analysis
of those records by Dr. Goldfarb. The fact that Dr. Goldfarb did not know when or how often
these patients were treated w@nanuFlo or what their serum bicarbonate levels were
immediately prior to the cardiac events gdesweight of the testimony, not whether the
testimony is admissible under Rule 704. at 8-9.

The Court concludes that Dr. Goldfarb’s opinions based timmedical records of the
three named plaintiffs are admissible. There is no basis under Rule D@abert to exclude
them.

ORDER

1. Defendant$ motion to excludeestimonyand opinion§ECF No. 18] is GRANTED
IN PART AND DENIED IN PART Itis ganted as to Ms. Youngberg’s purported opinions that
concern matters of nephrology and dialysis, as indicated in this Order. Itesl dsrio Ms.
Youngberg’s opinions on the narrow subjadentified in this Order as to which she is qualified
to express her opinion. It is denied as it applies to Dr. Borkan.

2. Plaintiffs’ motionto strike portions of Dr. Goldberg’s declaration and testimony [ECF
No. 130] is DENIED.

DATED this28" day d May, 2015.

BY THE COURT:

(A

R. Brooke Jackson
United States District Judge
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