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UNITEDSTATES DISTRICI' COURT
 
FOR THE DISTRlCf OF MASSACBUSETrS
 

MOL No.1:13-md-02428-DPWIN RE: FRESENIUS 
GRANUFLOINATURALYTE 
DIALYSATE PRODUcrs LIABILITY 
LITIGATION 

ThisDocument Relates to: 

AU Casu 

" lElHJtiJiEJ>tCASE HANAGEMmf ORDER NO.1 

APPOINTMENT OF PIC·PSc, PLAJNTJfYS'LWSON coyNSEL AND FEPUAk 

lD'A'I'&LWS~
 
AND NOW, Ibis / t II. dsy of ;1 "';J13, the Court baYiag CIIlllbIIy 

reviewed the applications for positions on the Plaintiffs' leadership structure, it is hereby 

ORDERED that tho foUowing auomeys are appointed to tho Plaintiffs' Executive Committee 

("PEe'). Liaison Counsel, Plaintiff's' Steering Committee ("pSC") and the Federal-State 

Liaison Counsel to carry out their respective functions: 

1. PlaiDtiffa' Esecutive Committee. TheCourthereby appoints to the Plaintiffs' 

Executive Committee C'PEC") the following counsel: Anthony Tarrieone (Kreindler " Kreindler 

LLP); Chris Seeger (Seeger Weiss LLP); James C. Klick (HennanHerman &.Katz LLC); 

Arnold Levin (Levin Fishbein Sedran " Berman); Michelle Parfitt (Ashcraft &. Oerel LLP); and 

Steve W. Bonnan (Hagens Berman Sobol Shapiro LLp). Anthony Tarricone willserveas Chair 

andPlaintiffs' Liaison Counsel. 

2. Plaintiffs' Steering Committee. The Court appoints to the Plaintiffs' Steering 

Committee C'PSC"). in addition to the PEe, the following counsel: Richard Golomb (Golomb & 

1 
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Hooik, PC); Bruce Steckler (The Steckler Law Firm); R. Clay Milling (Henry Spiegel Milling 

UP); Randi Kusan (SandersVienerGrossman LLP): EllenPresby (NemeroffLaw Firm); Jim 

Dugan (The Dugan Law Firm. LLC); Troy Rafferty (Levin. Papantonio. Thomas. Mitchell. 

Rafferty & Proctor. P.A.); Richard "Flip" Phillips (Smith Phillips Mitchell Scott &:. Nowak, 

LLP)j Kristian Rasmussen (Cory Watson Crowder &:. DeGaris. p.e.); Frank Woodson (BeasJey 

Allen Crow Methvin Portis &:. Miles. P.C.)and J. Burton LeBlanc (Baron& Budd. P.C.). 

3. RapoDllbllities of the PEe and PSC. The Plaintiffs' Bxecutive Committee 

shall serve as Lead Counsel and will be responsible for overall coordination and management of 

all pretrial proceedinp and case preparation on behalf of the PSC and all Plaintiffs. including 

authority to organize. staff and direct committees to carry out various fUnctions necessary for 

casepreparation and prosecution. The PECIPSC shall be responsible for: 

A.	 Discovery 

i.	 Initiate. coordinate. and conduct all pretrial discovery on behalfof 

plaintiffs in all actions that are consolidated with the instant 

multidistrict litigation. 

ii.	 Develop and propose to the Court schedules for the 

commencement. execution. and completion of all discovery on 

behalfof all plaintiffs. 

iii.	 cause to be issued, in the name of all plaintiffs. the necessary 

discovery requests. motions. and subpoenas pertaining to any 

witnesses and documents needed to properly prepare for the 

pretrIal discovery of relevant issues found in the pleadings of this 

litigation. Similarrequc~ notices,and subpoenas may be caused 

2 
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to be issued by the PEC and PSC upon written request by an 

individual attorney in order to assist himlher in the preparation of 

the pretrial stages of hi!llher client·s particular claims. 

iv.	 Conduct all discovery ina coordinated andconsolidated manner on 

behalfand for the benefit of all plaintiffs. 

B. Hearings and Meetings 

l, Call meetings of counsel for plaintiffs for any appropriate purpose, 

including coordinating responses to questions of otherparties or of 

the Court. 

ii,	 Initiate proposals, suggestions, schedules, or joint briefs, and any 

otherappropriate matter(s) pertaining to pretrial proceedings. 

iii.	 Examine witnesses and introduce evidence at hearings on behalfof 

plaintiffs. 

iv.	 Act u spokesperson for all plaintiffs at pretrial proceedings and in 

response to any inquiries by the Court. subject, of course. to the 

right of any plaintiff's counsel to present non-repetitive individual 

or different positions. 

C.	 Trial 

i.	 Coordinate trial team{s)'s selection. management and presentation 

of anycommon issue, "bellwether" and/or"test"casetria1(s). 

D.	 Other 

i,	 Submit and argue any verbal or written motions presented to the 

Court or Magistrate on behalf of the PEe and PSC, u well IS 
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oppose, when necessary, any motions submitted by the defendant 

or other parties which involve matters within the sphere of the 

responsibilities ofthe PEe and PSC. 

ii,	 Negotiate and enter intostipulations withdefendantsregarding this 

litigation. 

iii.	 Explore, develop, and pursue all settlement options pertaining to 

any claimor portion thereofofany case filed in this litigation. 

iv.	 Maintain adequate files of all pretrial matters and have them 

available, under reasonable terms and conditions, for examination 

by plaintiffs or their attorneys. 

v.	 Prepare periodic status reports summarizing the PEe's and PSC's 

workand progress. 

vi.	 Per!onn any task necessary and proper for the PEe and PSC to 

accomplish their responsibilities as definedby the Coun's Orders. 

vii.	 Perfonn such other functions as may be expressly authorized by 

furtherOrden ofthis Court. 

viii.	 Serve as the recipient for all Court orders on behalf of all of the 

Plaintiffs. 

ix.	 Coordinate service and filings for all Plaintiffs whether presently 

included or subsequently added. 

x.	 Maintain and distribUte to co-counsel and to Defendants' Counsel 

an up-to-date service list; 

4 
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xi.	 Coordinate and maintain the establishment of a document 

depository. real or virtual. to be available to all participating 

Plaintiffs· counsel. 

xli.	 Prepare agendas for court conferences and periodically report 

regarding the statusof the case. 

xiii.	 Explore, develop and pursue all settlement options pertaining to a 

claimor portion thereofoC anycase filed in this Iitigation.~ . 

E.	 No motion. request Cor discovery. or other pretrial proceeding shall be 

initiated or filed by any plaintiffexcept through the PEe without prior 

order of this Court. 

4.	 PlalDtifI'I' LlalsoD Couuel 

The Court appoints Anthony Tarricono as Plaintiff's' Liaison Counsel. The Plaintiffs· 

Liaison Counsel shall be responsible for providing communications between thecourt andother 

counsel (including receiving and distributing notices. orders. motioes, and brle& on behalfof the 

group). convening meetings of counsel, advising parties of developments. and otherwise 

assisting in the coordination of activities and positions. Liaison counselmay act for the groupin 

managing document depositories and inresolving scheduling conflicts. 

5.	 Plalatiffl' Federal-8tate Liaison Couuel lor Mauacbuaetts aDd CaUf'onda 

LatigadoDl. 

The Court appoints Lauren Bames (Hagens Berman Sobol Shapiro LLP) as Plaintiffs' 

Federal-State Liaison Ccunsel for Massachusetts and Gretchen M. Nelson (Kreindler &; 

K.reindler LLP) as Plaintiffs' FederaJ-State Liaison Counsel for California. The Federal-State 

5 
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Liaison Counsel are to provide reports to the Court on the status of the state litigation and 

coordination withthe MDL. 

6. To the extentfeasible, the PEe and PSC are expected to workjointly with leadership in 

thependingstate actions to coordinate pretrial proceedings and case management. 

7. Compensation for work perfonned and the approved costs incurred by the PEe. PSC. 

Plaintiffs' Liaison Counsel. Plaintiffs' Federal-State Liaison Counsel. any subcommittee 

approved by the PEe and PSC or any attorney appointed by this Court. will be paid by the 

common benefit funds whichshall be covered in a separate CaseManagement Order. 

It is soORDERED. 

DaIoII~ lP/3 

BYHHE COURT: 

;kv"411!lJJ;Wt,/~ 
Douglu P. WooCllock 
United StatesDistrict Judge 

6 

Omnibus Case Management Order 
7 

Case 1:13-md-02428-DPW   Document 730   Filed 08/26/14   Page 7 of 180



UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF MASSACHUSETTS 

IN RE: FRESENIUS GRANUFLOINATURALYTE MDL No.l:13-md-2428-DPW 
DIALYSATE PRODUCTS LIABILITY LITIGATION 

This Document Relates to: 

All Cases 

CASE MANAGEMENT ORDER NO. 2 
(Initial Scheduling Order) 

THIS MATIER, having been submitted to the Court on consent of the Parties, and for 

good cause shown and the submissions and suggestions of counsel in connection with the Initial 

Status Conference held on September 27,2013, IT IS HEREBY ORDERED as follows: 

I.	 APPLICABILITY OF ORDER 

1. This Order shall govern all cases (a) transferred to this Court by the Judicial Panel 

on Multidistrict Litigation, pursuant to its Order of March 29, 2013; (b) any tag-along actions 

subsequently transferred to this Court by the Judicial Panel on Multidistrict Litigation pursuant to 

Rule 7.4 of the Rules of Procedure of that Panel; and (c) all related cases originally filed in this 

Court or transferred or removed to this Court. 

II.	 DISCOVERY 

2.	 Generic Written Discovery: 

a) The parties may serve an initial set of Generic Requests for Production 

and/or Interrogatories beginning on October 28, 2013. 

b) Written responses shall be due and rolling document production shall 

begin on or before January 6,2014. 

Omnibus Case Management Order 
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c) Defendants shall serve Production Certification of completion on or before 

March 31, 2014, which may be extended for good cause shown. 

3.	 Jurisdictional Discovery: 

a) In the event that any named Defendant challenges jurisdiction by 

motion pursuant to Rule 12(b)(2), discovery limited to jurisdictional issues with respect to any 

moving Defendant shall proceed expeditiously thereafter. 

b) With respect to any defendant objecting to personal jurisdiction, the 

discovery obligations set forth herein will be imposed in the event that personal jurisdiction is 

established, to commence expeditiously upon order of the Court. 

4.	 Plaintiff and Defendant Fact Sheets: 

a) The Parties will agree upon Plaintiff and Defendant Fact Sheets and will 

submit the agreed-upon forms to the Court no later than October 28, 2013. 

b) Plaintiff Fact Sheets ("PFS"), relevant, non-privileged medical records in 

Plaintiffs' possession, and authorizations for additional records of a plaintiff or claimant for 

pending cases shall be served no later than November 27, 2013. 

c) Defendant Fact Sheets ("DFS") for pending cases shall be served no later 

thanJanuary 31, 2014. 

d) PFSs for subsequently filed cases will be served no later than 45 days after 

service of the defendants' answer and the DFS will be served no later than 60 days after receipt 

of the PFS. 

5. Generic Fact (Non-Expert) Witness Depositions 

a) Depositions of generic fact witnesses, including Rule 30(b)(6) depositions, 

and third-party discovery, may commence on or after October 28, 2013. 
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b) All case-specific discovery other than the exchange of Fact Sheets and 

relevant, non-privileged medical records and authorizations is stayed until further order of the 

Court. 

6. Bellwether Process 

a) On January 6, 2014 the Parties shall submit a proposed CMO addressing 

the bellwether process, which the parties agree will address case specific discovery. 

III. ANTICIPATED ADDITIONAL PRE-TRIAL ORDERS 

7. The parties have met and conferred in good faith to negotiate the following 

additional Case Management Orders: (a) treatment of confidential materials, (b) preservation of 

documents; (c) a protocol for product identification; and, (d) a protocol for discovery of 

documents and Electronically Stored Evidence (£SI). The parties are continuing discussions and 

will submit proposed orders in the coming weeks. 

8. The parties shall meet and confer regarding the desirability and feasibility of an 

order facilitating the direct tiling of actions into the MDL and Master Pleadings (Master 

Complaint, a Master Answer and a Short Form Complaint). A proposed Case Management 

Order governing the filing of Master Pleadings and direct filing of actions into the MDL shall be 

filed with the Court no later than November 27, 2013. 

9. The parties shall meet and confer in good faith to negotiate additional Case 

Management Orders relating to: (a) privilege which shall include guidelines that shall govern, (1) 

the protocol that shall be followed regarding the preparation of privilege logs pursuant to Fed. R. 

Civ. P. 26(b)(5)(A)(i)-(ii), and (2) the method for resolving privilege disputes by and among 

Plaintiffs and Defendants and (b) service of pleadings and discovery. Such proposed Case 

Management Orders shall be filed with the Court no later than January 6,2014. 
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10. Please refer to "Exhibit A" for a timeline of all anticipated due dates. 

11. Additional Events. Additional pre-trial events not addressed in this Order, 

including expert discovery and dispositive motions, will be the subject of future Case Management 

Orders. 

IV. FILING OF PLEADINGS 

12. All motions, requests for discovery or other pre-trial proceedings with 

respect to Plaintiffs shall be initiated by and/or coordinated through the Plaintiff Steering 

Committee ("PSC"), to be filed by and through the Chair of the Plaintiffs' Executive Committee 

("PEC"). No motion, request for discovery or other pre-trial proceedings shall be initiated 

or filed except by the Chair of the PEC without prior order of this Court. 

V. SUPPLEMENTATION AND AMENDMENTS TO THIS ORDER 

13. This Order may be modified in the interests of justice, expedience, or judicial 

economy on the Court's own motion or a motion by the parties for good cause shown.
 

IT IS SO ORDERED.
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UNITED STATES DISTRICT COURT
 
THE DISTRICT OF MASSACHUSETTS
 

IN RE: FRESENIUS GRANUFLOINATURALYTE MDL No.l:13-md-2428-DPW 
DIALYSATE PRODUCTS LIABILITY 
LITIGATION 

This Document Relates to: 

All Cases 

EXHIBIT A
 
TIMELINE TO CASE MANAGEMENT ORDER NO.2
 

Schedule of EventslDates 

October 28,2013 Parties may serve Initial Written Discovery. 

Generic Fact Discovery, including Rule 30(b)(6) Depositions and 
Third Party Discovery, may begin. 

Parties shall file forms for Plaintiff and Defendant Fact Sheets. 

November 27,2013 Plaintiffs submit Plaintiff Fact Sheets for pending cases. 

The parties shall file any proposed orders relating to Master 
Pleadings. 

January 6, 2014 Parties submit proposed CMO addressing bellwether process. 

Responses to Initial Written Discovery Served are due and rolling 
Document Production begins. 

Deadline for parties to meet and confer and, if necessary, file 
additional proposed Case Management Orders relating to: (a) 
privilege, (b) a protocol for the production of documents, (c) e­
discovery, and (d) and service of pleadings and discovery. 

January 31, 2014 Defendants submit Defendant Fact Sheets for pending cases. 

This schedule does not address the timing of expert disclosures and discovery, evidentiary 
motions, or case-dispositive motions. All such issues shall be deferred pending further court 
conference and direction. 
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UNITED STATES DISTRICT COURT
 
FOR THE DISTRICT OF MASSACHUSETTS
 

IN RE: FRESENIUS 
GRANUFLOINATURALYTE DIALYSATE 
PRODUCTS LIABILITY LITIGATION, 

This Document Relates To: 

ALL CASES
 

)
)
)
)
)
)
)
)
 

MDL No.1: 13-md-02428-DPW 

REVISIONS TO CASE MANAGEMENT ORDER NO.2 

Case Management Order No.2 (dkt # 334) is hereby amended to read as follows: 

2 (c): Fresenius Medical Care North America shall serve Production Certification of 
completion on or before June 2,2014 which may be extended for good cause shown. 

4(d): Plaintiff Fact Sheets ("PFS") for cases filed after the entry of this Order will be 
served no later than 45 days after service of the complaint or short-form complaint and 
the Defendant Fact Sheet ("DFS") will be served no later than 60 days after service of 
the PFS. In cases where the PFS was served before service of the complaint, plaintiffs 
counsel will have 45 days after service of the complaint to supplement the PFS. 
Defendant Fact Sheets in those instances will be due 60 days after either service of the 
supplemental PFS or the expiration of the 45 day period ifno supplemental PFS has been 
received. If, however, plaintiff's counsel notifies Fresenius Medical Care North 
America in writing that a plaintiff does not intend to supplement the PFS, the DFS will be 
due 60 days from receipt of that notice. 

5(b): All case-specific discovery other than the exchange of Fact Sheets, relevant, non­
privileged medical records, and authorizations and requests for medical records from 
third parties is stayed until further order of the Court. 
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UNITED STATES DISTRICf COURT
 
FOR THE DISTRICf OF MASSACHUSETTS
 

IN RE: FRESENIUS GRANUFLOINATURALYTE MDL No. 1:13-md-2428-DPW 
DIALYSATE PRODUCfS LIABILITY LITIGATION 

This Document Relates to: 

All Cases 

REVISED CASE MANAGEMENT ORDER NO.3
 
(Mechanism for Expedited Disclolure by Defendants of Plaintiffs' Medical Records aod
 

Extension of Date for Service of PlaintifTFad Sheets)
 

TillS MATTER. having been submitted to the Court on agreement of the parties and for 

good cause shown, IT IS HEREBY ORDERED, that the deadlines for the completion of 

Plaintiff and Defendant Fact Sheets as set forth in Case Management Order No. 2 (Initial 

SchedulingOrder) are amended as follows: 

I. PRE-LITIGATION MEDICAL RECORD REQUESTS 

1. In any case currently pending in this MDL where the injury/death is alleged to 

have been the result of treatment at a Fresenius Medical Care North America ("FMCNAtt
) 

dialysis clinic. and a HIPAA compliant request (including legal proof of authority under 

applicable state law) for the patient's dialysis clinic medical chart was made prior to the filing of 

the complaint, and that request remains outstanding as of the date of this Order. counsel for 

Plaintiff shall by November 27. 2013. provide a designated representative of the law firm of 

Bradley Arant Boult Cummings with: 

(a) a completed CMO-3 PlaintiffCase Information Form ("CIF") (Exhibit A); 

(b) a copy ofthe pre-litigation request; 

(c) a completed and executed HIPAA Authorization for the Release of 

Healthcare Records ("H/PM Authorization'') signed by the injured party or decedent's next of 

1 
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kin,or the proposed representative of the decedent's estate in the form attached to this Order as 

Exhibit B~ and 

(d) any relevant, non-privileged medical records of the injured party/decedent 

in Plaintiff's possession or, in the absence of any such records, an executed Affidavit of 

Completion and No Records Statement in the form attached to this Order as Exhibit C. 

2. No later than forty-five (45) days following receipt of the materials identified in 

paragraph 1(a)-(d) above, FMCNA shall either: 

(a) produce to the individual Plaintiff's attorney the Plaintiff's clinic medical 

chart' in its possession, custody and control, or, 

(b) provide an executed Affidavit ofCompletion andNo Records Statement in 

the form attached to this Order as Exhibit D, provided, however, that to the extent FMCNA is 

unable to provide the full clinic medical chart withinforty-five (45) days, the parties may extend 

the deadline for production by mutual agreement or upon motion by FMCNA. 

3. Within forty-five (45) days following receipt of either the clinic medical chart or 

Affidavit ofCompletion andNo Records Statement referred to in paragraph 2, the Plaintiff shall 

lAs usedherein, the term "clinic medical chart" meansall HIPAA protected medical infonnation as defmed in 
45 C.F.R. § 164.501, whether in paper or electronicform that is maintainedby the dialysis facility. TIle parties 
are still in the process of addressing Plaintiffs' request for patientdata which may be in Defendants' 
possession, custody and control that may not be part of a traditional clinic medical chart or record related to 
the Plaintiff but that may be housed in Defendant's "Data Warehouse" database, or any other database 
containing data relating to the Plaintiff ("additionalHIPAA Plaintiff Information"). The parties shall meetand 
confer within 20 days from the entry of this order to conduct an "over the shoulder" review of the Data 
Warehouse for a limted number of plaintiffs' counsel and any other agreed upon review of this type of data 
possessed by Defendants, in order to then either reachagreement or presentto the Court competingversions of 
a discovery request as to this topic (including the nature, scope and timing of same), to be filed prior to the 
nextscheduled StatusConference for consideration by the Court at that time. Plaintiffs continueto reserve the 
rightto seek discovery of additional patient data from the defendants' databases as requestedduringthe course 
of pretrial discovery. 

2 

Omnibus Case Management Order 
15 

Case 1:13-md-02428-DPW   Document 730   Filed 08/26/14   Page 15 of 180



serve a completed PlaintiffFact Sheet on the designated representative of Bradley Arant Boult 

Cummings as set forth in paragraph I above. 

4. Within sixty (60) days following receipt of the Plaintiff Fact Sheet, FMCNA shall 

serve a completed Defendant Fact Sheet on Plaintiff's counsel. 

U. POST-LITIGATION MEDICAL RECORD REQUESTS 

5. In any case currently pending in this MDL where the injury/death is alleged to 

have been the result of treatment at an FMCNA dialysis clinic and counsel for Plaintiff did not 

request the patient's clinic medical chart prior to the filing of the complaint, counsel for Plaintiff 

shall by November 27, 2013, provide the designated representative of the law firm of Bradley 

Arant Boult Cummings with: 

(a) a completed CMO-3 PlaimtffCase Information Form ("CIF") (Exhibit A); 

and, 

(b) a completed and executed HIPAA Authorization for the Release of 

Healthcare Records ("HIPAA Authorization'~ signed by the injured party or decedent's next of 

kin, or the proposed representative of the decedent's estate in the form attached to this Order as 

Exhibit B; and, 

(c) any relevant, non-privileged medical records of the injured party/decedent 

in Plaintiff's possession or, in the absence of any such records, an executed Affidavit of 

Completionand No Records Statement in the form attached to this Order as Exhibit C. 

6. No later than ninety (90) days following receipt of the materials identified in 

paragraph 5(a)-(c) above, FMCNA shall either: 

(a) produce to the individual Plaintiff's attorney the Plaintiff's clinic medical 

chart for the facility identified in the CIF, or, 

3 
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(b) provide an executed Affidavit 0/Completion and No Records Statement in 

the form attachedto this Order as Exhibit D, 

provided, however, that if the number of clinic medical chart requests received by FMCNA 

pursuant to paragraph 5 of this Order exceeds one hundred (l00), the parties may extend the 

deadlinefor production by mutual agreement or upon motion by FMCNA. 

7. Within forty-five (45) days following receipt of either the clinic medical chart or 

Affidavit ofCompletion and No Records Statement referred to in paragraph 5, the Plaintiff shall 

serve a completed PlaintiffFact Sheet on the designated representative of Bradley Arant Boult 

Cummings as set forth in paragraph 1 above. 

8. Within sixty (60) days following receipt of the PlaintiffFact Sheet, FMCNAshall 

servea completedDefendant Fact Sheet on Plaintiff's counsel. 

III. NEWLY FILED. REMOVED OR TRANSFERRED CASES 

9. For cases that are not currently pending in this MDL as of the date of the entry of 

this Order, the deadline for the completion of PlaintiffFact Sheets set forth in paragraph 4(d) of 

Case Management Order No.2 (Initial Scheduling Order) may be extended in accordance with 

paragraphs 5 through 8 of this CMO in a case alleging injury/death resulting from treatmentat a 

FMCNA dialysis clinic if, prior to the existing deadline for serving the PlaintiffFact Sheet, that 

Plaintiffprovides the representative of Bradley Arant Boult Cummings identified in paragraph 1 

abovewith the information and documents set forth in paragraphs 5 (a)-(c) above. 

V. FURTHER PROCEEDINGS 

10. All other provisions of Case Management Order No.2 remain in full force and 

effect. 

4 
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11. This Order may be modified in the interests of justice, expedience, or judicial 

economy on the Court's own motion or a motion by the parties for goodcause shown. 

IT IS SO ORDERED. 

BY THE COURT: 

/s/ Douglas P. Woodlock 

Douglas P. Woodlock 
United States District Judge 

Date: 11/7/2013 
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-----------------------
--------------------------

UNITED STATES DISTRICT COURT
 
DlSTRICT OF MASSACHUSETTS
 

IN RE: FRESENIUS MDL NO. 1:13-MD-2428-DPW 
GRANUFLOINATURALYTE DIALYSATE 
PRODUCTS LIABILITY LITIGATION 

EXHIBIT A
 

Case Imonoation Form
 

I. CASE INFORMATION
 

Caption: Date Filed: _ 

Docket No. (Including Court): 

Plaintiff's Attorney and Contact Information, Including Telephone Number: 

IL PLAINTIFF'S INFORMATION
 

Full Name ofPatient: 

Last Address: 

Date ofBirth: _ 

Patient's FMS Medical Record Number, also known as the Patient Identification Number: 

Ifunknown, please provide the following information: 

a. Patient's Medicare Identification Number, ifknown: _ 

b. Last four digits ofPatient's Social Security Number: _ 

Omnibus Case Management Order 
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Name and address ofFMS dialysis facility where Patient received lastdialysis treatment prior to 

injury I death: 

2 
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BlPPA AUTHORIZATION)lOR TID JIELEASE Oil' BEALTHCARE RECORDS 

PItfentNIme: DIlled Birth: 50dIISeady NlJIoNJer: 

PIIIft AddreII: 

- jI, or rrPI ~ reprelelDIMt. request tNt heIIIhInI'ormIUon n=gIfdIng myC3r811ld b_.t be18__ aslilt for1h 
onthIS fonn.
 
In ea:anSllD! wIh the PrIVIty Rule rI the Hedh banr1c8 PartabIIy II1d AccDunbIbIIIly Id rl1996 (HIPAA), 45 C.F.R.
 
164.508, I underIIand !hit:
 

1.	 ThIs authortDtion InIV IncUIe dlCbt.tr8 of InformIIIiDn reIIIIng tD .fcDIIDI and drug ....... ...... ... 
tNnIIMt, eapt ~ nebS, Ind GiIIIIdII..... HlV ....... 1nfarIn6n, any fI pIBce myJmtiIIs enthe 
approprllte Ine In DIm 11(1). In the ewd the tBlIh InfoIIIIIIfoI1 dsrlbed below Include Iny rI thse typs rJ 
WormItIon, ... I InIfIII the Ine on the box In ItIlm 11(1), I spedftc:aly IuthDrtzie reIeIse fA lIUCh Imrmatfon to the 
person(s) IndIaItI!Id In lb!m 10. 

2.	 JIlin auttlortzIng the reI&B: d HlVof1!IaIed, IIcohoI or mug b.tn_ or merDI hellItI tnilblient 1ItonnaIXln, !he 
redI*t Is ~ from redIsdoIIng sudI IntbrmIIIIon WItIout my Uhoilzalfan unIeB pellllbd to do 80 under 
federal orate 1Iw. I tnImtand thatI hive I rightto request I listrI pmpIe whornBy reaM or lBe my HIV-reIIIId 
IrtcnnlltiDn wIIhout IUIhortrItIon. 

3. I hIYe the rfght toI'M.INsauthorization at any time by wrtingtDthe heIIIh care provider IIsIBd below. I underItlInd 
that IIJlIY revoke this.utt.or1Ziltitw1 eapt tothe em:nt that don hitsllreadr beentilk1!n based on this1UIhartDtJon. 

4.	 I understand thIt signing this IUthorlrltlon Is wlJntIIy. My b8ltment, JJrtI1WIt, enrolment In I heIIth pIIn, II' 
ellgltllUty far benefits WlU not be amdllorBl upon mylUthorlZltlon rI thisEIsdaAn. Mr 1Ic ClDPr fA Hila 
doaIlIIMt......... th.... luthortly. the orIgInl~.IId..,be ,.... 

5.	 InbmatIondlsdolliled lDIer this aUlhartzatlon might be redJsdased by the recipient, I~ this redIsdosure mBY no longer 
be proteded by rederal or stab! law, extept. nobld In D!m 2. 

6.	 This euttMb:atIon does not authorize youto dIIa& my h.1th WormItkIn CI' medlall an with 11'1)'0111! other thin the 
etIomey orgowmnental agency specIIed In Item 11(b). 

7.	 T1'U .lMIorfzaUon shill bevalid through December 31, 2016.or the mnduslond mycase, whichever 0CIU'5 first; unless 
It Is re't'Oked as pnMded In Item 3, and shall remain i'I full rorm andeffect Ll'ltil such expiration, andrurther iIUthorIzI!s 
the PnMder to re" to the ~Ient .my addftkntl recordsa&IIed or obtllned bytill PnJvIder afterthe datB 11er'U. 
The record..................... to ,.,. ......bII daB..... mid. br tile Ptu"" CD _ppIr cop- til 
.... I'ICllII'dL 

8.	 ThIs autfIortzIdon specIflcaUy does NOT aulhor1z8 the release d original daamm and ft1iIIErfaIs, Inclu:llng tissue 
sides, tIsIue bIodcIlnd u... SIftIPIes. 

9. Hlmeand address rI health provideror enaty to ndeue this informlItIon: 

10. NImeend Iddress cI entfly(Ies) to whom tNs InbmItIan 
Win be INIIIed orIII!I1t: 

Name Ind add...d enIly. destgnee towham tf1Is 
InIbrmItIcn wi! bemailed or .-t: 
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BJPPAAUTBOlUZATION FORTBEllELEASEOF HEALTHCARERECORDS 

11(1).	 Sl*fIIc liliull'IIIIb1lD be "'-d: 
fi!J MdcIf Record5 and paticm data (See CMO- _ inMOLNo. 2428) 
i!I e.e MedIcII Rard, IIQd1g, butnat ImIIBd tD, ....... fMJrfeI,CIlI'a naIlS (ecapt ~Pr 

naIBI, bIapIy/pIthology......nf/ar IIIIIIItIII, Ind UDpIy Nlliflls), _..., ....... ,.... 
reports, liIbcIay nlpDItI,-,..x...,., rd*Jgy repIlIU, rd*IIw ..... arani (In IIfY bin), 
...aJnIUIII, b8Ig ......CDI"""'m, Pf'i«Ilplfan nlCDI'dI, aulDpay NpaItS, pllthalogy....., 
deIth <*tIIkIIIlM; aa-a tar b.-1ft; Nnnce nICXlIds, IIId rlCDldllIIlt tD youby ~ hI!Ifth C8I'! 
pnMdIrs. 

lJ 0If8: Indude: (1IdIfe by htIII1f) 
~/DnII""'-t ____-'1..:_..... 
~ InIbI'lMtlan 

AuIIIDrfI8IIan to 0-. ....... 1'nI'anIItIon 
11(b) C ByJnItIIIng here IaLthoitze 

NIme d lndIviduef hIIIIhen pRMder 
CD dlsa5 mv heiIIttIlnformltfan withmy1IIbn1'f,Dr I gDWnlII81I:aIlgInty1l1l&I heIe: 

(AIblmeyIflrm NImI orGcMrnm81b1f II,1ertCV NlIme) 

••.".....baIIoa 110M nat.UIIIO....you to ..... ..,.................... or....-c..an wtth .....
 
....... tIIIn the .....,.., OI'IGNI.I.......-.cr....... 'n a.m 11(11).
 

12.	 RIlIsDn for..... d ~taijillllan: 13. DIIte or event: 011 with this 1Uttutl.alb1wi expire: 
0 N;requmt~hfMlUl 

Ii! other: Ullpllan DecImb.r 3s,. 20U or at the CIDIIduaNI fJII .... 
cue, ~ocanflrlt. 

15.	 Authority to signon behalf d pItIent:1~.	 tfnotthe p;IIfent, name ~ pen;an signing form: 

All itISmS an tNsform Nwe t&n campletl!d Ind my questions aboutthis form have beer18nswered. In.ddIUon, I have been 
provided I copy d the form. 

Date:	 _ 

AaCNOWUDGMEN1' 

The undeIsfgned, • the NCOnI requester IWned In the abcwe medical lultatllltlDf'l, htnIJyd8cIIl'IlI und8' pendy rI 
~, p&I'UIIt tD 28 U.s.c. 5edIDn 1746, 1hIt the8tI:IImI!!y to thepIItientIWnedin the I'cngc*\g mecbI ~ 
has been gIWn naIIcI thIt the I~ MIl be I.-d tD request remrdl t'I'Drn Ihe PIIIIlII or enIIr' CD whom t Is 
Iddre8ed, and the alIaneY .. beenalvin ftw! (5) diIysIdvInClI naIb end..'-' Ifbded ... apparILInfly tDabjea to 
the IeqI8t Ind Inr objecIIons tII't'8 been 11!IOMd. n. IIbmeV fDr the IJIItIert l'llmed In 1he tbregoIng medJcII 
.uthortDI:Ion his .110 been albded an appoIUlfty CD on:IIr mpIes d the recanII ft'an the I.IIderIfgned I!lqLll!lliblr ill: • 
reasonable alE. 
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Exhibit "C" 

UNITED STATES DISTRICT COURT 
FOR TIlE DISTRICT OF MASSACHUSETfS 

IN RE: FRESENIUS GRANUFLOINATURALYTE MDL No.I:I3-md-2428-DPW 
DIALYSATE PRODUCTS LIABD...ITY LITIGAnON 

This Document Relates to: 

{INSERTNAME AND COURT TERM AND NUMBER 
OF INDIVIDUAL CASEI 

AFFIDAVIT OF COMPLETION AND/OR NO RECORDS STATEMENT 
(Medical Records In P1a1ntlfrl Possession and Authorizations) 

I. I, [INSERT ATIORNEY] am counsel for Plaintiff [insert Plaintiff's name and, 

if in representative capacity, name of injured/decedent] in the above-captioned matter 

2. I am familiar with the discovery obligations set forth in CMO-2 and CMO-3 

relating to the production of relevant, non-privileged medical records in Plaintiffs' possession 

andauthorizations for additional records ofa plaintiff or claimant. 

3. I make this Affidavit after a reasonable inquiry of a diligent check for medical and 

other records of the Plaintiff in the Plaintiffs' possession and counsel's possession as of the date 

of this Affidavit and hereby attest that, to the best of my knowledge, information, and belief: (1) 

all relevant, non-privileged medical records in Plaintiffs' or Plaintiff's Counsel's possession as 

of the dale of this Affidavit have been produced to counsel for Defendants; or (2) if no such 

records have been produced by the date of this Affidavit, no such records are in the possession of 

either the Plaintiffor counsel for the Plaintiff. 

4. I hereby attest that completed authorizations for additional records of the plaintiff 

or claimant have been produced to counsel for the Defendants on this date. 

1 
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I declare under the penalty ofperjury that the forgoing is true and correct. 

[Insert] 

2 
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Exhibit "D" 

UNITED STATES DISTRICT COURT
 
FOR THE DISTRICT OF MASSACHUSEITS
 

IN RE: FRESENIUS GRANUFLOINATURALYTE MDL No. 1:13-md-2428-DPW 
DIALYSATE PRODUCTS LIABILITY LITIGATION 

This Document Relates to: 

(INSERT NAME AND COURT TERM AND NUMBER 
OFINDIVIDUAL CASE) 

AFFIDAVIT OF COMPLETION AND NO RECORDS STATEMENT 

I. I, [INSERT ATIORNEY PERFORMINGISUPERVISING SEARCH], am 

counsel for defendants FRESENJUS USA, INC, FRESENIUS USA MANUFACTURING, INC., 

FRESENIUS USA MARKETING, INC., FRESENWS MEDICAL CARE HOLDINGS, INC. 

d/b/a FRESENJUS MEDICAL CARE NORTH AMERICA (hereinafter "North American 

Defendants") in the Granuflo MDL. 

2. Pursuant to Case Management Order No.3 (Mechanism for Expedited Disclosure 

of Plaintiffs' Medical Records), I have made a diligent check and I have sufficient knowledge of 

the processes conducted to comply with the discovery obligations set forth in CMO-3 entered by 

this Court. 

3. I make this Affidavit after a reasonable inquiry of a diligent check for medical and 

other records of the Plaintiff in the above-referenced case as is required under Rule 26 of the 

Code of Civil Procedure and CMO-3, and hereby attest that to the best of my knowledge, 

information, and belief that no responsive documents or data were located and/or identified by 

Defendants' personnel and/or any third party. If responsive documents or data are identified and 
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lor located then the PEe will bepromptly advised and a prompt production will be made to the 

Plaintiffs' counsel in the above-captioned case. 

I declare under the penaltyof perjury that the forgoing is true and correct. 

[Insert] 
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UNITED STATES DISTRICT COURT
 
FOR THE DISTRICT OF MASSACHUSETTS
 

) MDL No.l:13-md-02428-DPW 
IN RE: FRESENIUS GRANUFLOI ) 
NATURALYTE DIALYSATE ) 
PRODUCTS LIABILITY LITIGATION ) 

) 
This Document Relates To: ) 

) 
ALL CASES ) 

CASE MANAGEMENT ORDER NO.4 
(preservation of Documents Order) 

THIS MATIER, upon consultation with the Parties, the Court finds that an Order 

regarding the preservation of documents and other potential evidence is both desirable and 

necessary. IT IS HEREBY ORDERED as follows: 

I. APPLICABILITY OF ORDER 

l. This Order shall govern all cases (a) transferred to this Court by the Judicial Panel 

on Multidistrict Litigation, pursuant to its Order of March 29, 2013; (b) any tag-along actions 

subsequently transferred to this Court by the Judicial Panel on Multidistrict Litigation pursuant 

to Rule 7.4 of the Rules of Procedure of that Panel; and (c) all related cases originally filed in 

this Court or transferred or removed to this Court. 

II. PRESERVATION OF DOCUMENTS 

2. All parties and their counsel shall preserve evidence that may be relevant to this 

action. The duty to preserve extends to documents, data, and tangible things in the possession, 

custody and control of the parties to this action, including a party's employees, agents, 

contractors who possess or may possess materials reasonably anticipated to be subject to 

discovery in this action. 
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3. For purposes of this order, evidence that may be relevant to this action means 

documents, data and tangible things that relate or refer to the subject matter of this litigation, 

including the legal claims and theories alleged by Plaintiffs in individual Complaints pending in 

this multi-district litigation as of the date of this Order. This paragraph may be amended by 

agreement or upon motion and for good cause shown, as the litigation proceeds. 

4. For purposes of this order, N documents, data, and tangible things" is to be 

interpreted broadly and is intended to include writings; records; files; correspondence; reports; 

memoranda; calendars; diaries; minutes; electronic messages; E-mail; computer and network 

activity logs; hard drives; backup data; removable computer storage media such as tapes, disks, 

and cards; printouts; document image files; Web pages; databases; spreadsheets; software; 

books; ledgers; journals; orders; invoices; bills; vouchers; checks; statements; worksheets; 

summaries; compilations; computations; charts; diagrams; graphic presentations; drawings; 

films; charts; digital or chemical process photographs; video, phonographic, tape, or digital 

recordings or transcripts thereof; drafts; jottings; and notes. Information that serves to identify, 

locate, or link such material such as file inventories, file folders, indices, and metadata, is also 

included in this definition. No party will be required to preserve any computer or network 

activity logs to the extent that to do so would violate relevant foreign privacy laws. 

5. For purposes of this order, Preservation It is to be interpreted broadly toN 

accomplish the goal of maintaining the integrity of all documents, data, and tangible things 

reasonably anticipated to be subject to discovery under the Federal Rules of Civil Procedure 26, 

45, and 56 (e). Preservation includes taking reasonable steps to prevent the partial or full 

destruction, alteration, testing, deletion, shredding, incineration, wiping, relocation, migration, 

theft, or mutation of such material, as well as negligent or intentional handling that would make 

material incomplete or inaccessible 

6. As it concerns the preservation ofdocuments and other potential evidence: 

(a) Fresenius Medical Care North America shall comply with legal hold 

instructions issued August 15, 2012 and any supplemental instructions relating to the 

preservation of documents, data and tangible things that may be relevant to this action. 

2 
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(b) Fresenius Medical Care North America shall preserve backups of the 

electronic data on the servers housing data described in Paragraph 3 ofthis Order that were made 

on or around November 25-27,2011; March 12,2012; and July 31 2013 during the pendency of 

this litigation. 

(c) Fresenius Medical Care North America shall preserve during the pendency 

ofthis litigation the last backup made of the voice mail system prior to September 13,2013. 

(d) Fresenius Medical Care North America's obligation to preserve the 

specified backups shall have no bearing on their obligation, if any, to produce documents from 

those backups or on the cost allocations and burdens ifsuch production is agreed or required. 

(e) Fresenius Medical Care North America may continue to follow its 

ordinary business protocol of overwriting backups every thirty (30) days so long as it is 

otherwise in compliance with this order. 

7. If, prior to the entry of this order, counsel for any party has become aware of the 

destruction and/or loss of evidence covered by this order, counsel for the party shall inform and 

notify opposing counsel of the destruction or loss no later than thirty (30) days after the date 

upon which this order is entered. If, during the pendency of this order, any party or counsel 

learns or becomes aware that evidence covered by this order has been destroyed or lost, counsel 

for the party shall inform and or notify all opposing counsel no later than fourteen (14) days after 

learning or becoming aware of such destruction or loss. 

8. To the extent not expressly set forth herein, it is expected that the parties shall 

otherwise comply with their obligations concerning preservation of evidence as set forth in the 

applicable Federal Rules, Local Rules of this District and the law of this Circuit. 

III. SUPPLEMENTATION ANDAMENDMENTS TO THIS ORDER 

9. This Order may be modified in the interest of justice, expedience, or judicial 

economy on the Court's own motion or a motion by the parties for good cause shown. 
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IT IS SO ORDERED
 

BY THE COURT:
 

Douglas P. Woodlock 
United States District Judge 

)/r/l)('V'" bt, /~ )2J»)5 
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UNITED STATES DISTRICT COURT
 
DISTRICT OF MASSACHUSETTS
 

IN RE: FRESENIUS § MDL NO.l:13-MD-2428-DPW 
GRANUFLOINATURALYTE DIALYSATE § 
PRODUCTS LIABILITY LITIGATION § 

§ 
§ 

THIS DOCUMENT RELA TES TO ALL § 
CASES § 

--------------§ 
CASE MANAGEMENT ORDER NO.5 

(protective Order of Confidentiality) 

I. SCOPE OF ORDER 

1. Disclosure and discovery activity in this proceeding may involve production of 

confidential, proprietary, and/or private information for which special protection from public 

disclosure and from use for any purpose other than prosecuting this litigation would be warranted 

until the time of trial. Counsel for the parties in this Litigation expressly agree to be bound by 

the terms of this Order and provide an executed Confidentiality Agreement in the form attached 

hereto at Exhibit A. 

2. This Protective Order shall govern all hard copy and electronic materials, the 

information contained therein, and all other information produced or disclosed during this 

Litigation, including all copies, excerpts, summaries, or compilations thereof, whether revealed 

in a document, deposition, other testimony, discovery response or otherwise, by any Party to this 

Litigation (the "Producing Party") to any other party or parties (the "Receiving Party"). This 

Protective Order is binding upon and shall inure to the benefit of all the Parties to this Litigation, 

including their respective corporate parents, subsidiaries and affiliates and their respective 

1 
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attorneys, principals, agents, experts, consultants, representatives, directors, officers, and 

employees, and others as set forth in this Protective Order. 

3. Third-parties who so elect may avail themselves of, and agree to be bound by, the 

terms and conditions of this Protective Order and thereby become a Producing Party for purposes 

of this Protective Order. 

4. The entry of this Protective Order does not preclude any party from seeking a 

further order ofthis Court pursuant to Federal Rule of Civil Procedure 26(c). 

5. Nothing herein shall be construed to affect in any manner the admissibility at trial 

or any other court proceeding of any document, testimony, or other evidence. 

6. This Protective Order does not confer blanket protection on all disclosures or 

responses to discovery and the protection it affords extends only to the specific information or 

items that are entitled to protection under the applicable legal principles for treatment as 

confidential. The entry of this Protective Order does not alter, waive, modify or abridge any 

right, privilege or protection otherwise available to any Party with respect to the discovery of 

matters, including but not limited to any Party's right to assert or contest any attorney-client 

privilege, the attorney work product doctrine, or other privileges. 

7. Nothing in this Protective Order shall prevent counsel from showing 

"Confidential Information" at a deposition of any witness that is a former employee of the 

Defendants who currently works for a company that is a competitor of the Defendants. The 

witness, however, must treat any such documents according to the terms of this Protective 

Order. Use of documents in that fashion is governed by the terms of the Protective Order 

below. 
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II. DEFINITIONS
 

8. Party. "Party" means any of the parties in this Litigation, including officers and 

directors of such parties. If additional parties are added other than parents, subsidiaries or 

affiliates of current parties to this Litigation, then their ability to receive Confidential 

Information as set forth in this Protective Order will be subject to them being bound, by 

agreement or court order, to this Protective Order. 

9. Discovery Material. "Discovery Material" means all non-public information, 

documents, or tangible things, responses to discovery requests, deposition testimony or 

transcripts, and any other similar materials, or portions thereof. To the extent that matter stored 

or recorded in the form of electronic or magnetic media (including information, files, databases, 

or programs stored on any digital or analog machine-readable device, computers, Internet sites, 

discs, networks, or tapes) ("Computerized Material") is produced by any Party in such form, the 

Producing Party may designate such matters as confidential by cover letter referring generally to 

such matter as Confidential Information. Whenever any party to whom Computerized Material 

designated as Confidential is produced reduces such material to hardcopy form, that party shall 

mark the hardcopy form with the "CONFIDENTIAL - SUBJECT TO PROTECTIVE ORDER" 

designation. Such a designation shall subject the document and its contents to this Protective 

Order. 

10. Confidential Information. "Confidential Information" is defined herein as 

information that the Producing Party believes in good-faith constitutes or contains information 

subject to the protections of Fed. R. Civ. P. 26(c) insofar that it is "a trade secret or other 

confidential research, development, or commercial information" (Fed. R. Civ. P. 26(c)(1)(G). In 

designating discovery materials as Confidential Information, the Producing Party shall do so in 

3 

Omnibus Case Management Order 
33 

Case 1:13-md-02428-DPW   Document 730   Filed 08/26/14   Page 33 of 180



good-faith consistent with Fed. R. Civ. P. 26(c), the provisions of this Protective Order and 

rulings of the Court. 

a)	 Nothing herein shall be construed to allow for global designations of all 
documents as Confidential. 

b)	 Documents not designated as "CONFIDENTIAL -SUBJECT TO 
PROTECTIVE ORDER" are not Confidential Information as that term is 
defined herein. 

c)	 All records containing medical information of Plaintiffs obtained from 
Plaintiffs' healthcare providers, and any other records of the Plaintiffs that 
the Parties may retrieve from a third party shall be designated 
"CONFIDENTIAL - SUBJECT TO PROTECTIVE ORDER" and treated 
as such under this Protective Order for a period of sixty (60) calendar 
days. At the expiration of the sixty day period, any records other than 
medical records containing HIPPA-protected material must be 
affirmatively designated as Confidential Information under this Protective 
Order or the records will lose their confidential designation, which 
Plaintiffs may accomplish by sending a letter to Defendants asserting that 
any such record is Confidential. 

II. Receiving Party. "Receiving Party" means a Party to this Litigation, and all 

employees, agents and directors of the Party that receive Discovery Material from a Producing 

Party. 

12. Producing Party. "Producing Party" means a Party to this Litigation, and all 

directors, employees and agents of the Party or any third party that produces or otherwise makes 

available Discovery Material to a Receiving Party. 

13. Protected Material. "Protected Material" means any Discovery Material, and any 

copies, abstracts, summaries, or information derived from such Discovery Material, and any 

notes or other records regarding the contents of such Discovery Material, that is designated as 

"Confidential" in accordance with this Protective Order. 
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14. This Litigation. "This Litigation"means all cases currently pending in the above­

captioned multidistrict litigation and all related actions that have been filed in, transferred or 

removed to this Court and assigned thereto. 

Ill. DESIGNATION AND REDACTION OF CONFIDENTIAL INFORMATION 

15. For each document produced by the Producing Party that contains or constitutes 

Confidential Information pursuant to this Protective Order, each page shall be marked 

"CONFIDENTIAL-SUBJECT TO PROTECTIVE ORDER". Such a designation shall subject 

the document and its contents to this Protective Order. 

16. Specific documents and discovery responses produced by the Producing Party 

shall, if appropriate, be designated as confidential by marking the pages of the document that 

contain Confidential Information in the margin or header/footer of the document in a mannerthat 

does not interfere with the document's legibility and does not obscure or cover any of the 

document's text or information, as follows: "CONFIDENTIAL-SUBJECT TO PROTECTIVE 

ORDER." 

17. Material produced by any third party shall be preliminarily treated as if designated 

Confidential Information for fifteen (I5) calendar days following receipt of the material by a 

Party. During this fifteen (15) day period, a Party may designate the material as Confidential 

Information, After fifteen (15) calendar days, if no Party made such a designation, then the 

material will not be treated as Confidential Information, The provisions of this paragraph do not 

apply to Plaintiffs' medical and other recordsas described in paragraph lO(c)above. 

18. Information disclosed at a deposition taken in connection with this proceeding 

may be designated as Confidential Information by designating the portions of the transcript in a 

letter to be served on the court reporter and opposing counsel within thirty (30) calendardays of 
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the Producing Party's receipt of the final transcript of a deposition. At the time of deposition or 

within thirty (30) calendar days after receipt of the final deposition transcript, a party may 

designate as Confidential Information specific portions of the transcript which contain 

confidential matters under the standards set forth above. No objection shall be interposed at 

deposition that an answer would elicit confidential information. Transcripts will be treated as 

Confidential Information until the expiration of this time period. Any portions of a transcript 

designated Confidential Information shall thereafter be treated as Confidential Information in 

accordance with this Protective Order. If the Producing Party does not serve a designation letter 

within the thirty-day (30-day) period, then the entire transcript will be deemed not to contain 

"Confidential Information", and the confidentiality designation legend shall be removed. 

19. This Protective Order shall not be construed to protect from production or to 

permit the "Confidential Information" designation of any document that (a) the party has not 

made reasonable efforts to keep confidential, or (b) is at the time of production or disclosure, or 

subsequently becomes, through no wrongful act on the part of the Receiving Party, generally 

available to the public through lawful publication or otherwise. 

20. Confidential documents that are produced in this MDL pursuant to a valid 

Document Request, Deposition Notice or Subpoena shall be produced in their entirety with no 

internal redaction with the exception of information that is covered by the attorney client 

privilege or work product doctrine, or as necessary to comply with relevant privacy laws. The 

parties shall comply with the rules ofthis District and the First Circuit (unless otherwise ordered 

by the Court) with regard to the production of privilege logs and, where privacy laws are 

asserted, said laws are to be specifically cited. 
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IV. ACCESS TO CONFIDENTIAL INFORMATION
 

21. In the absence of written permission from the Producing Party or an order of the 

Court. no Confidential Information designated in accordance with this Protective Order shall be 

given, shown. divulged, made available, or communicated in any way to anyone except those 

persons designated in this Protective Order to whom it is necessary that such Confidential 

Information be given, shown, made available or communicated for purposes of prosecuting or 

defending any of the cases in this Litigation. No person authorized to receive Confidential 

Information under this Protective Order shall use or refer to such Confidential Information, 

directly or indirectly, for the preparation or prosecution of any litigation other than this Litigation 

absent further order of the Court. 

22.	 The persons, other than the Court and the Court's reporter. clerk, and staff, to 

whom Confidential Information may be disclosed (subject to the restrictions of this Protective 

Order) shall be as follows: 

a)	 All attomeys appearing in the Litigation and all employees of their 
respective law firms; 

b)	 Those representatives of each Party, including attomeys employed by a 
Party, charged with responsibility for the prosecution or defense of this 
Litigation; 

c)	 Court reporters transcribing testimony or arguments in this Litigation; 

d)	 Outside experts, consultants or other professionals, retained or consulted 
by any party for the purpose of the prosecution or defense of this 
Litigation, who have read a copy of this Protective Order and complied 
with the requirements set forth in paragraph 25(a); 

e)	 Any witness at a deposition, hearing, or trial if such person or persons 
execute the Acknowledgment that is attached hereto as Exhibit A or 
otherwise affirms on the record not to disclose such confidential material 
to anyone outside the deposition, hearing or trial. Confidential Information 
shown to any witness during a deposition shall not lose its confidential 
status through such use. and counsel shall exercise their best efforts and 
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take all steps reasonably required to protect its confidentiality during such 
use. If after a deposition is noticed or a hearing or trial is set, the 
Producing Party objects to Confidential Information being shown to that 
witness, the Producing Party shall attempt to confer with counsel to 
resolve the issue. If counsel is unable to resolve the issue themselves, 
counsel may seek-an order from the Court prohibiting or limiting such use 
or for other relief. Following a deposition, the parties will comply with the 
provisions set forth in paragraph 18 of this Protective Order. 

f)	 Litigation support personnel including vendor agents retained by the 
parties or counsel for the parties 

g)	 Any attorney of record for claimants in cases that have been consolidated 
in Massachusetts Superior Court under the caption In re: Consolidated 
Fresenius Cases, case no. 2013-03400-0, and any attorney of record in 
any other pending state court and federal litigation in the United States in 
which responsive pleadings have been filed that alleges personal injury, 
economic loss and/or wrongful death arising from the alleged use during 
dialysis treatment of Defendants' dialysis products NaturaLyte GranuFlo 
Dry Acid Concentrate and NaturaLyte Liquid Acid Concentrate 
("GranuFlo" and "Natural.yte," respectively) for use in such other actions, 
provided that the proposed recipient is (a) already operating under a 
stipulated Protective Order in another GranuFlo action; or (b) agrees to be 
bound by this Protective Order and executes the Acknowledgment that is 
attached hereto as Exhibit A. This provision does not apply to information 
that is covered by the Health Information Privacy Protection Act. 
Plaintiff's counsel shall provide to counsel for the Defendants a list of 
counsel with whom it seeks to share Confidential Materials, including the 
style, case number, and court in which any similar claim is pending. 
Within ten (10) calendar days, the Defendants shall notify Plaintiff's 
counsel whether it objects to any person(s) on the list. Upon such notice, 
Plaintiffs will not share any Confidential Information in order to permit 
Defendants to file an appropriate protective order in a court of competent 
jurisdiction. Failure to file such an order within fourteen (14) calendar 
days shall be deemed a waiver of said objection; 

h)	 Plaintiffs' treating physicians, nurse practitioners, or other medical 
professionals who treated plaintiffs (and their respective staffs); 

i)	 Any person designated by the Court in the interest ofjustice, upon such 
terms as the Court may deem proper including Special or Discovery 
Masters or Mediators, if any; and 

j)	 Mediators agreed to by the Parties or appointed by the Court. 
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23. Nothing contained in this Protective Order shall preclude any party from using its 

own Confidential Information in any manner it sees fit, without prior consent of any party or the 

Court. Notwithstanding any other provision herein, nothing in this Protective Order shall affect 

or modify the Defendant's (a) ability to utilize and review Plaintiff's information and report such 

information as required by law to the FDA or other regulatory agencies, or (b) its right to provide 

information to its insurer(s), as applicable, for purposes of evaluating Plaintiff's claims or as may 

be required for reporting purposes. If Defendants provide the Plaintiffs information to an 

insurer, this Protective Order applies the insurer. 

24. It is expressly understood by and between the parties that in producing 

Confidential Information in the Litigation, the parties shall be relying upon the terms and 

conditions of this Protective Order. 

v.	 CONFIDENTIALITY ACKNOWLEDGMENT 

25.	 Prior to the disclosure of any Confidential Information to any person identified 

above, each recipient ofConfidential Information shall be provided with a copy of this Protective 

Order, which he or she shall read and, except as provided in paragraph 22(e) above, shall sign a 

Confidentiality Agreement, in the form annexed hereto as Exhibit A. 

a)	 Upon reading this Protective Order, such person shall sign an 
Acknowledgment, in the form annexed hereto as Exhibit A, 
acknowledging that he or she has read this Protective Order and shall 
abide by its terms. 

b)	 Outside Counsel to the Parties in this matter, the Court, and the Court's 
staff and official court reporter(s) are not required to sign an 
acknowledgement. 

c)	 These Acknowledgments are strictly confidential. Counsel for each party 
shall maintain the Acknowledgments without giving copies to the other 
side. The parties expressly agree, and it is hereby Ordered that, except in 
the event of a violation of this Protective Order, there will be no attempt to 
seek copies of the Acknowledgments or to determine the identities of 
persons signing them. If the Court finds that any disclosure is necessary to 
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investigate a violation of this Protective Order, such disclosure will be 
pursuant to a separate court order. 

d)	 Persons who come into contact with Confidential Information for clerical 
or administrative purposes, and who do not retain copies or extracts 
thereof, are not required to execute Acknowledgements but must comply 
with the terms of this Protective Order. This section shall not apply to 
documents shown during a deposition, which shall be governed by 
Paragraph 18 above. 

VI.	 PROTECTION AND USE OF CONFIDENTIAL INFORMATION 

26. Persons receiving or having knowledge of Confidential Information by virtue of 

their participation in this Litigation, or by virtue of obtaining any documents or other Protected 

Material produced or disclosed pursuant to this Protective Order, shall use that Confidential 

Information only as permitted by this Protective Order. Counsel shall take reasonable steps to 

assure the security of any Confidential Information and will limit access to such material to those 

persons authorized by this Protective Order. 

27. Nothing herein shall restrict a person qualified to receive Confidential 

Information pursuant to this Protective Order from making working copies, abstracts, digests and 

analyses of such information for use in connection with this Litigation and such working copies, 

abstracts, digests and analyses shall be deemed to have the same level of protection under the 

terms of this Protective Order. Further, nothing herein shall restrict a qualified recipient from 

converting or translating such information into machine-readable form for incorporation in a data 

retrieval system used in connection with this Litigation, provided that access to such information, 

in whatever form stored or reproduced, shall be deemed to have the same level of protection 

under the terms of this Protective Order. All persons qualified to receive Confidential 

Information pursuant to this Protective Order shall at all times keep all notes, abstractions, or 

other work product derived from or containing Confidential Information in a manner to protect it 
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from disclosure not in accordance with this Protective Order. Nothing in this Protective Order 

requires the Receiving Party's Counsel to disclose work product at the conclusion of the case. 

28. Notwithstanding any other provisions hereof, nothing herein shall restrict any 

Party's Counsel from rendering advice to that Counsel's clients in the Litigation, provided that 

in rendering such advice, Counsel shall not disclose any other Party's Confidential Information 

other than in a manner provided for in this Protective Order. 

29. All correspondence, pleadings, motions, exhibits, transcripts or other papers filed 

with the Court containing or disclosing Confidential Information shall be filed as required under 

Local Rule 7.2. The designating party may join in a motion to seal Confidential Information 

pursuant to Local Rule 7.2 by articulating its basis for withholding the documents from public 

access. Should the Court deny a motion to seal, the designating party shall have three (3) 

business days to seek relief from the Court. No Confidential Information shall be publicly 

disclosed until the Court rules on any requests for relief, or four (4) business days if no relief is 

sought. 

30. Any document containing Confidential Information that the Producing Party files 

in any court without a confidential designation (e.g., as an exhibit to a motion or trial exhibit) 

loses its confidential status. The Receiving Party may thereafter use the information in the same 

manner as the Producing Party. 

3I. Any Party that is served with a subpoena or other notice compelling the 

production of Discovery Materials produced by another Party must immediately give written 

notice of such subpoena or other notice to the original Producing Party. Upon receiving such 

notice, the original Producing Party shall bear the burden of opposing, if it deems appropriate, 

the subpoena on grounds of confidentiality. 
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32. Should any Confidential Information be disclosed through inadvertence or 

otherwise to a person not authorized to receive such information under this Protective Order, 

then the Disclosing Party shall use its best efforts to recover any documents, pleadings, motions 

or transcripts containing Confidential Information and to bind such person to the terms of this 

Protective Order. Specifically, the Disclosing Party shall: (a) inform the person or persons to 

whom disclosures were made of all the terms of this Protective Order; and (b) require such 

person or persons execute the Confidentiality Agreement that is attached hereto as Exhibit A. 

VII. CHANGES IN DESIGNATION OF INFORMATION 

33. The inadvertent or unintentional failure to designate any information as 

Confidential in accordance with this Protective Order shall not be deemed a waiver in whole, or 

in part, of a Producing Party's claim of confidentiality. In the event of the disclosure of such 

information, the information shall be designated as Confidential Information by the Producing 

Party as soon as reasonably possible after the Producing Party becomes aware of the disclosure 

and such information shall thereafter be treated as Confidential Information subject to this 

Protective Order. Disclosure prior to the receipt of such notice to persons not authorized to 

receive Confidential Information shall not be deemed a violation ofthis Protective Order. 

34. Any Producing Party may designate as Confidential or withdraw a Confidential 

designation from any material that it has produced consistent with this Protective Order, 

provided, however, that such re-designation shall be effective only as of the date of such re-

designation. Such re-designation shall be accomplished by notifying Counsel for each Party in 

writing of such re-designation and providing replacement images bearing the appropriate 

description. Upon receipt of any re-designation and replacement image that designates material 
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as Confidential, the Receiving Party shall take the steps outlined in Paragraph 32 of this 

Protective Order. 

35. A Receiving Party does not waive its right to challenge a confidentiality 

designation by electing not to mount a challenge promptly after the original designation is 

disclosed. A Receiving Party may challenge a Producing Party's confidentiality designation or 

re-designation by notifying the Producing Party in writing of its good-faith belief that the 

confidentiality designation was not proper and must give the Producing Party an opportunity to 

review the designated material, to reconsider the circumstances, and, if no change in designation 

is offered, to explain, in writing within fourteen (14) calendar days, the basis of the chosen 

designation. If a Receiving Party elects to challenge a confidentiality designation after 

considering the justification offered by the Producing Party, the Receiving Party may, within 

twenty one (21) calendar days of receiving such explanation from the Producing Party, file and 

serve a motion that identifies the challenged material and sets forth in detail the basis for 

challenging the Confidential designation. The burden of proving confidentiality rests with the 

party seeking confidentiality, as provided in the Federal Rules of Civil Procedure. Until the 

Court rules on the challenge, all Parties shall continue to afford the material in question the level 

of protection to which it is entitled under the Producing Party's designation. If after the 

expiration of the twenty one (21) calendar days the Receiving Party has not filed a motion with 

the Court, the designation of the document subject to the dispute regarding its 

"CONFIDENTIAL" designation will not be changed. If a resolution is reached regarding the 

confidentiality designation of a challenged document, the Producing Party shall serve on all 

parties a notice specifying the documents and the nature of the resolution within ten (10) 

calendar days of reaching the resolution. 
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VIII.	 INADVERTENT OR MISTAKEN PRODUCTION OF PRIVILEGED 
DOCUMENTS - CLAWHACK PROCEDURES 

36. Inadvertent or mistaken production of documents or electronically stored 

information ("ESI") (collectively "Inadvertently Produced Documents") subject to work-product 

or attorney-client privilege, or other legal privilege protecting information from discovery, shall 

not constitute a waiver of the privilege, provided that the Producing Party shall notify the 

Receiving Party in writing as set forth herein. In the event that a party inadvertently or 

mistakenly produces documents or ESI subject to a claim ofprivilege, the Producing Party shall, 

within ten (10) calendar days of the discovery of the inadvertent or mistaken disclosure, notify 

the other party in writing of the inadvertent or mistaken disclosure. The Producing Party may, in 

the notice, request a "clawback" of the inadvertently or mistakenly disclosed material. Except as 

set forth in paragraph 37 below, the Party receiving such clawback notice shall immediately and 

diligently act to retrieve the Inadvertently Produced Documents, and all copies, including any 

loaded to databases, and return them to the Producing Party or destroy them as agreed between 

the parties. All notes or other work product of the Receiving Party reflecting the contents of 

such materials shall be destroyed and not used except as provided under paragraph 37 below in 

the event ofa challenge by the Receiving Party. 

37. The party receiving such Inadvertently Produced Documents may, after receipt of 

the Producing Party's notice of inadvertent or mistaken production, move the Court to dispute the 

claim of privilege. If the Receiving Party elects to file such a motion, the Receiving Party, may 

retain possession of the Inadvertently Produced Documents as well as any notes or other work 

product ofthe Receiving Party reflecting the contents of such materials pending the resolution by 

the Court of the motion, but shall segregate and not use them pending resolution of the motion, 

except as part of the motion to the Court. The Receiving Party may, in support such a motion, 
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submit the Inadvertently Produced Documents to the Court in sealed envelope that shall be 

clearly marked: 

"THIS ENVELOPE CONTAINS DOCUMENTS MARKED AS 
CONFIDENTIAL THAT ARE THEREFORE COVERED BY A 
PROTECTIVE ORDER OF THE COURT AND IS SUBMITTED 
UNDER SEAL PURSUANT TO THAT PROTECTIVE ORDER AND 
LOCAL RULE 7.2. THE CONFIDENTIAL CONTENTS OF THIS 
DOCUMENT MAY NOT BE DISCLOSED WITHOUT EXPRESS 
ORDER OF THE COURT" 

and the Inadvertently Produce Documents shall remain sealed while in the office of the Clerk for 

so long as they retain their status as Confidential. If the Receiving Party's motion is denied, the 

Receiving Party shall promptly comply with Paragraph 36. No use shall be made of such 

Inadvertently Produced Documents during depositions or at trial, nor shall they be disclosed to 

anyone who was not given access to them prior to the request to return or destroy them unless 

otherwise ordered by the Court. 

38. Pursuant to Fed. R. Evid. 502(d), where the Parties agree in writing with regard to 

particular requested materials, a Producing Party may provide those requested materials for 

initial examination by the Receiving Party in connection with this action without waiving any 

privilege or protection in this action or any other federal or state proceeding. The Clawback 

procedures and obligations in Paragraph 36 fully apply to a claim that documents or information 

then in the custody of another Party for purposes of initial examination are privileged or 

protected. 

X. MISCELLANEOUS PROVISIONS 

39. Within thirty (30) calendar days of the conclusion of any attorney's last case in 

the Litigation, including any appeals related thereto, at the written request of the Producing 

Party, such attorney and any persons to whom he or she disclosed Confidential Information 
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under this Order shall, at the Receiving Party's option, either (a) destroy or (b) return and 

surrender any Confidential Information or copies thereof to the Producing Party at the Producing 

Party's expense. If returning materials, such persons shall return or surrender any Confidential 

Information produced by the Producing Party and any and all copies (electronic or otherwise), 

summaries, notes, compilations, and memoranda related thereto; provided, however, that counsel 

may retain their privileged communications, work product, Acknowledgments pursuant to this 

Protective Order, materials required to be retained by applicable law, and all court-filed 

documents even though they contain Confidential Information produced by the Producing Party, 

but such retained privileged communications and work product shall remain subject to the terms 

of this Protective Order. At the written request of the Producing Party, any person or entity 

having custody or control of recordings, notes, memoranda, summaries or other written 

materials, and all copies thereof, relating to or containing Confidential Information produced by 

the Producing Party shall deliver to the Producing Party a certification that reasonable efforts 

have been made to assure that all such Confidential Information produced by the Producing Party 

and any copies thereof, any and all records, notes, memoranda, summaries, or other written 

material regarding the discovery materials produced by the Producing Party (except for 

privileged communications, work product and court-filed documents as stated above) have been 

delivered to the Producing Party in accordance with the terms of this Protective Order. In lieu of 

returning the materials, the Receiving Party may destroy the materials in a manner that will 

protect the Confidential Information and the destroying party shall certify that it has done so. 

40. Nothing in this Protective Order shall abridge the right of any person to seek 

judicial review or to pursue other appropriate judicial action to seek a modification or 

amendment of this Protective Order. 
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41. It is expressly understood by and between the Parties that in producing 

Confidential Information in this Litigation, the Parties shall be relying upon the terms and 

conditions of this Protective Order. 

42. The Parties reserve the right to seek additional protections for Confidential 

Information directly from the Court. Should any Party file a request seeking such additional 

protection, the Confidential Information at issue shall not be produced until the issue has been 

resolved by agreement of the parties or by the Court. 

43. By written agreement of the parties, or upon motion and order of this Court, the 

terms of this Order may be modified. This Order shall continue in force until amended or 

superseded by express order of the Court, and shall survive and remain in effect after the 

termination of the Litigation. 

44. For good cause shown, any party may request from any other party that the times 

and deadlines set forth herein may be shortened or lengthened for the sake ofjudicial economy. 

IT IS SO ORDERED. 

BY THE COURT: 

dptlLflJ) Ij()v;)~(L 
Dougr'asP. Woodlock 
United States District Judge 

#(/JI(I'J,1!J1 y /5) 2LJJ 3 
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UNITED STATES DISTRICT COURT
 
DISTRICT OF MASSACHUSETTS
 

IN RE: FRESENIUS § MDL NO. 1:13-MD-2428-DPW 
GRANUFLOINATURALYTE DIALYSATE § 
PRODUCTS LIABILITY LITIGATION § 

§ 
§
 

THIS DOCUMENT BELA TES TO ALL §
 
CASES §
 

--------------§ 
EXHIBIT A 

CONFIDENTIALITY AGREEMENT 

The undersigned agrees: 

I declare under penalty of perjury that I have read in its entirety and understand the 

Protective Order (CMO No. ---.J that was issued by the United States District Court for the 

District of Massachusetts on 2013 in In re: Fresenius Granulilo/Naturaliyte 

Dialysate Products Liability Litigation (MDL2428). 

I agree to comply with and to be bound by all the terms of this Stipulated Protective 

Order, and I understand and acknowledge that failure to so comply could expose me to sanctions 

and punishment in the nature of contempt. I solemnly promise that I will not disclose in any 

manner any information or item that is subject to this Protective Order to any person or entity 

except in strict compliance with the provisions of this Protective Order. 

I further agree to submit to the jurisdiction of the United States District Court for the 

District ofMassachusetts for the purposes of enforcing terms of this Protective Order, even if 
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suchenforcement proceedings occurafter termination of these Proceedings. 

Dated: _ BY: 
Signature 

Title 

Address 

City, State, Zip 

TelephoneNumber 
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UNITED STATES DISTRICT COURT
 
DISTRICT OF MASSACHUSETTS
 

IN RE: FRESENIUS § MDL NO. 1:13-MD-2428-DPW
 
GRANUFLOmATURALLYTE §
 
DIALYSATE §
 
PRODUCTS LIABILITY LITIGATION §
 

§ 
§
 

THIS DOCUMENT RELA TES TO ALL §
 
CASES §
 

-------------- § 

CASE MANAGEMENT ORDER NO.6
 
(Regarding Plaintiff Fact Sheets and Defendant Fact Sheets)
 

I. PLAINTIFF FACT SHEET 

1. Service of Plaintiff Fact Sheets and HIPPA Authorizations: 

a. As set forth in Case Management Order ("CMO") No.2, each Plaintiff in 

an action pending and served before the Court in MDL No. 2428 shall serve a completed 

Plaintiff Fact Sheet ("PFS"), the form of which has been agreed to by the parties and approved 

by the Court and is attached hereto as Exhibit "A." 

b. Along with the PFS, each Plaintiff shall provide a HIPAA Authorization in 

the form attached at Exhibit "B." Plaintiffs may choose whether to provide one HIPAA 

Authorization that allows Defendants to fill in the information for each of Plaintiffs' Health Care 

Providers, or to provide a HIPAA Authorization for every Health Care Provider identified in the 

PFS. If a review of Plaintiffs medical records reveals additional Health Care Providers from 

whom Defendants wish to seek medical records, Plaintiff shall provide additional HIPAA 

Authorizations for those providers within ten (10) days of a request from Defendants. 
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2. Deadlines for Service of the Fact Sheets: 

a. Fresenius Clinic Cases- In any case currently pending in this MDL where 

the injury/death is alleged to have been the result of treatment at a Fresenius Medical Care North 

America ("FMCNA") dialysis clinic and counsel for Plaintiff did not obtain the patient's clinic 

medical chart prior to the filing of the complaint, the deadlines for the exchange of PFS and the 

Defendants Fact Sheet ("DFS") is set forth in CMO No.3. The deadlines for the exchange of 

Plaintiff and Defendants Fact Sheets in all other currently pending cases involving an FMCNA 

dialysis clinic are set forth at paragraphs 4(b) and 4(c) ofCMO No.2. 

b. Non-Fresenius Clinic Cases- The deadline for the exchange of the PFS 

and DFS for cases currently pending in this MDL where the injury or death is alleged to have 

been the result of treatment at a non-FMCNA dialysis clinic as set forth in CMO No.2, 

paragraphs 4 (b) and (c) are hereby extended thirty (30) days such that the PFS shall be served no 

later than December 27,2013 and the DFS shall be served no later than February 25, 2014. 

c. Newly Filed or Transferred Cases- The deadlines for the exchange of 

the PFS and DFS in cases that are newly filed or transferred into this MDL after the date of the 

entry of this Order are set forth in paragraph 4(d) of CMO No.2, except that in newly filed or 

transferred cases where the injury/death is alleged to have been the result of treatment at an 

FMCNA clinic and counsel for Plaintiff did not request the patient's clinic medical chart prior to 

the filing of the Complaint, the deadlines for the exchange of the PFS and DFS may be extended 

pursuant to Paragraph 9 ofCMO No.3. 

3. Method of Service of PFS and Related Documents: 

a. E-mail and Mail Service- Service of the PFS and service of any 

documents required under CMO No.3 shall be by mail and E-mail at: 
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Darrell Tucker
 
Bradley ArantBoult Cummings, LLP
 

One Federal Place
 
1819 Fifth Avenue North
 

Birmingham, AL 35203-2 I 19
 

GranuFloPlaintiffCaselnformation@babc.com 

b. Service of the complete PFS as set forth in paragraph I(d) above shall be 

deemed good and sufficient service for all U.S. based Fresenius Defendants. 

4. If a Plaintiff does not submit a PFS within the time specified in this Order, or 

submits a PFS that contains a material deficiency, I Defendants may take the following steps: 

a. Overdue PFS: In cases where the Plaintiff does not submit a PFS within 

the time specified in this Order, Defendants may send a Notice of Overdue Fact Sheet to that 

Plaintiffs counsel of record within fifteen (15) days after the date the PFS was due. Said Notice 

of Overdue Fact Sheet shall perrnit an additional thirty (30) days to serve a completed PFS. In 

the event a Plaintiff does not provide the completed PFS by the expiration of the additional thirty 

(30) day period, Defendants may, after conducting the prerequisite meet and confer, move for 

relief under Fed. R. Civ. P. 37(b)(2). 

b. Materially Deficient PFS: In cases where the Plaintiff submits a 

materially deficient PFS within the time specified in this Order, Defendants may send a Notice of 

Materially Deficient Fact Sheet to that Plaintiffs counsel of record within thirty (30) days after 

the date the PFS was due, provided however that if the number of PFS's received within five 

business days is 200 or more, the deadline for sending the Notice of Materially Deficient Fact 

1 As used herein, a materially deficient PFS or DFS means a deficiency that prejudices the opposing party 
through a failure to provide necessary information, thereby impeding that parties' access to material and 

relevant evidence. 
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Sheet shall be extended to sixty (60) days. Said Notice ofMaterially Deficient Fact Sheet shall 

permit an additional thirty (30) days to cure the material deficiency in the PFS. In the event a 

Plaintiff does not cure the deficiency by the expiration of the additional thirty (30) day period, 

Defendants may, after conducting the prerequisite meet and confer, move for relief under Fed. R. 

Civ. P. 37(b)(2). Plaintiffshall have fourteen (14) days to file an opposition, if any. 

c. Defendants shall send a copy of all Notices of Overdue or Materially 

Deficient Fact Sheets and copies of any and all motions to dismiss under this paragraph to 

Plaintiffs' Liaison Counsel by E-mail atGranufloPFSDeficiency(@.Kreindler.com. 

5. The admissibility of information in the PFS shall be governed by the Federal 

Rules and no objections are waived by virtue of any PFS response. 

6. All information contained in the PFS is confidential and protected under the 

Protective Order (CMO No.5). 

II. DEFENDANT FACT SHEET 

7. Defendants Fresenius USA, Inc., Fresenius Medical Care Holdings, Inc., 

Fresenius USA Manufacturing, Inc., and Fresenius USA Marketing, Inc. (collectively "Fresenius 

North America") shall serve a completed Defendant Fact Sheet ("DFS"), as set forth in CMO 

No.2 and CMO No.3, the form of which has been agreed to by the parties and approved by the 

Court and which is attached hereto as Exhibit "c." 

8. The deadlines outlined in paragraph I(c) above govern the timing for service of 

the DFS. 

9. The completed DFS shall be served in an electronic form on the attorney 

identified on page one of the PFS. The method of service shall be by E-mail and regular mail. 

Additionally, a Notice of Service of the DFS shall be served by E-mail upon the attorney 
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identified on page one of the PFS and also on the Plaintiffs Liaison Counsel at 

GranufloDFSrm.kreindler.com. 

10. If Defendants do not submit a DFS within the time specified in this Order, as set 

forth in paragraph I(b) above, or submit a DFS that contains a material deficiency counsel for 

Plaintiff may send a Notice of Overdue or Materially Deficient Fact Sheet to counsel for 

Fresenius North America as set forth in paragraph I(c) above, within thirty (30) days after the 

date that the DFS was due. Said Notice of Overdue or Materially Deficient Fact Sheet shall 

permit Fresenius North America additional thirty (30) days to cure the overdue or materially 

deficient DFS. In the event Fresenius North America fails to provide the completed DFS or cure 

the material deficiency by the expiration of the thirty (30) day period, Plaintiff's counsel shall 

consult with MOL LeadlLiaison Counsel, who may move for appropriate relieffrom the Court as 

set forth in paragraph 12 of CMO No.2. Fresenius North America shall have fourteen (14) days 

to file an opposition, if any. Plaintiffs shall send a copy of all Notices ofOverdue or Materially 

Deficient Fact Sheets to Plaintiffs' Liaison Counsel (at the E-mail address set forth in paragraph 

2(c) above). 

It. The admissibility of information in the DFS shall be governed by the Federal 

Rules and no objections are waived by virtue of any DFS response. 

12. All information contained in the DFS is confidential and protected under the 

Protective Order (CMO No.5). 

DOUG AS P. WOODLOCK, 
UNITED STATES DISTRICT JUDGE 
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UNITED STATES DISTRlCf COURT
 
DISTRICT OF MASSACHUSETTS
 

IN RE: FRESENIUS MDL NO. 1:13-MD-2428-DPW 
GRANUFLOINATURALYTE DIALYSATE 
PRODUcrS LIABILITY LmGADON 

PLAINTIFF FAcr SHEET 

In completing this PlaintiffFaetSheet,you must provide information thatis true and comet to 
thebest of yourknowledge. Youmust supplement yourresponses if youlearnthat theyare 
incomplete or incorrectin any materialrespect. Youmustalso supplement yourresponses in the 
event thatyou later learnor receive additional information that is responsive to any of the 
information requests below. In the eventthe PlaintiffFactSheetdoes notprovide you with 
enough space foryou to complete yourresponses or answers, pleaseattach additional sheets if 
necessary. Pleaseidentify any documents that you are producing as responsive to a question or 
request by bates-stamp identifiers. 

Ifyou are completing this PlaintiffFactSheet in a representative capacity, pleaserespondto the 
questions on behalfofthe personyou are representing whomyou allege wasexposedto, or 
treatedwith, GranuFlo and/orNatwaLyte. Whetheryou are completing this fact sheet for 
yourselfor for someone else, please assume that ''you'' or "Plaintiff" means thepersonwhowas 
exposed to, or treatedwith,GranuFlo and/orNatwaLyte. 

ThisFactSheetshall becompleted in accordance with CaseManagement Orders 2 and 3. The 
information provided is confidential and subjectto the protective order. 

[Note:In an effort to beforthcoming and toprovide non-privileged information, the information 
providedin thisfact sheet is. by necessity. not basedsolely uponthe knowledge oftheplaintiff 
and inc/rules non-privilegedinformation assembledand collectedby theparties'attorneys which 
maynot beknownto the executingparty.] 

I. CASE INFORMADON
 

Caption: DateFiled: _ 

Docket No. (Including Court): 

Plaintiff'sAttorney and Contact Information, Including Telephone Number: 

CONFIDENTIAL - SUBJECTTO PROTECTIVE ORDER 
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Name, Title and Contact Information ofEach Person Providing Responses to this Fact Sheet: 

n, PLAINTIFFS INFORMATION 

Full Name ofPlaintiff:	 _ 

LastAddress:	 _ 

Date ofBirtb:	 _ 

Plaintiff's FMS Medical Record Number, also mown as the Patient Identification Number: 

!fno FMS Medical Record Number, please provide the following information: 

a. Plaintiff's Medicare Identification Number:	 _ 

b. The last four digits ofPlaintitrs Social Security Number: _ 

Please provide the following information: 

1.	 Date ofDeathlInjwy: _ 

2.	 Location ofDeath/Injwy (Clinic, Home, Hospital, including name ofclinic or hospital, if 

applicable, and complete address) _ 

3.	 Cause ofDeathlInjwy asserted by Plaintiffas oftbe date oftbis Fact Sheet: 

Non-Cardiac Event or Condition 

Cardiac Event or Condition 

Acute Coronary Syndrome 

Arrhythmia 

Bradycardia Arrhythmia 

CONFIDENTIAL - SUBJECT TO PROTECTIVE ORDER 
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Cardiomegaly 

Cardiomyopathy 

Congestive Heart Failure 

CoronaryArtery Disease 

CoronaryOcclusion 

CoronaryThrombosis 

Myocardial Infarction 

SuddenCardiacArrest 

Cardiopulmonary Arrest 

Tachycardia Arrhythmia 

Atrial Fibrillation 

VentricularFibrillation 

Other (pleasespecify) 

Unknown 

Do not know 

o 
4. WasAutopsyPerformed? _ If So, Date, _ 

ATTACH DEATH CERTIFICATE AND AUTOPSY REPORT, IF APPUCABLE. 

s. Pleaseprovide a list ofall treatingphysiciansor hcalthcareproviders whoprovided 
medical care to Plaintiff within the twelve(12) monthsprecedingthe injury/death, including but 
not limitedto all primary care physicians. cardiologists, nephrologists, andhospitals. 

a. ProviderName: ~ _ 

ProviderAddress: _ 

Type of Provider: _ 

b.	 Provider Name: _ 

ProviderAddress: _ 

Type ofProvider: _ 

CONFIDENTIAL - SUBJECTTO PROTECTIVE ORDER 
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c.	 Provider Name: _ 

Provider Address: _ 

TypeofProvider: _ 

ATTACH ADDmONAL SHEETS AS NECESSARY 

m, REPRESENTATIVElDEMOGRAPmC INFORMATION 

1. Namecf'Representative:	 _ 

2. Relationship to Plaintiff(if applicable):	 _ 

3. Address: _ 

4. Appointed Position (ifapplicable): _ 

S.Courtof Appointment: _ 

6. Dateof Appointment: _ 

IV. DIALYSIS HISTORY
 

1.	 List all dialysis clinicsand/ordialysis facilities, including hospital-operated acuteand 
chronic dialysisunits, and including homehemodialysis, wherethePlaintiffreceived 
dialysis treatments. 

a. Dialysis ClinicName:	 _ 

ClinicAddress: 

b. DialysisClinicName: _ 

Clinic Address: 

c. DialysisClinicName: _ 

ClinicAddress: 

ATTACH ADDmONAL SHEETS AS NECESSARY 
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2. Pleaseprovidethe date ofPlaintiff's last dialysis treatmentprior to or at the timeof 

death/injury: _ 

a. Pleaseprovide the name and addressofthe dialysisprovider: _ 

PLEASE PROVIDE ALL NON-PRIVILEGED, RELEVANT MEDICAL RECORDS,
 

INCLUDING BUT NOT LIMITED TO DIALYSIS TREATMENT RECORDS, IN YOUR
 

POSSESSION, CUSTODY OR CONTROL THAT BAVE NOT ALREADY BEEN
 

PRODUCED PURSUANT TO CASE MANAGEMENT ORDER NO.3
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CERTIFICATION 

I declare that all of the informationprovided in this PlaintiffFaet Sheet is true and correct to the 
best of my knowledge and that I have supplied all requested documents to the extent that such 
documents are in my possession, custody and control (including the custody and controlof my 
lawyen). 

Signature PrintName Date 

CONFIDENTIAL - SUBJECT TO PROTECTIVE ORDER 
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AUTHORIZATIONS
 

Provide ONE (1) SIGNED ORIGINAL eopy of eaeh of the record. authorization forms 
attadaed a. Ex. B to CMO No.6. These authorizatioD form. will authorize the record. 
veDdor .eleeted by the partiel to obtaiD tho.e )"ftord. from the providen identified withiD 
thiI Plaintiff Fact Sheet. 

Date: _ 
Signature ofPlaintiff's Counsel 

CONFIDENTIAL - SUBJECT TO PROTECTIVE ORDER 
7 

Omnibus Case Management Order 
61 

Case 1:13-md-02428-DPW   Document 730   Filed 08/26/14   Page 61 of 180



•..., .._~... ....... ...,m. ........ 
antNIftlnn. 
In ........... ,.... RIllII'" HIIIIh ".D'O( '....,~M II _ (HIPM), 45c:.r.a.
 
~I.".id_ 

L	 ,.. ..., ", .... 
• 2	 72 ,I t ..-, u 7 ..,rl ., .. 
.......... " .. U(I). In tile .-.. ,- .., 11_ fI 
II" till ...WI " an 11(4I"""1iIIIIarIII II MIl ,1 iIr'" 1	 ... 
....., m 

2. WI_ __ fII tmk ",1IaIIIIIDrana ..-r;	 lIift1n.,"5' 

.... ~ , I i1. , ., ,	 ...... 
tlIdIIII I ~td tliltl 1Wit- MII IMP '" tWt ' 7 ' ...................'I.a ..
 

So	 1 9 r ,1t..,....., I .III.-tD CB 
M 1 IIIIIDr tDdtI.-ttlilt ,. ....., eli . 

4.	 III"." lilt "* , a'lII...,. .., ,l1li." "•.-. CI' 
eIg2IIIllrlr	 1IJIIIi'i" ,fl ..,.. 7 •	 .., " .... 

•	 II , - W S .., • n 2 --., 

s,	 .........-.. , • fI ' ' ,., _ n.,nolanllr
 
........................,	 z.
 

6:	 TNt ...., • 1ft Ubh"" ar!lllllll m18 ...............
--vau .,
damlrar ...., 1I'I1IiIn ut'). 

7.	 '"* III wid Dea,_ J2, tfalanMIan fA""... llMItllearDn .... 
t	 1I'I1IIiIi It ., til 1IIa IUd! __12IDnJ iIiII ...... 
tfIIPnMdr thI lt a.-. ,.,tIiI ,..... _....,. 
...... , 4 II ..,' ~ .. "'uMw "........
 

..	 1*....1IIIIIIII• ......., dDII tIiI ..... tI ClItgInrI dna. tisMIl IIIP2BfIII, 2rdIdiig .. 
.._!*dI .... 

t, 111.-......fI...... jiiMdtrcwlll2lylD 

...,. ........
10. .........fliiiIIw(I!I) .......
 
..." I' ........... iWIt
...........n:
 

Omnibus Case Management Order 
62 

Case 1:13-md-02428-DPW   Document 730   Filed 08/26/14   Page 62 of 180



: : . 

,..... 

• a' It

•• 

D klIII:Pd*....... 
--....,.nI.'~""....,~'....... 5t
 

... , I'.... 11 
..., 5 .......... lin 
1100 D If......... I ......._-"""ii=iiii:ii:ii;;"h.=:;;::::W;;-­

........IiI_flGilJa·.......W
 
...,... It h r _ ~., , F .... 
........... so _l1(li).........,1'
 

0. ...u. ..... a IC _ .... 
• aa.: UIe , , ... tif..~.IIt t.........__... 'I""
 

DIlr. _ 

1111 .-11 -- tIIdIrIII u pazIr fII
IIIPJ, us.c.1IidIIIn 1""' -1IIIIIIt 111 LiIdIII_n 7 1 
... 111M _ .. _ ..I .. iii ILl -.II ftDIn iii .., t ~ 

..... lid .....,,. $; .. 
tta ,.D_ .., 11' .. ,.... __ 1£"•• iIi .... 
....,.., '- tt tI...-.......II" .
 
1&1....-. 

Omnibus Case Management Order 
63 

Case 1:13-md-02428-DPW   Document 730   Filed 08/26/14   Page 63 of 180



UNITED STATES DISTRICT COURT
 
DISTRICT OF MASSACHUSETTS
 

IN RE: FRESENlUS MOL NO. 1:13-MD-2428-DPW 
GRANUFLOINATURALYTE DIALYSATE 
PRODUCTS LlABllJTY LITIGATION 

DEFENDANT FACT WET 

For each case. Frcsenius USA, Inc., Fresenius Medical Care Holdings, lnc., Fresenius USA 
Manufacturing, 'Inc., and Frcsenius USA Marketing, Inc. (collectively "Defendant") must 
complete this Defendant Fact Sheet ("DFS"). In completing this DFS, you must provide 
infonnation that is ttue and correct to the best of your knowledge. You must supplement your 
responses if you learn that they are incomplete or incorrect in any material respect. In the event 
the DFS does not provide you with enough space for you to complete your responses or answers, 
please attach additional sheets if necessary. Please identify any documents that you are 
producing as responsive to a question or request by bates-stamp identifiers. 

This DFS must be completed and served on all counsel identified as representing the plaintiff in 
Section I of the Plaintiff's Fact Sheet. 

The tenns "you," "your" or "yours" means the responding defendant. 

The tenn "Plaintiff" refers to the injured party. 

The phrase "Health Care Provider" means each ofthc Plaintiff's physicians or medical providers, 
including dialysis facilities andnephrologists. 

This Fact Sheet shall be completed in accordance with Case Management Orders 2 and 3. The 
infonnation provided is confidential and subject to the protective order. 

[Note: In an effortto beforthcomingand toprOVide non-privileged in/ormation, the in/ormation 
providedin thisfact sheet is, by necessity, not basedsolelyuponthe knowledge oftire defendant 
and includes non-privileged information tusembledand collected by theparties'attorneys which 
may not be known to the executingparty] 

L CASE INPORMATION
 

Caption: Date Filed: _
 

DoeketNo.: _
 

Plaintifl':'--------------------------- ­
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Name, Title and Contact InformatioD of Eacb Penon Providing Responses to tbls Faet
 
Sheet: _
 

n.PRODUcr mENTD1CATION 

1.Did youdistribute GranuFlo acid concentrate to the clinic,facility, or hospital wherePlaintiff 
received the last dialysis treatmentpriorto injury/death as identifiedin Section IV of the 
Plaintiff'sFact Sheet (the "NamedFacility") duringthe twelve (12) monthperiodoftime 
preceding the dateof injury/death? 

Yes No Don't Know 

2. Ifyouranswer is "yes" to Question 1 above, pleaseprovidea list ofall shipments ofGranuFIo 
acidconcentrate to the NamedFacilityfor the periodoftwelve (12) months prior to the alleged 
injury/death to Plaintiffthroughthe date ofinjuryor deathand include thedatesofshipment or 
distribution. 

3. Ifyouransweris "don't know" to Question 1 aboveand you have reason to believethat 
GranuFlo acidconcentrate may have beenshipped to the NamedFacilityby a distributor (i.e., 
contractors, subcontractors and agents) and records pertaining to that shipment reside with the 
distributor, please identifythe distributor. 

4. Pleaseprovide a completeset ofproductlabelsusedfor GranuFlo acidconcentrate from 
January 2003 through October2013 and associate each labelwith the codenumbers to which 
they are applicable. 

5. Does data uploaded from the Fresenius Medical Serviceclinicmedicalchart andcompiled in 
the Data Warehouse indicatethat GranuFlo acid concentrate with a composition of 8 meqIL of 
acetate wasprescribed for this patient in the twelve (12) monthperiodpreceding the 
injury/death: 
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------

6. Please indicate belowthe modelof the Presenius dialysismachine in use by the Plaintiff'sat 
the timeof thePlaintitrs allegedinjuryor deathat the facility identified in Section IV.2of the 
Plaintiff'sFact Sheet(the "NamedFacility"): 

~odel2oo8K: [] 

~odel 2008H: [] 

~odeI2008K2: 0 

~odel 2oo8T: 0 

Other:
 

Unknown: 0
 

m.PLAIN'I'D'I"8 BEALTBCARE PROVIDERS
 

1.Dear DoctorlDear Healthcare Provider Letten 

A. Pleaseprovidea fuJI set of"Dear Doctor"or "Dear HeaJthcare Provider"letters or 
memoranda issuedby the FMS ChiefMedicaJ Officerelated to acidconcentrate products 
for the years2000 through2012, togetherwitha compilation ofthe physicians to whom 
the lettersor memoranda were madeavailable either throughdirecttransmission or 
through accessto the FMS Doctor's Comer website,aad the dateon which suchaccess 
was givento each physician, ifany. 

B. For each "Dear Doctor"or "Dear HeaJthcare Provider"that was sent to Plaintiff's 
dialysis clinic(s), please identifyany and all lists or databasesthatdemonstrate thatthese 
letters weresent to our clients' treatingphysicians, and providedocumentation that 
identifies that the letterwas sent, if any. 

C. Pleaseprovidecopies of any "ReplyForms"returnedin responseto the "DearDoctor" 
or "Dear Healthcare Provider" letters, if any. 

2. Ideatity of Plaintiff's Dialysis Facility Director, Patient Care Tecbnician(s) and Other 
Providen 

Forcasesinvolving a Fresenius dialysis facility, please identify the Medical Director at the 
Named Facility at the time ofPlaintiff's injury or death. To the extent not legiblein Plaintiff's 
medical records producedin accordance with CMO 3, please identify to the extentpossible the 
persons whosenamesare enteredbut not legible on the day ofPlaintiff's lastdialysistreatment 
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priorto injury/death. 

IV. PLAINTDf INJIORMATION . 

1. Do you have in your possessionany Medwatch FDAForms 3S00A filedwith the FDA related 
to Plaintiff? 

Yes No 

1. Do you have in yourpossessionany internal productcomplaints recordedby the Renal 
Therapies Group's pharmacovigilance department relatedto Plaintiff? 

Yes No 

3. Do you have in yourpossessionany Fresenius "ReportsofClinicalVariance" relatedto 
Plaintiff? 

Yes No 

Ifyour answer to any of the above three questions is "yes," please eitherprovidea copy ofthe 
document(s) described above or state that a privilegeis being asserted with respect to such 
document(s). 

4. WasPlaintiffone ofthe 941 hemodialysis patientswho were the subjectsof the Fresenius 
studydescribed in the internal companymemodatedNovember4, 2011? 

Yes No 

Ifyouranswerto the above question is "yes," pleaseprovideany documents pertaining to the 
Plaintiffand hislherrelationshipto the above-referenced study. 

s. Did youor anyconsultantperforman analysis, adjudication, or reviewofmedical or scientific 
information concerning the Plaintiff, his or her use ofGranuflo, and the potentialfor Granuflo to 
causeinjuryand or death to the Plaintiff? 

Yes No Unknown 

Ifyouranswerto the above question is "yes," please identifythe pcrson(s)performing the 
analysis or review, their current address,and produceall documentsrelating to the analyses 
performed concerning the Plaintiff. (Note:This requestdoes not require Defendant to reveal or 
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produce infonnation ordocuments protected byprivilege. including, but notlimited to, work 
product ofattorneys orretained consulting experts.) 
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CERTMCATION
 

I declarethat all of the information provided in this Defendant Fact Sheet is true and correct to 
the best of my knowledge and that I have supplied all requested documents to the extent that 
suchdocuments arc in my possession, custody and control (includingthe custody and control of 
my lawyers). 

Signature PrintName Date 
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UNITED STATES DISTRICT COURT
 
DISTRICT OF MASSACHtJ SETTS
 

.,­
§ 

IN RE: FRESENItJS § MOL NO. I: I3-MD-2428-DPW 
GRANlJFLOINATlJRALYTE DIALYSATE § 
PRODUCTS LIABILITY LrTIGATlON § 

§ 
This Document Relates to: § 

§ 
All Cases

----)~ 
§ 
§ 

CASE MANAGEMENT ORDER NO.7
 

(Master Complaint, Short Form Complaint, Master Responsive Pleadings,
 
Direct Filing and Waiver of Service of Process For
 

Direct Filed Cases)
 

This MOL Court recognizes that cases relating to this MOL (In re: Fresenius 

Granublo/Natural.yte Dialysate Products Liability Litigation, MOL No. 2428) may originate in 

state court and be removed to a federal court and then transferred to this MOL Court as a "tag­

along" case. may originate in another federal court and then transferred to this MOL Court as a 

"tag-along" case or may originate in this federal court district. This Case Management Order is 

entered to promote efficiency and to eliminate the delays typically associated with the "tag­

along" transfer of cases to this MOL Court by the Judicial Panel on Multidistrict Litigation and 

to facilitate cases that originate in this federal district court being consolidated and coordinated 

for pretrial proceedings in this MOL. Accordingly, for all civil actions transferred to In re: 

Fresenius Granublo/Natural.yte Dialysate Products Llability Litigation, MOL No. 2428 (the 

"MDL 2428 Proceedings") by the Judicial Panel on Multidistrict Litigation pursuant to its order 

of March 29, 2013. and any actions later filed in, removed to, or transferred to this MOL Court, 

it is ORDERED as follows: 

OmnibusCase Management Order 
70 

Case 1:13-md-02428-DPW   Document 730   Filed 08/26/14   Page 70 of 180



I. GENERAL 

I. This Order applies to Plaintiffs and the following defendants: Fresenius USA, 

Inc., Frcsenius USA Manufacturing, Inc., Fresenius USA Marketing, Inc., Fresenius USA Sales, 

Inc., and Fresenius Medical Care Holdings, Inc. d/b/a Fresenius Medical Care North America 

(collectively referred to as "Fresenius North America"); and Fresenius Medical Care AG & CO. 

KGaA, Fresenius Medical Care Management AG, Fresenius SE & CO. KGaA and Fresenius 

Management SF. (collectively referred to as to the "European Fresenius Defendants"). No 

defendants other than Frescnius North America and the European Fresenius Defendants are 

hereby bound by the provisionsof this Order. 

2. The previously filed attached Master Complaint and Jury Demand ("Master 

Complaint") naming Fresenius North America and the European Fresenius Defendants as 

Defendants (Exhibit "A"), and the attached revised form of Short Form Complaint (Exhibit"8") 

have been presented to the Court, and the Court DIRECTS that the Clerk file those documents 

in this MDL. 

3. All factual allegations pled in the Master Complaint are deemed pled against 

Fresenius North America and the European Fresenius Defendants in any previously filed 

Complaint for any case now pending in this MDL proceeding, and as to any Short Form 

Complaint hereafter tiled; provided, however, the Master Complaint is applicable only as against 

the entities from Fresenius North America and European Fresenius Defendants that are named as 

a defendant in the Master Complaint and selectedas a defendant in the Short Form Complaint. 

4. Each Short Form Complaint shall indicate which entities from Fresenius North 

America and the European Fresenius Defendantsnamed in the Master Complaint arc named as a 

defendant in the individual case, those counts in the Master Complaint that are being asserted in 
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the individual case, and the specific consumer protection statute, if any, upon which the Plaintiff 

relies. 

5. This Order does not preclude a Plaintiff from naming other defendants in a Short 

Form Complaint. Accordingly, if a Defendant other than Fresenius North America or the 

European Fresenius Defendants is named as a Defendant in a Short Form Complaint, the specific 

facts supporting all allegations against that Defendant shall be pleaded in accordance with the 

Federal Rules of Civil Procedure on a separate sheet of paper attached to the Short Form 

Complaint. In the event that any allegationsof the Master Complaint are incorporated in a Short 

Form Complaint against any other Defendant(s), then that Defendant may file an Answer to the 

Short Form Complaint containing a general denial of the allegations in the Master Complaint. 

II. DlRECTLY FILED CASES I 

6. Subsequent to the filing of this Order, all actions initially filed directly in the 

District of Massachusetts in the MDL 2428 Proceedings pursuant to the direct filing procedures 

stated in this Case Management Order against Fresenius North America and the European 

Fresenius Defendants shall occur by the filing of the Short Form Complaint. Plaintiffs shall file 

the Short Form Complaint attached hereto at Exhibit B (and available in Word format from 

Plaintiffs' Liaison Counsel's office at jferraro@kreindler.com), marking where indicated on the 

form that it is a "new matter". 

7. To file a new civil action via the CM/ECF system using a Short Form Complaint. 

a Plaintiff shall follow the instructions set forth on Exhibit C. The usual court fees for a newly 

filed matter shall apply equally to the filing of a Short Form Complaint marked as a "new 

matter." 

lA "DirectlyFiledCase" is a case filed in the Districtof Massachusetts for inclusion in this MDL. 
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8. In order to eliminate delays associated with a "tag-along" transfer to this Court of 

cases that might otherwise be first filed in a federal district court thai is not this Court, or first 

filed in a state court located in a federal district that would not result in the removal of that case 

to this Court, but removal to a different federal district court, and to promote judicial efficiency, 

any Plaintiffwhose case is so filed and which would then be subject to a "tag-along" transfer to 

the MDL 2428 Proceedings, may file his or her case directly in the MDL 2428 Proceedings in 

the District of Massachusetts by the filing of a Short Form Complaint, 

9. Cases directly filed in this Court pursuant to this Order shall not name more than 

a single Plaintiff in the case, provided. however, that any such case may include consortium 

plaintiffis) as permitted by law and, in the event of a wrongful death action, the appropriate 

representativets) of the Estate. 

10. Each case filed directly in the MDL Proceedings shall be filed using the Short 

Form Complaint and litigated in the MOL 2428 Proceedings for purposes of pretrial 

proceedings, consistent with the Judicial Pancl on Multidlstrict Litigation's March 29, 2013 

Transfer Order. As to any Plaintiff who chooses to file the case directly in these MDL 2428 

Proceedings, the Plaintiff may elect on the Short Form Complaint, for the Complaint to be 

deemed to have been originated in Massachusetts (hereafter referred to as his or her "horne 

forum"), thereby electing for the case to he tried or otherwise resolved in the District of 

Massachusetts and upon such election and choice by the Plaintiff, Fresenius North America and 

the European Defendants shall not challenge the designation of Massachusetts as the home 

forum for the case, nor challenge that this MDL Court shall be the Court to try or otherwise 

resolve the case. 
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II. Regardless of whether a Plaintiff makes an election in the Short Form Complaint 

to deem this MDL Court as the home forum for the Plaintiff, solely for purposes of pretrial 

proceedings, Fresenius North America and the European Fresenius Defendants shall not 

challenge the venue of any action filed directly in the MDL Proceedings in the District of 

Massachusetts. The direct filing of actions in the MOL 2428 Proceedings in the District of 

Massachusetts is solely for purposes of consolidated discovery and related pretrial proceedings 

as provided by 28 U.S.c. § 1407. Upon the completion of all pretrial proceedings applicable to a 

case directly filed in the MOL 2428 Proceedings where the Plaintiff did not elect to choose this 

MOL Court as the Plaintiffs home forum in the Short Form Complaini, and subject to any 

agreement that may be reached concerning a waiver of the requirements for transfer pursuant to 

Lexecon v. Milberg Weiss et al .• 523 U.S. 26 (1998) as to cases where the election was not made. 

this Court, pursuant to the Rules of the Judicial Panel on Multidistrict Litigation and 28 U.S.C. 

§1404(a), will initiate the transfer of that case to a federal district court of proper venue as 

defined by 28 U.S.C. §1391. based on the district where the plaintiff or decedent resided at the 

time of alleged injury, where dialysis with Natural.yte and/or GranuFlo was administered, the 

recommendations of the parties to that case, or on its own determination after briefing from the 

parties if they cannot agree. Utilization of the procedure set forth in this Order for directly filing 

a case in the MOL 2428 Proceedings shall not result in this Court being deemed the "transferor 

court" for any such directly filed case, unless the Plaintiff elects to choose Massachusetts as his 

or her home forum on the Short Form Complaint, 

J2. The preceding paragraphs of this Order do not preclude the parties from agreeing, 

at a future date, to try in this District cases filed pursuant to this Order in which the Plaintiffdid 

NOTelect to choose Massachusettsas his or her home forum on the Short Form Complaint. 
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13. The inclusion of any action in this MDL Proceeding, whether such action was or 

will be filed originally or directly in the District of Massachusetts, shall not constitute a 

determination by this Court that jurisdiction or venue is proper in this District. 

14. The caption for any Short Form Complaint that is directly filed in MDL 2428 

before this Court shall bear the following caption: 

UNITED STATES DISTRICT COURT
 
DISTRICT OF MASSACHU SETTS
 

§
 
IN RE: FRESENIUS § MDL NO.1: 13-MD-2428-DPW
 
GRANUFLOINA TURALYTE DIALYSATE §
 
PRODUCTS LIABILITY LITIGATION §
 

§ COMPLAINT AND DEMAND FOR 
This Docum ent Relates to:	 § JURY TRIAL
 

§
 
§
 

[Names of Plaintiff} §
 
§
 

Plaintiffs, §
 
§
 

v, §
 
[Any of the following defendants] §
 
FRESENIUS USA, INC., §
 
FRESENIUS USA MANUFACTURING, INC., §
 
FRESENIUS USA MARKETJNG, INC., §
 
FRESENIUS USA SALES, INC., §
 
FRESENIUS MEDICAL CARE HOLDINGS, INC.§
 
d/b/a FRESENIUS,MEDICAL CARE NORTH §
 
AME~CA, §
 
FRESENIUS MEDICAL CARE AG & CO. KGaA, §
 
FRESENIUS MEDICAL CARE MANAGEMENT §
 

\ AG, § 
FRESENIUS SE & CO. KGaA § 
FRESENIUS MANAGEMENT SE § 

§ 
Defendants § 

§ 
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15. Any attorney admitted to practice and in good-standing in any United States 

District Court is admitted pro hac vice in this litigation and association of co-counsel for 

purposes of filing andlor litigation. including direct filing, is not required. 

16. When electronically filing the pleadings, the signature block shall follow the 

below format: 

RESPECTFULLY SUBMIlTED, 
lsi Jane Doe
 

Jane Doe
 
NAME OF LAW FIRM
 
ADDRESS
 
TELEPHONE
 
FAX
 
EMAIL@EMAIL.com
 
Attorneyfor Plaintiff
 

Ill. USEOF SHORT FORM COMPLAINT FOR EXISTING CASES 

17. Plaintiffs with cases pending in MOL 2428 at the time of entry of this revised 

CMO 7 shall, within 60 days of this Order, file a Short Form Complaint, which shall replace a 

Plaintiffs original "long form" Complaint, by filing the Short Form Complaint as an "amended 

complaint" via the Court's CM/ECF system, in the individual docket that was established for the 

case upon the filing of the original long form Complaint. Plaintiffs shall mark where indicated 

on the Short Form Complaint that the filing relates to a "pending matter" and shall not pay any 

additional court tees. 

18. Cases transferred to these MDL proceedings after entry of this revised CMO 7 

shall also have60 days (from the date on which the case is docketed in USDC Massachusetts) in 

which to file their Short Form Complaints in the manner set forth above in Par. 17. 
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19. Cases which were pending at the time of entry of this revised CMO 7 may opt to 

choose Massachusetts as the "home forum" if the case was transferred from another jurisdiction, 

bycheckingwhere indicated on the Short Form Complaint. 

20. For cases which were pendingat the time of entry of this revised CMO 7, the date 

of filing of the original long form Complaint shall govern for purposes of calculating the period 

of limitations. 

IV. AMENDMENTSTO SHORT FORM COMPLAINT 

21. If, at any time, a Plaintiff desires to amend his or her Short Form Complaint, 

which alleges wrongful death, he or she may, as a matter of course and without the need to file a 

motion for leave to amend or the imposition of additional court fees, amend his/her Short Form 

Complaint for the purpose of substituting the duly appointed personal representative of the estate 

of the decedent (marking where indicated on the form that it relates to a "pending marter"). For 

any other amendments to a Short Form Complaint which has been served on any Fresenius 

defendant, the Plaintiff must proceed pursuant to Fed. R. Civ. P. 15. 

V. SERVICE OF PROCESS ON FRESENIUS NORTH AMERICA 

22. Fresenius North America agrees, without waiver of any defenses, to accept 

service of process of both the Master Complaint and any Short Form Complaint filed in the 

MOL 2428 Proceedings (or any Amendments thereto), solely 011 their own behalf in all cases 

filed directly in this MOL, in accordance with the direct filing procedures set forth in this Order, 

subject to the provisions of Fed. R. Civ. P. 4(d)(asmodified herein). 

23. for cases filed directly in the MOL 2428 Proceedings pursuant to this Order, the 

Master Complaint or Short Form Complaint (or any amendments thereto) and notice required 
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under Rule 4(d) shall be provided by mailing them with a cover letter with an E-Mail address for 

receipt confirmation to: 

Brandt Zeigler 
Bradley Arant Boult Cummings, LLP 

One Federal Place 
l819 Fifth Avenue North 

Birmingham, AL 
35203-2119 

24. Fresenius North America is not required to return the waiver forms contemplated 

by Rule 4(d), but shall instead send a confirmation of first receipt of a Master Complain! or Short 

Form Complaint (or any amendments thereto) to Plaintiff's counsel by E-mail or otherwise and 

shall respond to the Master Complaint or Short Form Complain' (or any amendments thereto) as 

set forth herein at paragraphs31 through 33. A Plaintiff who files his/her Shari Form Complaint 

(or any amendments thereto) directly in the MOL 2428 Proceedings pursuant to the terms of this 

Order and effectuates service pursuant to paragraphs22 and 23 is not required to file a return of 

service with the Court. 

25. Service on Fresenius North America will be effective only if effected and 

confirmed as set forth above by confirmation E-mail from Brandt Zeigler of Bradley Arant Boult 

Cummings, LLP. This Order does not prevent any Plaintiff from effecting service on Fresenius 

North America pursuant to any other method authorized under the Federal Rules of Civil 

Procedure. 

VI. SERVICE OFPROCESS ON THE EUROPEAN FRESENIUS DEFENDANTS 

26. Plaintiffs shall serve a Summons, their Master Complaint and a template Short 

Form Complaint upon the European Fresenius Defendants in a manner consistent with Fed. R. 

Civ. P. 4 and applicable portions of the Hague Convention. 
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27. The European Fresenius Defendants agree, without waiver of any defenses, to 

accept service of process of any Short Form Complaint (or any Amendments thereto) filed in the 

MOL 2428 Proceedings in accordance with this Order, solely on their own behalf, subject to the 

provisions of Fed. R. Civ. P. 4(d)(as modified herein). 

28. For cases filed directly in the MOL 2428 Proceedings pursuant to this Order. as 

well for cases described above in Pars. 17-18 where a Short Form Complaint shall be filed to 

replace a Plaintiffs existing long form Complaint, the Short Form Complaint (or any 

amendments thereto) and notice required under Rule 4(d) shall be provided to the European 

Fresenius Defendants by mailing them with a cover letter with an E-Mail address for receipt 

confirmation to: 

Vivienne Knierim 
Baker & McKenzie LLP 
452 Fifth Avenue 

New York, New York 10018 

29. The European Fresenius Defendants are not required to return the waiver forms 

contemplated by Rule 4(d), but shall instead send a confirmation of first receipt of a Short Form 

Complaint (or any amendments thereto) to Plaintiffs counsel by E-mail or otherwise and shall 

respond to the Master Complaint or Short Form Complaint (or any amendments thereto) as set 

forth herein at paragraphs 31 through 33. A Plaintiff who files his/her Short Form Complaint (or 

any amendments thereto) in the MOL 2428 Proceedings pursuant to the terms of this Order and 

effectuates service pursuant to paragraphs 27 and 28 is not required to file a return of service 

with the Court. 
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30. Service of a Short Form Complainton the European Fresenius Defendants will be 

effectiveonly if effected and confirmed as set forth above by confirmation E-mail from the law 

firm Baker & McKenzie. 

VII.	 FRESENIUS NORTH AMERICA AND EUROPEAN FRESENIUS 
DEFENDANTS' RESPONSIVE PLEADINGS- DIRECT FILED CASES AND 
CASES TRANSFERRED BY mE JUDICIAL PANEL ON MULTIDISTRICT 
LITIGATION (JPML)% 

31. Neither Fresenius North America nor the European Fresenius Defendants are 

required to file Short Form Answers to any such Short Form Complaint. An Entry a/Appearance 

following service of process (including an appearance entered prior to the filing of the Short 

Form Complaints by an attorney representing, respectively, Fresenius North America or the 

European Fresenius Defendants shall constitute a denial of all allegations in the Short Form 

Complaint filed against, respectively, Fresenius North America or the European Fresenius 

Defendants, and an assertion of all defenses that are included in the Master Answer filed on 

behalfof, respectively, FreseniusNorth Americaand the European Fresenius Defendants. 

32. If additional causes of action are alleged against Fresenius North America or the 

European Fresenius Defendants in a Short Form Complaint that were not alleged in the Master 

Complaint, the specific facts supporting these allegationsshall be pleaded in accordance with the 

Federal Rules of Civil Procedure and the Fresenius entity or entities against whom they arc 

alleged must be specifically identified on a separate sheet of paper attached to the Short Form 

Complaint. If additional causes of actions are added pursuant to this paragraph, Fresenius North 

America and the European Fresenius Defendants reserve the right to plead. or otherwise respond, 

specifically and separately to such additional causes of action. 

l A "Case Transferred by the JPML" is a case filed in or removed to a federal district other than the 
District of Massachusetts and subsequently transferred to the District of Massachusetts by the Judicial 
Panel on Multidistrict Litigation. 
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33.	 Filing ofa Master Answer. 

a.	 A Master Answer and Affirmative Defenses ("Master Answer") shall be 
filed once: (a) on behalf of only Fresenius North America in MDL 2428 
no later than thirty (30) days after entry of this Case Management Order; 
and (b) on behalf of only the European Fresenius Defendants (individually 
or collectively) in MDL 2428 no later than forty-five (45) after service of 
process. The Master Answer shall be deemed to respond to the allegations 
of all Complaints against, respectively, Fresenius North America and the 
European Fresenius Defendants in member actions filed in, removed to, or 
transferred to MDL 2428. The Master Answer is not intended to, and shall 
not, waive any applicable defenses available to Fresenius North America and 
the European Fresenius Defendants, and any Fresenius defendant mayrespond 
to any complaint by way ofmotion(s) permissible under the Federal Rules of 
Civil Procedure and Case Management Orders in MDL 2428 or otherwise. 
Fresenius North America and the European Fresenius Defendants 
(individually or collectively) may also file counterclaims, cross-claims and/or 
third-party complaints, pursuant to Rules J3 and 14 of the Federal Rules of 
Civil Procedure, in connection withany particular individual action. 

b.	 To the extent Fresenius NorthAmerica or the European Fresenius Defendants 
(individually or collectively) desire to respond to any particular individual 
Short-Form Complain: for the purpose of motion practice, including for the 
purpose of addressing any specific cause of action, or for the purpose of 
pleading counterclaims, cross-claims and/or third-party complaints, such 
motions or other responsive pleadings shall be filed within the deadlines 
established by applicable CMO(s), or within 45 days after service of process 
of the specificmemberaction upona Fresenius defendant, whichever is later. 

c.	 In any memberaction that is remanded to a transferor court pursuant to JPML 
Rules 10.1-10.2, or is selected as a bellwether trial should such procedures be 
ordered, Fresenius North America and the European Fresenius Defendants 
(individually or collectively) may filean amendedanswer that includes, but is 
not limited to, state-specific affirmative defenses based on the applicable 
substantive state lawts) for thatmemberaction. 

(i)	 For remanded Member actions, the amended answer shall be filed 
within 45 days of the remand to the transferor court.' 

(ii)	 For Member Actions selected as a potential bellwether action. should 
that procedure be implemented by the Court, the amended answer 
shall be filed within 45 days of such designation. 

"Remand" is defined as thedateon which the member case is opened, after theentry of a remand 
order, by theclerk of thetransferor court. 
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34. Counsel for the Fresenius Defendants shall not further answer or respond to any 

original long form Complaint filed prior to the entry ofCMO 7. 

35. The parties may request extension of these deadlines by means of a stipulated order 

submitted to the Court. The foregoing provisions do not impact the parties' ability to seek leave to 

amend a complaint or responsive pleading in accordance with Local Rules and the Federal Rules of 

Civil Procedure. In no event may Plaintiffs file a request for default against any Fresenius entity or 

entities named inany member action without first contacting counsel for suchdefendant and allowing 

21 days for remedy. 

SO ORDERED this r: of~k~ty ,2014. 

.}wlll) IJVlltd/ofV 
I DOUGLAS P. WOODLOCK. J. 
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UNITED STATES DISTRICT COURT
 
DISTRICT OF MASSACHUSETTS
 

IN RE: FRESENIUS MDL NO.l:13-MD-2428-DPW 
GRANUFLOINATURALYTE DIALYSATE 
PRODUCTS LIABILITY LITIGATION 

This Document Relates to: JURY TRIAL DEMANDED 

All Cases 

MASTER COMPLAINT 
AND DEMAND FOR JURY TRIAL 

The Plaintiffs' Executive Committee ("PEC") and the Plaintiffs' Steering Committee 

("PSC") file this Master Complaint and Demand for Jury Trial ("Master Complaint") as an 

administrative device. The intent of the filing of the Master Complaint is to set forth the claims 

that individual Plaintiffs and/or the estates and/or heirs of deceased persons may assert against 

Defendants in this litigation through the adoption of this Master Complaint by such individual 

Plaintiffs and/or the estates and/or heirs of deceased persons as their own Complaint. The 

adoption of this Master Complaint will occur through the filing of a Short Form Complaint 

where the individual Plaintiffs and/or the estates and/or heirs of deceased persons will 

incorporate this Master Complaint into their specific case. An implementing Case Management 

Order will permit the filing of this Master Complaint and its adoption by the filing of a Short 

Form Complaint in each specific case. 

I. SUMMARY OF THE CASE 

1. This action arises from the use of NaturaLyte® and/or GranuFlo® Dry Acid 

Concentrates ("NaturaLyte" and/or "GranuFlo") in the dialysis treatment of persons and the 

resultant injuries and deaths suffered by such persons that were caused by NaturaLyte and/or 
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GranuFlo. The products that are the subject of the litigation are any dry acid concentrate, 

whether it be labeled by the Defendants as "GranuFlo" or "NaturaLyte" or both, yielding a 

concentration of acetate greater than 4 meq/L when put into solution for use in dialysis, by 

including sodium diacetate in the product's formulation. These products are described hereafter 

collectively as "NaturaLyte and/or GranuFlo". 

2. As a result of the defective nature of NaturaLyte and/or GranuFlo and 

Defendants' failure to properly label and warn about their products, persons who were given 

GranuFlo and/or NaturaLyte products as part of their dialysis treatment, including the living 

Plaintiffs and the deceased persons who are represented by their estates and/or heirs in this MDL, 

had significant health problems including but not limited to cardio pulmonary arrest, and/or 

sudden cardiac arrest or death. 

3. Defendants concealed their knowledge of the dangers of Natural.yte and/or 

GranuFlo from the living Plaintiffs and from the deceased persons who are represented by their 

estates and/or heirs, their health care providers, other consumers, and the medical community. 

Specifically, at all relevant times in this lawsuit, Defendants knew or should have known of the 

dangers of NaturaLyte and/or GranuFlo yet they failed to adequately inform Plaintiffs, the 

deceased persons who are represented by their heirs and/or estates, consumers, the prescribing 

medical community, and dialysis providers that NaturaLyte and/or GranuFlo presented the risk 

of and caused serious injuries and death. 
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II. PARTIES 

A. PLAINTIFFS 

4. This Master Complaint is filed for, and on behalf of all living Plaintiffs in this 

MDL, and if applicable, Plaintiffs' spouses, children and wards, and on behalf of decedents, and 

the administrators and/or executors of decedent Plaintiffs' Estates. 

5. Plaintiffs are living individuals, and/or represent the Estate or interests of 

deceased or now incompetent individuals, who were administered NaturaLyte and/or GranuFlo 

for dialysis treatment and as a direct and proximate result of such administration of NaturaLyte 

and/or GranuFlo, suffered severe injuries and/or death, and damages therefrom. 

B. DEFENDANTS 

6. Defendant FRESENIUS MEDICAL CARE HOLDINGS, INC. is a corporation 

organized under the laws of the State of New York having its headquarters and principal place of 

business at 920 Winter Street, Waltham, Massachusetts, 02451. 

7. Defendant FRESENIUS MEDICAL CARE HOLDINGS, INC. at all times 

relevant herein was in the business of designing, testing, manufacturing, labeling, advertising, 

marketing, promoting, selling and distributing NATURALYTE and/or GRANUFLO throughout 

the United States. 

8. Defendant FRESENIUS MEDICAL CARE HOLDINGS, INC. has transacted and 

conducted business throughout the United States. 

9. Defendant FRESENIUS MEDICAL CARE HOLDINGS, INC. has derived 

substantial revenue from goods and products designed, manufactured, marketed, advertised, 

promoted, sold, and/or distributed throughout the United States. 
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10. Defendant FRESENIUS MEDICAL CARE HOLDINGS, INC. derives substantial 

revenue from interstate commerce throughout the United States. 

11. Defendant FRESENIUS MEDICAL CARE HOLDINGS, INC. d/b/a 

FRESENIUS MEDICAL CARE NORTH AMERICA is a corporation organized under the laws 

of the State of New York having its headquarters and principal place of business at 920 Winter 

Street, Waltham, Massachusetts, 02451. 

12. Defendant FRESENIUS MEDICAL CARE HOLDINGS, INC. d/b/a 

FRESENIUS MEDICAL CARE NORTH AMERICA is a major provider of renal care products. 

It provides products for chronic kidney disease and it manufactures and distributes a variety of 

dialysis products and equipment, including dialysis machines, dialyzers and other dialysis-related 

supplies. 

13. Defendant FRESENIUS MEDICAL CARE HOLDINGS, INC. d/b/a 

FRESENIUS MEDICAL CARE NORTH AMERICA at all times relevant herein was in the 

business of designing, testing, manufacturing, labeling, advertising, marketing, promoting, 

selling and distributing NATURALYTE and/or GRANUFLO throughout the United States. 

14. Defendant FRESENIUS MEDICAL CARE HOLDINGS, INC. d/b/a 

FRESENIUS MEDICAL CARE NORTH AMERICA has transacted and conducted business 

throughout the United States. 

15. Defendant FRESENIUS MEDICAL CARE HOLDINGS, INC. d/b/a 

FRESENIUS MEDICAL CARE NORTH AMERICA has derived substantial revenue from 

goods and products designed, manufactured, marketed, advertised, promoted, sold, and/or 

distributed throughout the United States. 
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16. Defendant FRESENIUS USA, INC. is a corporation organized under the laws of 

the State of Massachusetts having its headquarters and principal place of business at 920 Winter 

Street, Waltham, Massachusetts, 02451. Defendant FRESENIUS USA, Inc manufactures and 

distributes equipment and disposable products for the treatment ofkidney failure by dialysis. 

17. Defendant FRESENIUS USA, INC. at all times relevant herein was in the 

business of designing, testing, manufacturing, labeling, advertising, marketing, promoting, 

selling and/or distributing NATURALYTE and/or GRANUFLO throughout the United States. 

18. Defendant FRESENIUS USA, INC. has transacted and conducted business 

throughout the United States. 

19. Defendant FRESENIUS USA, INC. has derived substantial revenue from goods 

and products designed, manufactured, marketed, advertised, promoted, sold and/or distributed 

throughout the United States. 

20. Defendant FRESENIUS USA MANUFACTURING, INC. is a corporation 

organized under the laws of the State of Delaware having its headquarters and principal place of 

business at 920 Winter Street, Waltham, Massachusetts, 02451. 

21. Defendant FRESENIUS USA MANUFACTURING, INC. at all times relevant 

herein was in the business of designing, testing, manufacturing, labeling, advertising, marketing, 

promoting, selling and/or distributing NATURALYTE and/or GRANUFLO throughout the 

United States. 

22. Defendant FRESENIUS USA MANUFACTURING, INC. has transacted and 

conducted business throughout the United States. 
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23. Defendant FRESENIUS USA MARKETING, INC. is a corporation organized 

under the laws of the State of Delaware having its headquarters and principal place of business at 

920 Winter Street, Waltham, Massachusetts, 02451. 

24. Defendant FRESENIUS USA MARKETING, INC. at all times relevant herein 

was in the business of designing, testing, manufacturing, labeling, advertising, marketing, 

promoting, selling and/or distributing NATURALYTE and/or GRANUFLO throughout the 

United States. 

25. Defendant FRESENIUS USA MARKETING, INC. has transacted and conducted 

business throughout the United States. 

26. Defendant FRESENJUS USA MARKETING, INC. has derived substantial 

revenue from goods and products used throughout the United States. 

27. Defendant FRESENIUS USA MARKETING, INC. expected or should have 

expected its acts to have consequences within this judicial district; and derives substantial 

revenue from interstate commerce transacted throughout the United States. 

28. Defendant FRESENJUS USA SALES, INC. is a corporation organized under the 

laws of the State of Massachusetts having its headquarters and principal place of business at 920 

Winter Street, Waltham, Massachusetts, 02451. 

29. Defendant FRESENIUS USA SALES, INC. at all times relevant herein was in the 

business of designing, testing, manufacturing, labeling, advertising, marketing, promoting, 

selling and/or distributing NATURALYTE and/or GRANUFLO throughout the United States. 

30. Defendant FRESENIUS USA SALES, INC. has transacted and conducted 

business throughout the United States. 
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31. Defendant FRESENlUS USA SALES, INC. has derived substantial revenue from 

goods and products used throughout the United States. 

32. Defendant FRESENlUS USA SALES, INC. expected or should have expected its 

acts to have consequences within this judicial district; and, derives substantial revenue from 

interstate commerce transacted throughout the United States. 

33. Upon information and belief, defendants FRESENlUS USA, INC, FRESENlUS 

USA MANUFACTURING, INC., FRESENIUS USA MARKETING, INC., and FRESENIUS 

USA SALES, INC. are wholly owned subsidiaries of defendants FRESENIUS MEDICAL 

CARE HOLDINGS, INC. and/or FRESENlUS MEDICAL CARE HOLDINGS, INC. d/b/a 

FRESENlUS MEDICAL CARE NORTH AMERICA. 

34. Defendant FRESENIUS MEDICAL CARE AG & CO. KGaA is a partnership 

limited by shares organized under the laws of Germany having its headquarters and principal 

place of business at Else-Kroner Str. 1,61352 Bad Homburg, Germany with a postal address of 

61346 Bad Homburg, Germany, 

35. Defendant FRESENIUS MEDICAL CARE AG & CO. KGaA, a partnership 

limited by shares, was formerly known as FRESENlUS MEDCIAL CARE AG, a stock 

corporation. FRESENIUS MEDICAL CARE AG & CO. KGaA is the same legal business entity 

as FRESENlUS MEDICAL CARE AG. 

36. Defendant FRESENlUS MEDICAL CARE AG & CO. KGaA is and was at all 

relevant times the parent company of defendants FRESENlUS MEDICAL CARE HOLDINGS, 

INC. and/or FRESENlUS MEDICAL CARE HOLDINGS, INC., d/b/a FRESENlUS MEDICAL 

CARE NORTH AMERICA. 
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37. Defendant FRESENIUS MEDICAL CARE AG & CO. KGaA at all times 

relevant herein was in the business of designing, testing, manufacturing, labeling, advertising, 

marketing, promoting, selling, and/or distributing, NATURALYTE and/or GRANUFLO 

throughout the United States, including this judicial district. 

38. Defendant FRESENIUS MEDICAL CARE AG & CO. KGaA has transacted and 

conducted business throughout the United States, including this judicial district. 

39. Defendant FRESENIUS MEDICAL CARE AG & CO. KGaA has derived 

substantial revenue from goods and products used throughout the United States, including this 

judicial district. 

40. Defendant FRESENIUS MEDICAL CARE AG & CO. KGaA expected or should 

have expected its acts to have consequences within this judicial district; and, derives substantial 

revenue from interstate commerce transacted throughout the United States, including this judicial 

district. 

41. Defendant FRESENIUS MEDICAL CARE MANAGEMENT AG is a 

corporation organized under the Jaws of Germany having its headquarters and principal place of 

business at Else-Kroner Str. I, 61352 Bad Homburg, Germany with a postal address of 61346 

Bad Homburg, Germany, 

42. Defendant FRESENIUS MEDICAL CARE MANAGEMENT AG is the general 

partner of defendant FRESENIUS MEDICAL CARE AG & CO. KGaA, and is responsible for 

the management of defendant FRESENIUS MEDICAL CARE AG & CO. KGaA. 

43. Defendant FRESENIUS MEDICAL CARE MANAGEMENT AG was the 

majority voting shareholder of FRESENIUS MEDICAL CARE AG & CO. KGaA, when it was 

known as FRESENIUS MEDICAL CARE AG, and was responsible for the management of 
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defendant FRESENIUS MEDICAL CARE AG & CO. KGaA, when it was known as 

FRESENIUS MEDICAL CARE AG. 

44. Defendant FRESENIUS MEDICAL CARE MANAGEMENT AG at all times 

relevant herein was in the business of designing, testing, manufacturing, labeling, advertising, 

marketing, promoting, selling and distributing NATURALYTE and/or GRANUFLO throughout 

the United States, including this judicial district. 

45. Defendant FRESENIUS MEDICAL CARE MANAGEMENT AG has transacted 

and conducted business throughout the United States, including this judicial district. 

46. Defendant FRESENIUS MEDICAL CARE MANAGEMENT AG expected or 

should have expected its acts to have consequences within this judicial district; and derives 

substantial revenue from interstate commerce transacted throughout the United States, including 

this judicial district. 

47. Defendant FRESENIUS MEDICAL CARE MANAGEMENT AG is and was at 

all times relevant herein a wholly owned subsidiary of defendant FRESENIUS SE & CO. KGaA. 

48. Defendant FRESENIUS SE & CO. KGaA is a partnership limited by shares 

organized under the laws of Germany having its headquarters and principal place of business at 

Else-Kroner Str. I, 61352 Bad Homburg, Germany with a postal address of 61346 Bad 

Homburg, Germany. 

49. Defendant FRESENIUS SE & CO. KGaA was formerly known as FRESENIUS 

SE, which was formerly known as FRESENIUS AG. Defendant FRESENIUS SE & CO. KGaA 

is the same legal business entity as FRESENIUS SE and FRESENIUS AG. 

50. Defendant FRESENIUS SE & CO. KGaA at all times relevant herein was in the 

business of designing, testing, manufacturing, labeling, advertising, marketing, promoting, 
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selling and/or distributing NATURALYTE and/or GRANUFLO throughout the United States, 

including this judicial district. 

51. Defendant FRESENIUS SE & CO. KGaA has transacted and conducted business 

throughout the United States, including this judicial district. 

52. Defendant FRESENIUS SE & CO. KGaA has derived substantial revenue from 

goods and products used throughout the United States, including this judicial district. 

53. Defendant FRESENIUS SE & CO. KGaA expected or should have expected its 

acts to have consequences within this judicial district; and derives substantial revenue from 

interstate commerce transacted throughout the United States, including this judicial district. 

54. Defendant FRESENIUS MANAGEMENT SE is a corporation organized under 

the laws of Germany having its headquarters and principal place of business at Else-Kroner Str. 

1, 61352 Bad Homburg, Germany with a postal address of 61346 Bad Homburg, Germany. 

55. Defendant FRESENIUS MANAGEMENT SE is the general partner of 

FRESENIUS SE & CO. KGaA and is responsible for the management of defendant 

FRESENIUS SE & CO. KGaA. 

56. Defendant FRESENIUS MANAGEMENT SE was the majority voting 

shareholder of FRESENIUS SE & CO. KGaA when it was known as FRESENIUS SE, and was 

responsible for the management of defendant FRESENIUS SE & CO. KGaA, when it was 

known as FRESENIUS SE. 

57. Defendant FRESENIUS MANAGEMENT SE was the majority voting 

shareholder of FRESENIUS SE & CO. KGaA when it was known as FRESENIUS AG, and was 

responsible for the management of defendant FRESENIUS SE & CO. KGaA, when it was 

known as FRESENIUS AG. 
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58. Defendant FRESENIUS MANAGEMENT SE at all times relevant herein was in 

the business of designing, testing, manufacturing, labeling, advertising, marketing, promoting, 

selling and/or distributing NATURALYTE and/or GRANULFO in the stream of commerce for 

use by the public, including Plaintiffs. 

59. Defendant FRESENIUS MANAGEMENT SE has transacted and conducted 

business throughout the United States, including this judicial district. 

60. Defendant FRESENIUS MANAGEMENT SE has derived substantial revenue 

from goods and products used throughout the United States, including this judicial district. 

61. Defendant FRESENIUS MANAGEMENT SE expected or should have expected 

its acts to have consequences within this judicial district and derives substantial revenue from 

interstate commerce transacted throughout the United States, including this judicial district. All 

defendants are hereinafter referred to collectively as "Defendants" or "Fresenius". 

62. At all relevant times herein, all Defendants were in the business of promoting, 

manufacturing, labeling, and/or distributing NaturaLyte and/or GranuFlo. Defendants do 

business throughout the United States and at all relevant times hereto, marketed, promoted, 

warranted and/or sold NaturaLyte and/or GranuFlo in this judicial district. 

63. Defendants do not include any health care providers, any physician, hospital, 

health maintenance organization, dialysis centers, ambulatory surgical center, long-term care 

facility, registered or licensed practical nurse, pharmacist, physician-in-training, or any other 

person or entity that provides health care. 
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III. JURISDICTION AND VENUE
 

64. Federal subject matter jurisdiction in the constituent actions is based upon 28 

U.S.C. § 1332(a), in that in each of the constituent actions there is complete diversity among 

Plaintiffs and Defendants and the amount in controversy exceeds $150,000. 

65. Defendants have significant contacts with this federal judicial district and the one 

identified in the Short Form Complaint filed by each Plaintiff, such that they are subject to the 

personal jurisdiction of both this Court and the Court indentified in the Short Form Complaint. 

66. A substantial part of the events and omissions giving rise to Plaintiffs' causes of 

action occurred in this federal judicial district and the one identified in the Short Form 

Complaint. 

67. Pursuant to 28 U.S.c. § 1391(a), venue is proper in this district and the district 

identified in the Short Form Complaint. 

IV. FACTUAL ALLEGATIONS 

A. DIALYSIS GENERALLY 

68. Defendants designed, manufactured, labeled, promoted, distributed, marketed, 

and/or sold NaturaLyte and/or GranuFlo. These concentrates are used during hemodialysis 

procedures. 

69. The kidneys have important roles in maintaining health. When healthy, the 

kidneys clean the body's blood by maintaining the body's internal equilibrium of water and 

minerals (sodium, potassium, chloride, calcium, phosphorus, magnesium, sulfate). The acidic 

metabolism end-products that the body cannot get rid of via respiration are also excreted through 

the kidneys. 

70. When kidneys fail, patients need a treatment to replace the work that the failed 
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kidneys did. Treatment includes either a kidney transplant or dialysis. 

71. Dialysis is a method of treating acute and chronic kidney disease, especially 

where conservative treatment has been judged inadequate. 

72. Dialysis is a procedure used to clean the blood in patients who have suffered end-

stage renal disease (also known as renal failure or kidney failure). 

73. There are two types of dialysis: peritoneal dialysis and hemodialysis. 

Hemodialysis is the most common way to treat advanced kidney failure and is often used to treat 

acute kidney failure. 

74. Patients receive hemodialysis in a dialysis center, at home or in a hospital. Many 

people receive hemodialysis treatments three times per week in sessions of three to five hours 

each. This is known as conventional hemodialysis. 

75. The procedure can help patients carry on an active life despite failing kidneys. 

76. The goal of hemodialysis is to replace the functions of the patient's non-working 

kidneys. These functions include the removal of waste products that build up in the blood such 

as creatinine and urea; the appropriate adjustment of electrolyte levels (including potassium, 

calcium, and sodium); the correction of the acidosis (acid state) that tends to develop in these 

patients; and the removal of excess water that tends to accumulate in kidney failure patients. 

77. Acidosis is an increased acidity in the blood as a result of the body's inability to 

excrete acid due to kidney failure. 

78. Acidosis is a typical occurrence for patients in kidney failure. 

79. Severe acidosis can lead to shock or death. 

80. Dialysis attempts to correct an acidotic state, in part, by adding bicarbonate to the 

patient's blood. 
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81. The opposite of acidosis is alkalosis where a patient's blood has excess base 

(alkali). 

82. Alkalosis is caused by too much bicarbonate in the blood. 

83. Symptoms of alkalosis include confusion, tremors, light-headedness, muscle 

twitching, nausea, vomiting, numbness or tingling, in the face, hands or feet. 

84. Alkalosis can cause a patient to experience seizures, severe breathing difficulties, 

cardiac arrhythmias and/or death. 

85. The keys of dialysis are 1) removal of waste products from the body; 2) the 

promotion of electrolyte balance in the blood; and 3) the addition of bicarbonate to the patient's 

blood to correct acidosis. 

86. A person undergoing hemodialysis is connected to a hemodialysis machine 

(dialyzer) and then blood is removed from the body. Blood from a patient's artery circulates 

through the dialyzer and is returned to the body through a vein. 
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87. In the dialyzer, the blood passes through tiny tubes made of a semi-permeable 

membrane. Surrounding these tubes and flowing in the opposite direction from the blood (but 

not mixing with the blood itself) is a liquid solution known as dialysate. The semi-permeable 

membrane has tiny pores that allow small molecules to cross or diffuse through the membrane. 

88. Diffusion is the process whereby random molecular motion causes a substance to 

go from an area of higher concentration to an area of lower concentration. Diffusion is a major 

physical activity, amongst other physical activities in the dialysis process. 

89. During hemodialysis, the blood is pumped through the dialyzer in one direction 

and the dialysate is pumped in the opposite direction. Since the dialysate solution contains none 

of the waste products that are in the patient's blood (urea and creatinine), those waste products 

naturally diffuse through the membrane into the dialysate solution and are removed from the 

blood. 
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90. Depending on the electrolyte balance of the patient, the nephrologist may order a 

particular dialysate solution containing specific amounts of potassium, sodium, magnesium, and 

calcium. 
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91. Thus, for example, if a patient has a relatively high potassium level, the 

nephrologist may order a lower potassium solution to be utilized in the dialysate so that more 

potassium will diffuse across the membrane out the patient's blood and thus restore a proper 

electrolyte balance. 

92. After several hours on the dialysis machine, and with this process of diffusion 

ongoing continuously, the patient's blood is cleaned of its excess waste products and presumably 

has had its electrolyte balance reestablished. 

93. The dialysate used during dialysis is a mixture of I) a bicarbonate concentrate and 

2) an acid concentrate (Granuflo and/or NaturaLyte are the acid concentrate portions). The 

dialysate (bicarbonate and acid solutions) then flows through the dialyzer and interacts with the 

patient's blood. 

94. Bicarbonate concentrate is used on all dialysis patients, but the amount of 

bicarbonate a patient receives can be adjusted. 

95. Patients in renal failure tend to become acidotic, and that problem is corrected 

primarily by adding bicarbonate to their blood. Therefore, all dialysate solutions contain 

bicarbonate to correct the naturally occurring acidosis in patients in renal failure. 

B. NATURALYTE AND GRANUFLO 

96. NaturaLyte and/or Granuflo are acid concentrates used in the creation of 

dialysate. 

97. GranuFlo and/or NaturaLyte have been on the market for many years and are 

unique in the dialysis treatment world in that they contain sodium diacetate. Through this 

formulation, GranuFlo and/or NaturaLyte increase the amount of acetate in dialysate (the fluid 
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and solutes in a dialysis process that flow through the dialyzer machine) compared to more 

traditional formulations made with acetic acid. 

98. Defendants engaged in the design, manufacture, production, testing, study, 

research, inspection, mixture, labeling, marketing, advertising, sales, promotion and/or 

distribution of NaturaLyte and/or GranuFlo. These concentrates are used during hemodialysis 

procedures. 

99. Defendants manufacture, sell, and promote dialysis products in both the U.S. and 

the world. Their market share is the largest in both the U.S. and the world. 

100. Defendants manufacture, label, promote, and sell dialysis machines and dialysis 

products including but not limited to dialyzers, blood lines, needles, and dialysis concentrate. 

101. Fresenius facilities use Defendants' dialysis products. Defendants also sell and 

market their products to other dialysis facilities including to many clinics that compete with 

Fresenius facilities, including but not limited to DaVita Dialysis Centers, Dialysis Clinics Inc. 

(DCI), and Renal Ventures Management LLC, among others. 

102. When introduced into the body, the acetate contained in acid concentrates is 

converted into bicarbonates by the liver, which increases bicarbonate levels in the blood. 

103. NaturaLyte and/or GranuFlo are dry powders. 

104. The purported advantage of NaturaLyte and/or GranuFlo is to allow dialysis 

clinics to mix their own acid concentrate (with water at the clinics) so that Defendants did not 

have to ship liquid acid concentrate in large SS gallon drums around the world, which had 

become expensive. Thus NaturaLyte and/or GranuFlo was designed, in part, to save costs since 

only the dry acid concentrate was being shipped. 
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105. All acid concentrates (liquid or dry) contain acid. Liquid products contain 

acetate, whereas NaturaLyte and/or GranuFlo contain sodium diacetate. 

106. During dialysis, one of the goals is to reestablish the patient's proper electrolyte 

balance. Patients in renal failure tend to become acidotic, and that problem is corrected 

primarily by adding bicarbonate to their blood. Therefore, all dialysate solutions contain 

bicarbonate to correct the naturally occurring acidosis in patients in renal failure. 

107. NaturaLyte and/or GranuFlo contain sodium diacetate (two acetates), whereas 

other products contain only acetic acid with one acetate. Once in the body, acetate is converted 

by the patient's liver into bicarbonate. Because NaturaLyte and/or GranuFlo results in two 

acetate molecules, conversion by the liver results in two molecules ofbicarbonate. Thus, the net 

effect of using a dialysate that contains diacetate is that the patient is exposed to an unanticipated 

amount of bicarbonate and consequently an unanticipated amount of total buffer that exceeds 

what was intended and ordered by the physician attending to the patient. The conversion of 

diacetate in the liver to two molecules of bicarbonate results in a higher total buffer than ordered 

by the physician. 

108. Bicarbonate levels are described in terms of milliequivalents per liter (mEq/L). 

When GranuFlo and/or NaturaLyte is used, it adds 8 mEq/L to the total amount of buffer 

(bicarbonate) delivered to the patient in comparison to other dialysates which do not exceed 4 

mEq/L. In 2005, Fresenius estimated that, "for every 4 meq/L increase in the dialysate total 

buffer there will be a corresponding I - 2 meq/L change in the pre dialysis serum bicarbonate". 

109. The net effect of administering GranuFlo and/or NaturaLyte to patients is that 

because of the sodium diacetate formulation, a significant number of dialysis patients develop 

unexpectedly elevated levels of bicarbonate in their blood. Patients with elevated bicarbonate 
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levels in their blood suffer from metabolic alkalosis, the opposite of acidosis, and high 

bicarbonate levels in the blood increases a patient's risk of cardiopulmonary arrest ("CP") or 

sudden cardiac arrest. 

110. "Total buffer" includes both bicarbonate from bicarbonate dialysate and 

bicarbonate resulting from the metabolism of the two acetate molecules, resulting from the 

dissociation of sodium diacetate, contained in the acid dialysate., i.e., GranuFlo Dry Acid 

Concentrate and/or NaturaLyte Dry Acid Concentrate. If for example there are 33 mEqlL from 

the bicarbonate concentrate, which is delivered in the dialysate in conjunction with the acetate, 

and 4 mEqlL of acetate from the acid concentrate, the total buffer level is 37 mEqlL. However, 

where NaturaLyte and/or GranuFlo (a dry acid concentrate) is used, and there are 33 mEqlL from 

the bicarbonate concentrate, because NaturaLyte and/or GranuFlo contains diacetate and not 

acetate, the contribution to the total buffer from the acid concentrate will be 8 m Eq/L. In such 

cases, the total buffer would be 41 mEqIL and not 37 mEq/L as with acetate instead of diacetate. 

III. At all relevant times of this lawsuit, Defendants knew, or should have known, that 

the concentration of acetic acid or sodium diacetate (acetic acid plus acetate) contained in 

NaturaLyte and/or GranuFlo, respectively, was leading to a dangerous increase in serum 

bicarbonate levels in patients undergoing hemodialysis. Defendants knew, or should have 

known, that this contributes to metabolic alkalosis, which is a significant risk factor associated 

with many health problems including heart arrhythmia, cardiopulmonary arrest and sudden 

cardiac death. 

I 12. Defendants have been aware for years that disparities between the prescribed 

dialysate bicarbonate levels, total buffer levels, and bicarbonate settings and readings on the 

dialysis machines have been a long-term problem in dialysis care. 
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lB. Defendants have been aware for years that the warnings, training and instructions 

related to NaturaLyte and/or GranuFlo were inadequate and non-existent. Defendants have also 

been aware for years that changing the design of the products was possible and would have 

easily avoided the dangers relating to the disparities between the prescribed dialysate bicarbonate 

levels, total buffer levels, and bicarbonate settings and readings on the dialysis machines. 

114. Through information and belief, the NaturaLyte and/or Granuflo product line saw 

steadily increased market share since its introduction, and as of2012 was used by the majority of 

nearly 400,000 hemodialysis patients in the U.S. 

C. INCREASED BICARBONATE LEVELS CAN ADVERSELY AFFECT 
THE HEART 

115. The heart is a four chambered muscle that must beat rhythmically and regularly to 

pump blood throughout the body. The rhythmic beating is controlled by an electrical circuit 

within the heart. 

116. The electrical conduction of the heart is affected by many of the electrolytes that 

are adjusted during dialysis. The most commonly recognized of these electrolytes is potassium. 

117. Sudden cardiac arrest or cardiopulmonary arrest occurs when the rhythmic 

beating of the heart becomes irregular so that the heart can no longer pump blood effectively. 

The most commonly referenced irregular heart beat that leads to sudden death is v-fib 

(ventricular fibrillation). This occurs when the ventricles of the heart simply quiver instead of 

actually contract or beat. The quivering ventricles do not pump blood, and if not corrected 

within minutes, the patient will die. 

118. The human body has an elaborate mechanism to maintain its blood pH and its 

bicarbonate levels within a very narrow range. Patients with renal failure become acidotic (low 
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blood pH) and need to have their acidosis corrected by the addition of bicarbonate, which is 

always done during dialysis. 

119. If the patient receives too much bicarbonate, he or she can be pushed outside the 

normal or tolerated range and become alkalotic (high blood pH). An elevated blood bicarbonate 

level is not something that commonly occurs in patients who are not on dialysis because the 

kidneys are very efficient at controlling the amount of bicarbonate in the blood. 

120. When patients receive too much bicarbonate, as can occur with the use of 

NaturaLyte and/or Granuflo as alleged supra, an electrolyte imbalance can occur. Among other 

physiological changes, a patient's potassium and calcium may shift on a cellular level, resulting 

in a significant increase in the potential for an arrhythmia or fibrillation. 

121. The manufacturer of a product used in hemodialysis, such as an acid concentrate, 

has a duty to advise and/or warn prescribing physicians and/or healthcare facilities of any and all 

risks, concerns, defects and other safety information regarding said product and its use. 

D. FDA APPROVAL OF GRANUFLO 

122. On or about July 17, 1991, FDA cleared K911459, GranuLyte via the 51O(k) 

process upon Defendants statements that GranuLyte was substantially equivalent to a predicate 

product. 

123. The purpose of a 510(k} submission is to demonstrate that a device is 

"substantially equivalent" to a predicate device (one that has been cleared by the FDA or 

marketed before 1976). 

124. Human studies are not required for 51O(k) clearance. FDA needs only to see that 

the product at issue in the 510(k} submission is substantially similar to a product already on the 

market either through FDA approval or clearance. 
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125. In other words a 51O(k) process allows manufacturers to piggyback off a predicate 

device to demonstrate safety by showing their device is substantively equivalent to those 

predicate devices for which safety has already been established. 

126. The FDA does not "approve" 510(k) submissions. It "clears" them as 

substantially equivalent if they have the same intended use as predicate devices. In other words, 

devices that do not have the same intended use cannot be substantially equivalent. 

127. The FDA does not conduct product testing relating to safety or efficacy of any 

product. FDA relies and mandates that manufacturers do the proper testing to assure both safety 

and efficacy. 

128. Marketing of a cleared device cannot begin until the company receives a 

clearance letter from the FDA. 

129. It is not legal to advertise a 51O(k) cleared device as "FDA-approved." 

130. The predicate product Fresenius relied upon for substantial equivalence with 

respect to GranuLyte was Renal Systems Renapak Concentrate Mixing System, K840182. 

131. Renal Systems Renapak Concentrate Mixing System had received clearance 

through the 510(k) process in or about 1984. The FDA reference number is K840182. 

132. Renal Systems Renapak Concentrate Mixing System, K840182 was a dry 

dialystate concentrate mixing system. 

133. Renal Systems Renapak Concentrate Mixing System, K840182, was cleared 

based upon the company's assurance that its product was substantially equivalent to a liquid 

dialysate product. 

134. Renal Systems Renapak Concentrate Mixing System, K840 182 included a dry 

acid concentrate made up of sodium acetate. 
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135. The predicate product that Defendants claimed its GranuLyte powder 

concentrations to be similar to was Renal Systems Renapak Concentrate Mixing System, also a 

dry powder concentrate. 

136. Defendants' GranuLyte product that was the subject of the K911459, 1991 

clearance, the same applications that Defendants claimed to be substantially equivalent to the 

Renal Systems Renapak Concentrate Mixing System containing sodium acetate, actually 

contained Sodium Diacetate in its dry acid concentrate. 

137. Defendants recognized that the acid component was different, but also 

represented in a memorandum to FDA dated February 6, 1991 that, "...the use of sodium 

diacetate or acetic acid will have no effect on the final content of the solution. One would not be 

able to tell, in fact, whether acetic acid or sodium diacetate had been used." 

138. Upon information and belief, Defendants did not conduct any safety studies on 

the change from acetate to diacetate in its acid concentrate. 

139. Defenants' GranuLyte K911459 cleared in 1991, contained 4.0 mEq/L of sodium 

diacetate in its acid concentrate. When properly mixed with the bicarbonate concentration, the 

final dialysate contained 10.4 GmIL of acid. 

140. Upon information and belief, this is the first time sodium diacetate was used in 

hemodialysis. 

141. In April 1992, Defendants submitted a premarket notification of their intent to 

market GranuLyte Dialysate Concentrate (a granulated formula) to the FDA. The April 1992 

submission was made pursuant to a 51O(k) application. 

142. This submission is FDA reference number K22005. 

143. GranuLyte that was the subject of the April 1992 51O(k), K22oo5, contained 14.9 
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Gm/L of sodium diacetate, an increase of sodium diacetate from the amount approved by FDA in 

1991. The FDA eventually cleared Granulyte in a granulated (dry) formula on March 30,1994. 

The FDA's decision, in part, was based on the claim by Fresenius that the product was 

substantially equivalent to the dialysate products already on the market, specifically K911459 

containing 10.4 Gm/L of sodium diacetate. In additional support for increasing the amount of 

sodium diacetate in its product, Fresenius' application relied upon a list of three other 

manufacturers' approved products, represented by Fresenius only as being "similar" to 

GranuLyte, which upon information and belief, included sodium acetate, NOT sodium diacetate. 

144. Later that year, on or about September 8, 1992, Fresenius changed the trade-name 

from GranuLyte to GranuFlo. 

145. Upon information and belief, by no later than 1997, GranuFlo contained 8 mEq/L 

of sodium diacetate. According to the publicly available information at FDA, Fresenius did not 

submit a 51O(k)application to allow for this increase in sodium diacetate. 

146. On or about August, 2002, Defendants again submitted a 51O(k) submission to 

alter GranuFlo. 

147. Fresenius again submitted a 510(k) submission for the "Fresenius Naturalyte 

Granuflo Dry Acid Concentrate?' 

148. This submission is referenced by K030497. 

149. Fresenius stated in its summary that "The Fresenius Naturalyte Granuflo Dry 

Acid Concentrate is designed to be used as direct product replacement for the current Granuflo 

Concentrate (Series 1000,2400 and 3000)." 

150. Fresenius also assured the FDA that "the new Fresenius Naturalyte Granuflo Dry 

Acid Concentrate has the same chemical composition as the predicate devices." Those predicate 

I See Fresenius 51O(k) submission, KOJ0497. 
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devices identified were K911459, when Fresenius first began using sodium diacetate in 1991, 

and K922055 when Fresenius increased the amount of sodium diacetate in its concentrates in 

1994. 

151. It was not until on or about January 14, 2003, that FDA eventually cleared 

Fresenius' 51O(k) submission. 

E.	 DEFENDANTS KNEW THERE WERE PROBLEMS WITH 
BICARBONATE LEVELS 

152. Fresenius understood by March 23, 200 I that "total buffer" was an issue that was 

being confused at the clinic level. Fresenius understood that clinics seemed to be confused with 

the bicarbonate delivery during dialysis. 

153. On or about this date, Fresenius Medical Officer Michael Lazarus, M.D. told 

Fresenius medical directors that "[t]here is apparently confusion regarding bicarbonate delivery 

and the labeling on bicarbonate and acid concentrate products." 

154. In that same memo, Dr. Lazarus explained that dialysis machines must be 

calibrated differently depending upon the acid concentrate used and stated "When GranuFlo is 

used, an advantage accrues in that there is a greater amount of acetate available to be 

metabolically converted to bicarbonate in the body." Dr. Lazarus stressed, "[T]he total buffer is 

the sum of the acetate and bicarbonate." 

155. Dr. Lazarus concluded the memo by telling Fresenius medical directors that they 

"must" observe and monitor the patient's serum bicarbonate level to determine that the 

prescribed dialysate bicarbonate is actually being delivered and is appropriate for the patient 

considering the "total buffer." 

156.	 Defendants did not communicate this information to non-Fresenius entities. 

157.	 In or about 2004, Defendants conducted a retrospective study of dialysis patients 
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who had converted from previously approved acid concentrates to GranuFlo containing diacetate 

between August 2002 and April 2003 ("2004 Retrospective Study"). 

158. Upon information and belief, the goal of Defendants' 2004 Retrospective Study 

was to determine the efficacy of acid concentrate containing diacetate (i.e., GranuFlo) in 

improving pre-dialysis bicarbonate levels and/or reducing metabolic acidosis when compared 

with a standard acid concentrate. 

159. In or about 2004, Defendants evaluated the results of their 2004 Retrospective 

Study, which revealed: 

a.	 higher than normal pre-dialysis bicarbonate levels as a result of the administration 
of GranuFlo containing diacetate; 

b. higher	 than normal post-dialysis bicarbonate levels as a result of the 
administration of GranuFlo containing diacetate; and 

c.	 an increase in cases of metabolic alkalosis as a result of the administration of 
GranuFlo containing diacetate. 

160. As a result of their 2004 Retrospective Study, Defendants were on notice and/or 

should have been on notice of the foregoing. 

161. Defendants did not communicate this information to non-Fresenius entities or 

with the FDA. 

162. Upon information and belief, despite the results of their 2004 Retrospective Study 

and their knowledge of the severe health risks associated with NaturaLyte and/or GranuFlo, 

Defendants intentionally and willfully concealed their knowledge of these results and/or the 

increased severe health risks associated with NaturaLyte and/or GranuFlo from the FDA, the 

medical community, the Plaintiffs, the Plaintiffs' treating physicians and/or healthcare providers 

and the public. 

163. Upon information and belief, despite the results of their 2004 Retrospective Study 
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and their knowledge of these results and/or the increased severe health risks associated with 

NaturaLyte and/or GranuFlo, Defendants failed to advise and/or warn all doctors and/or other 

healthcare providers treating patients with NaturaLyte and/or GranuFlo to reduce the amount of 

bicarbonates being administered to and/or received by the patient during dialysis to take into 

account the additional bicarbonates that these individuals were receiving from NaturaLyte and/or 

GranuFlo. 

164. In or about 2003, at or about the same time the 2004 Retrospective Study was 

being conducted, Defendants conducted a mortality study of hemodialysis patients ("Defendants' 

2003 Mortality Study"). 

165. The data and/or information underlying Defendants' 2003 Mortality Study as well 

as the exact results remain in the custody and/or possession of Defendants. 

166. Upon information and belief, Defendants evaluation of the results of their 2003 

Mortality Study revealed an increase in death risk for patients whose pre-dialysis serum 

bicarbonate levels were at or above 24 mEq/L. 

167. Upon information and belief, Defendants evaluation of the results of their 2003 

Morality Study revealed a 20% increase in death risk for patients whose pre-dialysis serum 

bicarbonate levels were at or above 28 mEq/L. 

168. As a result of Defendants' 2003 Mortality Study and 2004 Retrospective Study, 

Defendants were on notice and/or should have been on notice that the administration of 

NaturaLyte and/or GranuFlo containing diacetate resulted in a significant increase in serum 

bicarbonate levels, which in tum resulted in an increase in death risk for patients receiving 

NaturaLyte and/or GranuFlo. 

169. As a result of Defendants' 2003 Mortality Study and 2004 Retrospective Study, 
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Defendants were on notice and/or should have been on notice that the design of NaturaLyte 

and/or GranuFlo was defective. 

170. Defendants were on notice and/or should have been on notice of their obligation 

to report the results of their 2003 Mortality Study and 2004 Retrospective Study to the medical 

community, the Plaintiffs, the Plaintiffs' treating physicians, the Plaintiffs' healthcare providers, 

the FDA and/or the public. 

171. Upon information and belief, despite the results of their 2003 Mortality Study and 

2004 Retrospective Study and their knowledge of the defectiveness and/or severe health risks 

associated with NaturaLyte and/or GranfuFlo, Defendants intentionally and willfully concealed 

their knowledge of these results and/or the increased severe health risks associated with 

NaturaLyte and/or GranuFlo from the FDA, the medical community, the Plaintiffs, the Plaintiffs' 

treating physicians and healthcare providers and the public. 

172. Upon information and belief, despite the negative safety results of their 2003 

Mortality Study and/or 2004 Retrospective Study, Defendants affirmatively misrepresented that 

NaturaLyte and/or GranuFlo was more effective and safer than other acid concentrates on the 

market. 

173. Defendants advertised and/or marketed that the use of NaturaLyte and/or 

GranuFlo resulted in a 33% reduction in the prevalence of acidosis, without any timely and 

adequate disclosure of the deleterious effects of alkalosis. 

174. Based upon the results of their 2004 Retrospective Study, at all relevant times, 

Defendants advised doctors, dialysis clinics and/or healthcare providers to use NaturaLyte and/or 

GranuFlo over other acid concentrate on the market to prevent and/or treat metabolic acidosis. 

175. Based upon the results of their 2004 Retrospective Study, at all relevant times, 
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Defendants advised doctors, dialysis clinics and/or healthcare providers to use NaturaLyte and/or 

GranuFlo over other acid concentrate on the market to increase pre-dialysis serum levels to 

greater than 20 mEq/L. 

176. Based upon the results of their 2004 Retrospective Study, at all relevant times, 

Defendants advised doctors, dialysis clinics and/or healthcare providers to use NaturaLyte and/or 

GranuFlo over other acid concentrate on the market and did not counsel doctors, dialysis clinics 

and/or healthcare providers to pay attention to the increase in serum bicarbonate levels as a result 

of the use of NaturaLyte and/or GranuFlo. 

177. In October, 2004, The Dialysis Outcomes and Practice Patterns Study ("DOPPS") 

was published in the American Journal of Kidney Diseases. 

178. The authors concluded that there is a significantly increased risk for mortality for 

patients with a very high pre-dialysis serum bicarbonate level (>27 mEq/L). The authors 

suggested that mild pre-dialysis acidosis may be beneficial. They stressed the need for 

evaluation and correction of both pre-dialysis severe acidosis and alkalosis. «18 mEq/L or >27 

mEq/L). 

179. Defendants knew or should have known that high serum bicarbonate levels 

increases the patients' risk of mortality. Defendants knew or should have known by October, 

2004 that alkalosis pre-dialysis can be just as dangerous and/or more dangerous than mild 

acidosis. 

180. Defendants knew or should have known by July 5, 2005 that the mean 

bicarbonate levels in patients who were being administered NaturaLyte and/or Granuflo, were 

rising and that in fact some patients were actually alkalotic pre-dialysis instead of acidotic. 

Defendants knew or should have known that there was still confusion in the clinics about the 
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added bicarbonate delivered by NaturaLyte and/or GranuFlo. 

181. In an internal company memorandum, dated on or about July 5, 2005, 

Defendants' Chief Medical Officer informed Defendants' medical directors that in just a few 

years of using GranuFlo in Defendants' own clinics, the mean bicarbonate for Fresenius patients 

had risen from 20 mmollL to 24 mmol/L, 

182. In that same July 5, 2005 memorandum, Defendants' Chief Medical Officer 

communicated to the Defendants' medical directors of the fact that some patients are actually 

now alkalotic pre-dialysis. 

183. In that same July 5, 2005 memorandum, Defendants' Chief Medical Officer 

communicated to the Defendants' medical directors that mortality increases when the serum 

bicarbonate levels are >28. Defendants' Chief Medical Officer communicated to the 

Defendants' medical directors that GranuFlo delivers an additional 4 mEqlL of sodium acetate 

(total 8 mEq/L). "The acetate concentration in GranuFlo is double that of traditional liquid acid 

concentrates." 

184. In that same July 5, 2005 memorandum, Defendants' Chief Medical Officer 

communicated to the Defendants' medical directors that it is important to understand and 

prescribe the proper bicarbonate concentration to deliver the desired total buffer. 

185. Defendants did not communicate the information contained in the July 5, 2005 

internal memo to non-Fresenius entities or with the FDA. 

186. By April, 2009, Defendants knew or should have known that there was still a 

problem in the clinics with pre-dialysis bicarbonate levels of the patients and the delivery of 

NaturaLyte and/or GranuFlo. 

187. In an internal memo, dated April 13, 2009, "Dialysate Concentrate Change and 
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Bicarbonate/Buffer," Drs. Lazarus and Hakim, the Medical Officers for Fresenius tell the 

Fresenius Medical Directors that there still seems to be confusion about bicarbonate settings and 

prescriptions for bicarbonate. Drs. Lazarus and Hakim explain that the bicarbonate setting on the 

machines represents only the bicarbonate level in the dialysate. "This number does NOT include 

the 4 mEq/L of acetate delivered by the liquid acid solution or the 8 mEq/L of acetate delivered 

by the GranuFlo acid powder." 

188. In that same April 13, 2009 memorandum, Drs. Lazarus and Hakim recommend 

that patients have a dialysis prescription that maintains the patient with a pre-dialysis serum 

bicarbonate in the range of 20-23 mEq/L. They also reference "several in-depth discussions" of 

the bicarbonate delivery available for review, (Dec. 7,2000, March 21,2001, and July S. 2007). 

and "encouraged" the directors or nursing staff to review them all. 

189. Defendants did not communicate the information contained in the April 13. 2009 

memo to non-Fresenius entities or with the FDA. 

190. In April 2009, a conference of nephrologists and dialysis practitioners and 

providers was held in Boston, Massachusetts. Its title was: "ESRD: State of the Art and Charting 

the Challenges for the Future." It was attended by Fresenius employees, including Raymond 

Hakim, M.D., Ph.D., who at the time was Chief Medical Officer for Fresenius Medical Care. Dr. 

Hakim served on the Steering Committee for the conference. 

191. During the conference, cardiopulmonary arrest was noted to be the number 

ranking cause of death for dialysis patients. accounting for 59% of cardiovascular-related deaths 

among dialysis patients. It was concluded that cardiovascular-related deaths were caused by 

uremic cardiomyopathy, characterized by left ventricular hypertrophy (LVH), LV dysfunction. 

and LV dilatation, and not due to atherosclerotic heart disease. 
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192. Sometime in 2009 or 2010, Fresenius revised the manual used by operators for 

certain Fresenius-manufactured dialysis machines, including the 2008T model. The revisions 

instructed users, "When entering the Acetate value for GranuFlo concentrate, only half of the 

listed value on the label should be entered. For example. if the label shows an Acetate value of 

8. then only enter 4." (2008T Machine Operator's Manual PIN 490122 Rev E Copyright 2008­

2010). 

193. From 2008 through 2010 Fresenius failed to provide notification to all users of 

NaturaLyte and/or GranuFlo, of the necessity to "halve" Acetate levels when setting the 

parameters on dialysis machines while using these products. To the extent Fresenius provided 

information, it did so partially, selectively and haphazardly in a way calculated to avoid general 

dissemination of necessary warnings, instructions and problems associated with its products. 

Fresenius' failure to fully and forthrightly inform and warn the medical/dialysis community 

directly affected patient health and safety and led to the deaths of innumerable patients. 

194. Sometime after the Boston Conference, Dr. Hakim undertook a study of patients 

who suffered cardiopulmonary arrest and sudden cardiac death in Fresenius clinics during 20 10, 

which it first reported in an Internal Memorandum to Fresenius Clinic Medical Directors on 

November 4,2011. 

195. In an internal memorandum dated November 4, 2011, the Fresenius Medical 

Office reports Dr. Hakim's findings of his case-control study of 941 patient deaths in 667 

Fresenius clinics. Fresenius tells the Fresenius medical directors that alkalosis is a significant 

risk factor associated with cardiopulmonary arrest. "The major cause of metabolic alkalosis in 

dialysis patients is inappropriately high dialysate total buffer concentration." He reports: 

a. Over time, there has been increasing serum bicarbonate levels 
pre-dialysis. "This issue needs to be addressed urgently." 
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b.	 Unadjusted OR=8.3 for cardiac event in patients pre-dialysis 
serum level >28 mEqlL. adjusted 6.3. 

c.	 Again states that GranuFlo delivers more acetate and thus 
more bicarb than other formulas, 

196. The internal November 4, 2011 memorandum went on to further state in its 

"summary of findings" that: "The current analysis determined that: "borderline elevated pre-

dialysis bicarbonate levels and over alkalosis are significantly associated with 6 to 8 fold greater 

increase ofcardiopulmonary arrest and sudden cardiac death in the dialysis facility." (italics in 

original). " "In light of these troubling findings, we strongly recommend that physicians adjust 

dialysate bicarbonate prescriptions monthly for individual patients, with immediate attention to 

patients with serum pre-dialysis bicarbonate level of >24 mEqlL." The memo further urges that 

this dangerous issue "needs to be addressed urgently." 

197. Despite Defendants' knowledge of this significant patient safety risk, Fresenius 

willfully and knowingly failed to notify, warn and/or instruct non-Fresenius dialysis clinics and 

operators to whom Fresenius sold and marketed NaturaLyte and/or GranuFlo, nor did the 

company inform patients or the FDA of the results of this study. Only after the November 4, 

2011 Internal Memo was anonymously leaked to the FDA, which led to questioning of Fresenius 

in late March 2012, did Fresenius send any informational correspondence to dialysis facilities 

using its products. Much of the detail contained in the Internal Memo, however, was absent in 

the "Urgent Product Notifications" sent out by Fresenius. 

F.	 GRANUFLO AND NATURALYTE BECOME THE SUBJECT OF A 
CLASS I RECALL 

198. On or about March 2, 2012, FDA received an anonymous complaint raising 

concerns over the elevated bicarbonate levels and dialysate concentrate dose error. FDA also 

received the November 4, 201] memo. 
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199. Shortly thereafter, in March 2012, Defendant Fresenius Medical Care North 

America received an inquiry from the FDA specifically about GranuFlo and NaturaLyte and 

alkalosis. 

200. It was only on March 29,2012, after the FDA became aware of the dangers posed 

by GranuFlo and the number of instances of CP in dialysis patients treated by that product, that 

Fresenius sent a notice to non-Fresenius clinics purchasing and using GranuFlo stating that 

"NaturaLyte Liquid contains 4.0 mEqlL of acetate and GranuFlo contributes 8.0 mEq/L of 

acetate to the final dialysate; which in addition to bicarbonate, combine to the total buffer that 

the patient receives from the dialysate. Since acetate is rapidly converted into bicarbonate by the 

liver, the bicarbonate prescription entered into the dialysis machine underestimates the total 

buffer that the patient receives from the dialysate by -8 mEqlL with dialysate prepared from 

GranuFlo (powder) or by -4 m.EqlL with dialysate prepared from NaturaLyte (liquid)." This 

correspondence did not mention any patient blood levels and failed to discuss in any manner the 

most at-risk population of all, "acute" dialysis patients. 

20l. The March 29, 2012 notice further stated that "[r]ecent analyses performed by 

FMCNA [Fresenius Medical Care North America] hemodialysis (HD) patient safety data 

confirms that alkalosis [high levels of bicarbonate] is a significant risk factor associated with 

cardiopulmonary (CP) arrest in the dialysis unit, independent of and additive to the risk of CP 

arrest associated with pre-dialysis hypokalemia. A major cause of metabolic alkalosis in dialysis 

patients is inappropriate high dialysate total buffer concentration." 

202. The March 29, 2012 notice contained an "urgent product notification involving 

the NaturaLyte and GranuFlo powder product lines" and recommended that "clinicians exercise 

their best judgment regarding bicarbonate and total buffer base prescriptions for each patient." 
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203. GranuFlo and/or NaturaLyte are defective and unreasonably dangerous for their 

intended use because they create an unreasonably dangerous level of bicarbonate in the blood 

stream during dialysis causing metabolic alkalosis and a corresponding substantial increase in the 

risk of cardiopulmonary arrest during dialysis treatment. Further, there was no warning or 

instructions about this risk. 

204. Fresenius dialysis machines are defective and unreasonably dangerous due to 

inadequate instructions and warnings when used with NaturaLyte and/or GranuFlo, in that the 

operator must "halve" the acetate level to account for the dangers inherent in Fresenius 

concentrated dialysates but the requirement to "halve" the acetate levels was not described, 

warned about, or instructed about. 

205. Fresenius failed to properly warn of the dangers associated with the use of its 

products up to March 29, 2012, when it manufactured and distributed it products without proper 

warnings and instructions, and attempted to conceal those dangers from the public and the FDA 

up to and including March 29, 2012. All the while being in possession of information relating to 

the risks posed by its products, Fresenius nevertheless continued to manufacture and distribute its 

products ignoring the information it possessed and failing to warn and instruct clinics, doctors, 

patients and others involved in the administration ofdialysis using Fresenius' products. 

206. On March 29, 2012, the FDA reported Fresenius's voluntary Class 1 recall of 

GranuFlo Acid Concentrate and NaturaLyte Liquid. This recall in effect warned users of the 

heightened risk for low blood pressure, hypokalemia (low potassium levels), hypoxemia (low 

blood oxygen), hypercapnia (high carbon dioxide levels), and cardiac arrhythmia, possibly 

leading to sudden death associated with the products. 
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207. On a teleconference between the FDA and Fresenius Medical Care North 

America on April 27, 2012, Fresenius was asked to provide modifications to their product labels 

to reflect appropriate warnings regarding total buffer. 

208. The New York Times reported on June 14, 2012, that the Food and Drug 

Administration was investigating whether the nation's largest operator of dialysis centers 

violated federal regulations by failing to inform customers of a potentially lethal risk connected 

to one of its products. 

209. The article quoted an FDA official: 

"Personally, I'm troubled by the fact that Fresenius on its own 
initiative didn't notify its entire customer base of this particular 
concern," Steven Silverman, director of compliance for the 
F.D.A.'s medical devices division, said in an interview this week. 

Mr. Silverman said the agency could issue a warning letter to 
Fresenius if it determined the company should have reported the 
safety concerns. But even if the company had no legal obligation, 
he said, "Candidly, I just think it's bad business and not in the 
interest of the public health to sit on information about risks." 

210. The article also quoted: 

Dr. Thomas F. Parker 111, chief medical officer at Renal Ventures, 
a dialysis chain that used Fresenius products, agreed. "If the data 
was sufficient to warn their doctors, then all users of the product 
should have been made aware of it." 

211. On June 22, 2012, the FDA sent a letter to the Chairman/CEO of Fresenius 

Medical Care North America. In the letter, the FDA concluded that there is a reasonable 

probability that the use of, or exposure to, NaturaLyte and GranuFlo will cause serious adverse 

health consequences, including death. Accordingly, the FDA classified it as a Class I recall. The 

FDA explained that the seriousness of this recall requires 100 percent effectiveness checks and 
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there must be verification that every consignee has been notified of the recall and appropriate 

action has been taken. 

212. Class I recalls are the most serious recalls. These recalls are for dangerous or 

defective products that predictably could cause serious health problems or death. 

213. When explaining the recall of GranuFlo and NaturaLyte that was initiated March 

29, 2012, the FDA explained that "the manufacturer is cautioning clinicians to be aware of the 

concentration of acetate or sodium diacetate (acetic acid plus acetate) contained in Fresenius' 

NaturaLyte Liquid and GranuFlo Dry Acid Concentrate. Inappropriate prescription of these 

products can lead to a high serum bicarbonate level in patients undergoing hemodialysis. This 

may contribute to metabolic alkalosis, which is a significant risk factor associated with low 

blood pressure, hypokalemia, hypoxemia, hypercapnia and cardiac arrhythmia, which, if not 

appropriately treated, may culminate in cardiopulmonary arrest. This product may cause serious 

adverse health consequences, including death." 

G.	 DEFENDANTS FAILED TO DISCLOSE THAT NATURALYTE AND/OR 
GRANUFLO ARE DEFECTIVE - RESULTING IN INJURY AND 
DAMAGES TO PLAINTIFFS 

214. On or about November 16,2011, Dr. Raymond Hakim resigned from Fresenius. 

Through information and belief, at all relevant times to this lawsuit there was collusion involving 

Defendants and individuals in several of Defendants' departments and organizations to hide, 

mislead, and obscure information about the extreme patient safety hazard associated with the use 

of GranuFlo and/or NaturaLyte in order to maintain their market share as well as to minimize 

and diffuse the legal risks for Defendants. 

215. As early as 2005 if not earlier, Defendants had knowledge of the risks associated 

with NaturaLyte and/or GranuFlo but Defendants failed to adequately and lawfully warn 
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consumers, like Plaintiffs, their physicians and healthcare providers and the medical community 

of the risks despite Defendants' knowledge as of about that time or earlier. 

216. Plaintiffs and their health care providers relied upon the misrepresentations and 

actions of Defendants insofar as the hemodialysis products provided were safe and effective for 

use as labeled during hemodialysis. 

217. As a direct and proximate result of the acts and omissions of Defendants, and 

Plaintiffs' use of NaturaLyte and/or GranuFlo, Plaintiffs have suffered death, serious permanent 

physical injury, life-changing, life-altering pain and suffering, loss of income, loss of 

opportunity, loss of family and social relationships, and medical, hospital, surgical and funeral 

expenses and other expenses related to diagnosis and treatment thereof, for which Defendants are 

liable. As a direct and proximate result of Plaintiffs' use of NaturaLyte and/or GranuFlo, 

Plaintiffs have suffered and will continue to suffer pecuniary and other losses for which 

Defendants are liable. 

218. As a direct and proximate result of the acts and omissions of Defendants, and 

Plaintiffs' use of NaturaLyte and/or GranuFlo and their resulting injuries, Plaintiffs have suffered 

damages and harm, including but not limited to, emotional distress for which Defendants are 

liable. Plaintiffs have incurred other medical expenses and other economic harm, as well as loss 

of consortium, services, society, companionship, love and comfort for which Defendants are 

liable. 

219. As a direct and proximate result of the acts and omissions of Defendants, and 

Plaintiffs' use ofNaturaLyte and/or GranuFlo, Plaintiffs have been prevented from pursuing their 

normal activities and employment, have experienced severe pain and suffering and mental 
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anguish, and have been deprived of their ordinary pursuits and enjoyments of life for which 

Defendants are liable. 

220. As a direct and proximate result of the acts and omissions of Defendants, and 

Plaintiffs' use of NaturaLyte and/or GranuFlo, Plaintiffs' spouses have lost, presently and in the 

future, their spouse's companionship, services, society and the ability of Plaintiffs' spouses in 

said respect has been impaired and depreciated, and the marital association between husband and 

wife has been altered, and as such, the Plaintiffs' spouses have been caused mental anguish and 

suffering spouses in said respect has been impaired and depreciated, and the marital association 

between husband and wife has been altered, and as such, the Plaintiffs' spouses have been caused 

mental anguish and suffering for which Defendants are liable. 

221. Plaintiffs' serious injuries and or death as a result of their exposure to NaturaLyte 

and/or GranuFlo, was caused by and was the direct and proximate result of Defendants' breaches 

of warranty and/or the negligence or other wrongful conduct of Defendants by and through its 

agents, servants, workmen and employees, in any or all of the following respects: 

a.	 in failing to properly design, manufacture and test NaturaLyte and/or GranuFlo; 

b.	 in selling, marketing and distributing NaturaLyte and/or GranuFlo in a 
dangerously defective condition; 

c.	 in selling, marketing and distributing NaturaLyte and/or GranuFlo when it was 
not reasonably fit and suitable for its ordinary and intended purpose; 

d.	 in failing to warn purchasers and users of NaturaLyte and/or GranuFlo's defective 
condition before, during and after sale and delivery of the product; 

e.	 in failing to properly inspect and test NaturaLyte and/or GranuFlo; 

f.	 in selling, marketing and distributing NaturaLyte and/or GranuFlo when it knew 
or should have known of its inherent design defects; 
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g.	 in failing to properly and fully investigate prior incidents involving deaths and 
other personal injuries related to the use of NaturaLyte and/or GranuFlo during 
dialysis; 

h.	 in failing to correct known design and engineering deficiencies; and, 

1.	 in failing to properly or adequately address defects in NaturaLyte and/or 
GranuFlo and implementing an inadequate Recall Campaign that defendants 
knew or should have known was deficient and not likely to correct the defects and 
dangers inherent in NaturaLyte and/or GranuFlo. 

222. Defendants' failure to disclose the defective nature of NaturaLyte and/or 

GranuFlo, the limited reach of its recall campaign, and the failure to notify the families of 

patients who sutTered serious injury and/or death during dialysis, of the association between 

NaturaLyte and/or GranuFlo and these injuries prevented Plaintiffs from knowing their injuries 

were potentially related to the use of the defective NaturaLyte and/or GranuFlo product. 

H. DISCOVERY RULE AND TOLLING 

223. PlaintitTs assert all applicable state statutory and common law rights and theories 

related to the tolling or extension of any applicable statute of limitations, including equitable 

tolling, class action tolling, delayed discovery, discovery rule, and fraudulent concealment. 

224. Where applicable, the discovery rule should be applied to toll the running of the 

statute of limitations until PlaintitTs knew, or through the exercise of reasonable care and 

diligence should have known, of facts indicating that PlaintitTs had been injured, the cause of the 

injury, and the tortious nature of the wrongdoing that caused the injury. 

225. Despite diligent investigation by PlaintitTs into the cause of their injuries the 

nature of Plaintiffs' injuries and damages, and their relationship to NaturaLyte and/or GranuFlo 

was not discovered, and through reasonable care and due diligence could not have been 

discovered, until a date within the applicable statute of limitations for filing PlaintitTs' claims. 
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Therefore, under appropriate application of the discovery rule, Plaintiffs' suit was filed well 

within the applicable statutory limitations period. 

226. The running of the statute of limitations in this cause should also be tolled due to 

equitable tolling. Defendant(s) are estopped from asserting a statute of limitations defense due to 

Defendants' fraudulent concealment, through affirmative misrepresentations and omissions, from 

Plaintiffs and/or Plaintiffs' physicians of the true risks associated with the Products. As a result 

of the Defendants' fraudulent concealment, Plaintiffs and/or Plaintiffs' physicians were unaware, 

and could not have known or have learned through reasonable diligence that Plaintiffs had been 

exposed to the risks alleged herein and that those risks were the direct and proximate result of the 

wrongful acts and omissions of the Defendant(s). 

I.	 FRESENIUS MEDICAL CARE HOLDINGS, INC. WAS UNDER A 
HEIGHTENED DUTY TO REPORT THE HEALTH PROBLEMS 
ASSOCIATED WITH GRANUFLO AND NATURALYTE 

227. On or about January 19,2000, Defendant Fresenius Medical Care Holdings, Inc. 

d/b/a Fresenius Medical Care North America and certain of its subsidiaries agreed to pay the 

United States $486 million to resolve a sweeping investigation of health care fraud at National 

Medical Care, Inc. ("NMC"), Fresenius' kidney dialysis subsidiary. Pursuant to the agreement, 

three NMC subsidiaries pled guilty to three separate conspiracies and to pay a record setting 

$101 million in criminal fines. Fresenius Medical Care Holdings, Inc. d/b/a Fresenius Medical 

Care North America agreed to pay a record setting $385 million to resolve related civil False 

Claim Act claims. 

228. The above settlement by Fresenius Medical Care Holdings, Inc. d/b/a Fresenius 

Medical Care North America and its subsidiaries involved allegations that Fresenius Medical 

Care Holdings, Inc. d/b/a Fresenius Medical Care North America's subsidiaries submitted false 
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claims for reimbursement through Medicare and that these same subsidiaries provided payments, 

discounts and other inducements to dialysis facilities to obtain their blood testing business in 

violation of the Medicare Anti-Kickback Act. 

229. In addition to the payment of $486 million to settle the healthcare fraud claims, 

Fresenius Medical Care Holdings, Inc. d/b/a Fresenius Medical Care North America also entered 

into a Corporate Integrity Agreement ("CIA") with the Office of Inspector General ("OIG") of 

the Department of Health and Human Services on January 18, 2000. The CIA requires Fresenius 

Medical Care Holdings, Inc. d/b/a Fresenius Medical Care North America to take actions to 

prevent misconduct in the future. Among other things, the CIA, which had an 8 year term, 

required Fresenius Medical Care Holdings, Inc. d/b/a Fresenius Medical Care North America to 

maintain a Corporate Integrity Program which included corporate compliance officers at various 

levels of the organization, a confidential employee hotline for employees to report suspected 

misconduct, and a corporate training program on designated compliance issues. Fresenius 

Medical Care Holdings, Inc. d/b/a Fresenius Medical Care North America was also required to 

retain an Independent Review Organization, to conduct compliance audits, and to submit an 

annual report to the OIG relating to compliance efforts. 

230. The CIA also imposed heightened reporting requirements upon Fresenius Medical 

Care Holdings, Inc. d/b/a Fresenius Medical Care North America. Specifically, the CIA requires 

Fresenius Medical Care Holdings, Inc. d/b/a Fresenius Medical Care North America to report "a 

violation of the obligation to provide items or services of a quality that meet professionally 

recognized standards of health care where such violation has occurred in one or more instances 

that presents an imminent danger to the health, safety, or well-being of a Federal health care 
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program beneficiary or places the beneficiary unnecessarily in a high-risk situation. A 

Reportable Event may be the result of an isolated event or a series of occurrences." 

231. Fresenius Medical Care Holdings, Inc. d/b/a Fresenius Medical Care North 

America violated the CIA by failing to report the health risks associated with GranuFlo and/or 

NaturaLyte. This failure to report the health risks associated with GranuFlo and/or NaturaLyte 

has resulted in injuries to the Plaintiffs in the instant litigation. 

232. Additionally, on May 10, 2002, Fresenius Medical Care Holdings, Inc. d/b/a 

Fresenius Medical Care North America entered a similar settlement agreement with respect to 

healthcare fraud claims for individuals who were participating in clinical trials. Fresenius 

Medical Care Holdings, Inc. d/b/a Fresenius Medical Care North America paid $1,658,923 to 

resolve these claims. 

233. Finally, on May 26, 2011, Fresenius Medical Care Holdings, Inc. d/b/a Fresenius 

Medical Care North America entered a similar settlement agreement to resolve healthcare fraud 

claims with respect to unauthorized claims for renal care. Fresenius Medical Care Holdings, Inc. 

d/b/a Fresenius Medical Care North America paid $82,642,592 to resolve these claims. 

V. CLAIMS FOR RELIEF 
COUNT I
 

STRICT LIABILITY
 

234. Plaintiff incorporates by reference the allegations in paragraphs I-233 as though 

set forth fully at length herein. Plaintiffs plead all Counts of this Master Complaint and Jury 

Demand in the broadest sense, pursuant to all laws that may apply pursuant to choice of law 

principles including the law of the Plaintiffs' resident State. 

235. At the time of Plaintiffs' injuries, Defendants' NaturaLyte and/or GranuFlo was 

defective and unreasonably dangerous to foreseeable patients. 
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236. The NaturaLyte and/or GranuFlo used by Plaintiffs was in the same, or 

substantially similar, condition as it was when it left the possession of Defendants. 

237. Plaintiffs did not misuse or materially alter the NaturaLyte and/or GranuFlo that 

they used. 

238. Defendants are strictly liable for Plaintiffs' injuries in the following ways: 

a.	 The NaturaLyte and/or GranuFlo, as designed, marketed, distributed, packaged, 
manufactured, sold and supplied by the Defendants, was defectively designed and 
placed into the stream of commerce by Defendants in a defective and 
unreasonably dangerous condition; 

b.	 Defendants failed to properly market, design, manufacture, distribute, supply, 
package and sell NaturaLyte and/or GranuFlo; 

c.	 Defendants failed to warn and place adequate warnings and instructions on 
NaturaLyte and/or GranuFlo; 

d.	 Defendants failed to adequately test NaturaLyte and/or GranuFlo; 

e.	 Defendants failed to provide timely and adequate warnings and instructions after 
they knew of the risk of injury associated with the use of NaturaLyte and/or 
GranuFlo prior to the injuries to Plaintiffs; and, 

f.	 Defendants failed to market a feasible alternative design for the subject 
NaturaLyte and/or GranuFlo that would have prevented Plaintiffs' injuries. 

239. Defendants' actions and omissions were the direct and proximate cause of 

Plaintiffs' injuries, 

240. Defendants' conduct, as described above, was extreme and outrageous. 

241. Defendants risked the lives of the patients and users of their products with 

knowledge of the safety problems and suppressed this knowledge from the general public 

through their marketing and advertising, as well as other means. Defendants made conscious 

decisions not to redesign, re-label, warn or inform the unsuspecting consuming public. 
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Defendants' outrageous conduct, which was wanton and willful, warrants an award of punitive 

damages. 

COUNT II 

NEGLIGENT FAILURE TO WARN 

242. Plaintiff incorporates by reference the allegations in paragraphs 1-233 as though 

set forth fully at length herein. Plaintiffs plead all Counts of this Master Complaint and Jury 

Demand in the broadest sense, pursuant to all laws that may apply pursuant to choice of law 

principles including the law of the Plaintiffs' resident State. 

243. Before Plaintiffs used NaturaLyte and/or GranuFlo, and during the period in 

which Plaintiffs used NaturaLyte and/or GranuFlo, Defendants knew or had reason to know that 

NaturaLyte and/or GranuFlo was dangerous and created an unreasonable risk of bodily harm to 

patients. 

244. Defendants had a duty to exercise reasonable care to warn patients, including 

Plaintiffs, of the dangerous conditions and circumstances that could lead to serious injury or 

death from using NaturaLyte and/or GranuFlo. 

245. Despite the fact that Defendants knew or had reason to know that NaturaLyte 

and/or GranuFlo was dangerous, Defendants failed to exercise reasonable care in warning the 

medical community and patients, including Plaintiffs, of the dangerous conditions, circumstances 

and facts that could lead to serious injury or death from using NaturaLyte and/or GranuFlo. 

246. Plaintiffs' injuries were the direct and proximate result of Defendants' failure to 

warn of the dangers ofNaturaLyte and/or GranuFlo. 

247. Defendants' conduct, as described above, was extreme and outrageous. 

Defendants risked the lives of the patients and users of their products with knowledge of the 
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safety problems and suppressed this knowledge from the general public through their marketing 

and advertising, as well as other means. Defendants made conscious decisions not to redesign, 

re-label, warn or inform the unsuspecting consuming public. Defendants' outrageous conduct, 

which was wanton and willful, warrants an award of punitive damages. 

COUNT III
 

NEGLIGENT DESIGN
 

248. Plaintiff incorporates by reference the allegations in paragraphs I-233 as though 

set forth fully at length herein. Plaintiffs plead all Counts of this Master Complaint and Jury 

Demand in the broadest sense, pursuant to aJl laws that may apply pursuant to choice of law 

principles including the law of the PJaintiffs' resident State. 

249. Defendants are the manufacturers, sellers, distributors, marketers, and suppliers of 

NaturaLyte and/or GranuFlo which was negligently designed. 

250. Defendants failed to exercise reasonable care In designing, developing, 

formulating, manufacturing, inspecting, testing, packaging, selling, distributing, labeling, 

marketing, and promoting NaturaLyte and/or GranuFlo which is defective and presented an 

unreasonable risk of harm to patients, including Plaintiffs. 

251. As a result, NaturaLyte and/or GranuFlo contain defects in design, which renders 

it dangerous to patients, including Plaintiffs, when used as intended or as reasonably foreseeable 

to Defendants. The design defects render NaturaLyte and/or GranuFJo more dangerous than 

other dialysis chemicals and cause an unreasonable increased risk of injury, including but not 

limited to cardia pulmonary arrest, sudden cardiac death and other adverse events. 

252. Plaintiffs used NaturaLyte and/or GranuFlo in a reasonably foreseeable manner, 

and substantially as intended by Defendants. 
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253. The subject NaturaLyte and/or GranuFlo was not materially altered or modified 

after manufacture by Defendants and before used by Plaintiffs. 

254. The design defects directly rendered the subject Natural.yte and/or GranuFlo 

defective and were the direct and proximate result of Defendants' negligence and failure to use 

reasonable care in designing, testing, and manufacturing NaturaLyte and/or GranuFlo. 

255. As a direct and proximate result of Defendants' negligent design of NaturaLyte 

and/or GranuFlo, Plaintiffs suffered injuries. 

256. Despite the fact that Defendants knew or should have known that NaturaLyte 

and/or GranuFlo was defectively designed, contained design defects, and caused an unreasonable 

risk of harm, Defendants designed, manufactured, sold, distributed, and marketed NaturaLyte 

and/or GranuFlo to patients, including the medical community and Plaintiffs, and failed to warn 

patients, the medical community, and Plaintiffs of the increased risk of harm relative to other 

dialysis chemicals. 

257. Defendants' conduct, as described above, was extreme and outrageous. 

Defendants risked the lives of the patients and users of their products with knowledge of the 

safety problems and suppressed this knowledge from the general public through their marketing 

and advertising, as well as other means. Defendants made conscious decisions not to redesign, 

re-label, warn or inform the unsuspecting consuming public. Defendants' outrageous conduct, 

which was wanton and willful, warrants an award of punitive damages. 

COUNT IV
 

NEGLIGENCE
 

258. Plaintiff incorporates by reference the allegations in paragraphs 1-233 as though 

set forth fully at length herein. Plaintiffs plead all Counts of this Master Complaint and Jury 
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Demand in the broadest sense, pursuant to all laws that may apply pursuant to choice of law 

principles including the law of the Plaintiffs' resident State. 

259. Defendants had a duty to exercise reasonable care in the manufacture, labeling, 

marketing, sale, packaging and distribution of NaturaLyte and/or GranuFlo including a duty to 

assure that it did not cause unreasonable, dangerous side-effects to users. 

260. Defendants failed to exercise ordinary care in the manufacture, sale, warnings, 

quality assurance, quality control, packaging and distribution of NaturaLyte and/or GranuFlo in 

that Defendants knew or should have known that it created a high risk of unreasonable harm. 

261. Defendants were negligent in the design, manufacture, advertising, warning, 

marketing, packaging and sale of NaturaLyte and/or GranuFlo in that, among other things, they: 

a.	 Failed to use due care in designing and manufacturing NaturaLyte and/or 
GranuFlo so as to avoid the aforementioned risks to individuals; 

b.	 Failed to accompany NaturaLyte and/or GranuFlo with proper and adequate 
warnings regarding all possible adverse side-effects associated with its use, 
dosing instructions and the comparative severity and duration of such adverse 
effects, including but not limited to serious cardio-pulmonary arrest, sudden 
cardiac death, and other adverse cardiac events. The warnings given did not 
accurately reflect the symptoms, scope or severity of the side effects; 

c.	 Failed to provide adequate training and instruction to medical care providers 
for the appropriate use ofNaturaLyte and/or GranuFlo; 

d.	 Placed unsafe products into the stream of commerce; and, 

e.	 Were otherwise careless or negligent. 

262. Despite the fact that Defendants knew or should have known that NaturaLyte 

and/or GranuFlo caused unreasonable, dangerous side-effects which many users would be unable 

to remedy by any means, Defendants continued to market NaturaLyte and/or GranuFlo to 

patients, including the medical community and Plaintiffs. 
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263. Defendants' conduct, as described above, was extreme and outrageous. 

Defendants risked the lives of the patients and users of their products with knowledge of the 

safety problems and suppressed this knowledge from the general public through their marketing 

and advertising, as well as other means. Defendants made conscious decisions not to redesign, 

re-Iabel, warn or inform the unsuspecting consuming public. Defendants' outrageous conduct, 

which was wanton and willful, warrants an award of punitive damages. 

COUNT V
 

NEGLIGENT MISREPRESENTATION
 

264. Plaintiff incorporates by reference the allegations in paragraphs 1-233 as though 

set forth fully at length herein. Plaintiffs plead all Counts of this Master Complaint and Jury 

Demand in the broadest sense, pursuant to all laws that may apply pursuant to choice of law 

principles including the law ofthe Plaintiffs' resident State. 

265. Prior to Plaintiffs' first dose of NaturaLyte and/or GranuFlo and during the period 

in which Plaintiffs used NaturaLyte and/or GranuFlo, Defendants misrepresented the degree to 

which NaturaLyte and/or GranuFlo was a safe and effective means for dialysis. 

266. Defendants also failed to disclose material facts regarding the safety and efficacy 

of NaturaLyte and/or GranuFlo, including information regarding increased adverse events and 

harmful side-effects. 

267. Defendants had a duty to provide Plaintiffs, physicians, and other patients with 

true and accurate information and warnings of any known risks and side-effects associated with 

the NaturaLyte and/or GranuFlo products they marketed, distributed and sold. 

268. Defendants knew or should have known, based on prior experience, adverse event 

reports, studies and knowledge of the efficacy and safety failures associated with NaturaLyte 
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andlor GranuFlo that their representations regarding these drugs were false, and that they had a 

duty to disclose the dangers of NaturaLyte andlor GranuFlo. 

269. Defendants made the representations, and otherwise failed to disclose material 

facts, concerning NaturaLyte andlor GranuFlo with the intent to induce patients, including 

Plaintiffs, to act in reliance thereon in receiving andlor using NaturaLyte andlor GranuFlo in 

dialysis treatment. 

270. Plaintiffs justifiably relied on Defendants' representations and non-disclosures by 

choosing to receive andlor use NaturaLyte andlor GranuFlo in dialysis treatment. 

271. Defendants' misrepresentations and omissions regarding the safety and efficacy 

of NaturaLyte andlor GranuFlo were the direct and proximate cause of Plaintiffs' injuries. 

272. Defendants' conduct, as described above, was extreme and outrageous. 

Defendants risked the lives of the patients and users of their products with knowledge of the 

safety problems and suppressed this knowledge from the general public through their marketing 

and advertising, as well as other means. Defendants made conscious decisions not to redesign, 

re-Iabel, warn or inform the unsuspecting consuming public. Defendants' outrageous conduct, 

which was wanton and willful, warrants an award of punitive damages. 

COUNT VI 

BREACH OF IMPLIED WARRANTY OF MERCHANTABILITY 

273. Plaintiff incorporates by reference the allegations in paragraphs 1-233 as though 

set forth fully at length herein. Plaintiffs plead all Counts of this Master Complaint and Jury 

Demand in the broadest sense, pursuant to all laws that may apply pursuant to choice of law 

principles including the law of the Plaintiffs' resident State. 
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274. At the time Defendants marketed, distributed and sold NaturaLyte and/or 

GranuFlo to Plaintiffs, Defendants warranted that the Natural.yte and/or GranuFlo was 

merchantable and fit for the ordinary purposes for which it was intended. 

275. Patients, including Plaintiffs, were intended direct or third party beneficiaries of 

the warranty. 

276. NaturaLyte and/or GranuFlo was not merchantable and fit for its ordinary 

purpose, because it had an unacceptable propensity to lead to the serious personal injuries 

described in this Master Complaint andJury Demand. 

277. Plaintiffs reasonably relied on Defendants' representations that Natural.yte and/or 

GranuFlo was safe and free of defects. 

278. Defendants' breach of the implied warranty of merchantability was the direct and 

proximate cause of Plaintiffs' injuries. 

279. Defendants' conduct, as described above, was extreme and outrageous. 

Defendants risked the lives of the patients and users of their products with knowledge of the 

safety problems and suppressed this knowledge from the general public through their marketing 

and advertising, as well as other means. Defendants made conscious decisions not to redesign, 

re-Iabel, warn or inform the unsuspecting consuming public. Defendants' outrageous conduct, 

which was wanton and willful, warrants an award of punitive damages. 

COUNT VII 

BREACH OF IMPLIED WARRANTY OF FITNESS
 
FOR A PARTICULAR PURPOSE
 

280. Plaintiff incorporates by reference the allegations in paragraphs 1-233 as though 

set forth fully at length herein. Plaintiffs plead all Counts of this Master Complaint and Jury 
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Demand in the broadest sense, pursuant to all laws that may apply pursuant to choice of law 

principles including the law of the Plaintiffs' resident State. 

281. Defendants manufactured, marketed, supplied and sold NaturaLyte and/or 

GranuFlo with an implied warranty that it was fit for the particular purpose of being a safe 

dialysis chemical. 

282. Patients, including Plaintiffs, were the intended direct or third-party beneficiaries 

of the warranty. 

283. NaturaLyte and/or GranuFlo was not fit for the particular purpose of being a safe 

dialysis chemical since it presents a serious risk of personal injury, which risk is much higher 

than other dialysis chemicals. 

284. Plaintiffs reasonably relied on Defendants' representations that NaturaLyte and/or 

GranuFlo was safe and effective for dialysis. 

285. Defendants' breach of the implied warranty of fitness for a particular purpose was 

the direct and proximate cause of Plaintiffs' injuries. 

286. Defendants' conduct, as described above, was extreme and outrageous. 

Defendants risked the lives of the patients and users of their products with knowledge of the 

safety problems and suppressed this knowledge from the general public through their marketing 

and advertising, as well as other means. Defendants made conscious decisions not to redesign, 

re-label, warn or inform the unsuspecting consuming public. Defendants' outrageous conduct, 

which was wanton and willful, warrants an award of punitive damages. 
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COUNT VIII 

BREACH OF EXPRESS WARRANTY 

287. Plaintiff incorporates by reference the allegations in paragraphs 1-233 as though 

set forth fully at length herein. Plaintiffs plead all Counts of this Master Complaint and Jury 

Demand in the broadest sense, pursuant to all laws that may apply pursuant to choice of law 

principles including the law of the Plaintiffs' resident State. 

288. Defendants expressly warranted that NaturaLyte and/or GranuFlo were safe and 

effective to members of the consuming public, including Plaintiffs. 

289. Members of the consuming public, including patients such as Plaintiffs, were 

intended direct or third-party beneficiaries of the warranty. 

290. Defendants marketed, promoted, distributed and sold NaturaLyte and/or GranuFlo 

as a safe product. 

291. NaturaLyte and/or GranuFlo do not conform to these express representations 

because it is not safe and has serious side-effects, including serious personal injuries and death. 

292. Defendants breached their express warranty in one or more of the following ways: 

a.	 NaturaLyte and/or GranuFlo as designed, manufactured, promoted, distributed, 
marketed, sold and/or supplied by the Defendants, was defectively designed and 
placed in to the stream of commerce by Defendants in a defective and 
unreasonably dangerous condition; 

b.	 Defendants failed to warn and/or place adequate warnings and instructions on 
NaturaLyte and/or GranuFlo; 

c.	 Defendants failed to adequately test NaturaLyte and/or GranuFlo; and, 

d.	 Defendants failed to provide timely and adequate post-marketing warnings and 
instructions after they knew the risk of injury from NaturaLyte and/or GranuFlo. 
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293. Plaintiffs reasonably relied upon Defendants' warranty that NaturaLyte and/or 

GranuFlo were safe and effective when they received and/or used NaturaLyte and/or GranuFlo in 

dialysis treatment. 

294. Plaintiffs' injuries were the direct and proximate result of Defendants' breach of 

their express warranty. 

295. Defendants' conduct, as described above, was extreme and outrageous. 

Defendants risked the lives of the patients and users of their products with knowledge of the 

safety problems and suppressed this knowledge from the general public through their marketing 

and advertising, as well as other means. Defendants made conscious decisions not to redesign, 

re-Iabel, warn or inform the unsuspecting consuming public. Defendants' outrageous conduct, 

which was wanton and willful, warrants an award of punitive damages. 

COUNT IX 

FRAUD 

296. Plaintiff incorporates by reference the allegations in paragraphs 1-233 as though 

set forth fully at length herein. Plaintiffs plead all Counts of this Master Complaint and Jury 

Demand in the broadest sense, pursuant to all laws that may apply pursuant to choice of law 

principles including the law of the Plaintiffs' resident State. 

297. Prior to Plaintiffs' use of NaturaLyte and/or GranuFlo and during the period in 

which Plaintiffs used NaturaLyte and/or Granuf'lo, Defendants fraudulently suppressed material 

information regarding the safety and efficacy of these chemicals, including information 

regarding serious personal injuries and death. Furthermore, Defendants fraudulently concealed 

the safety information about the use of NaturaLyte and/or GranuFlo. As described above, 

NaturaLyte and/or GranuFlo have several well-known serious side-effects that are not seen in 
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other forms of dialysis chemicals. Plaintiffs believe the fraudulent misrepresentations described 

herein were intended to maintain and increase the sales volume of NaturaLyte and/or GranuFlo. 

298. Defendants fraudulently concealed the safety issues associated with NaturaLyte 

and/or GranuFlo in order to induce physicians to recommend its use to Plaintiffs. 

299. At the time Defendants concealed the facts that NaturaLyte and/or GranuFlo were 

not safe, Defendants were under a duty to communicate this information to Plaintiffs, physicians, 

the FDA, the medical community, and the general public in such a manner so that each group 

could appreciate the risks associated with using NaturaLyte and/or GranuFlo. 

300. Defendants, at all times relevant hereto, withheld information from the FDA that 

they were required to report. 

301. Plaintiffs and prescribing physicians relied upon the Defendants' outrageous 

untruths regarding the safety of NaturaLyte and/or GranuFlo. 

302. Plaintiffs and/or their physicians were not provided with the necessary 

information by the Defendants. 

303. NaturaLyte and/or GranuFlo were improperly marketed to Plaintiffs and/or their 

physicians as the Defendants did not provide proper instructions about how to use the 

NaturaLyte and/or GranuFlo and did not adequately warn about NaturaLyte and/or GranuFlo's 

risks. 

304. As a direct and proximate result of Defendants' malicious and intentional 

concealment of material life-altering information from Plaintiffs and/or Plaintiffs' physicians, 

Defendants caused or contributed to Plaintiffs' injuries. 

305. It is unconscionable and outrageous that Defendants would risk the lives of 

patients, including Plaintiffs. Nevertheless, the Defendants made conscious decisions not to 
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redesign, label, warn or inform the unsuspecting consuming public about the dangers associated 

with the use of NaturaLyte and/or GranuFlo. Defendants' outrageous conduct, which was 

wanton and willful, rises to the level necessary that Plaintiffs should be awarded punitive 

damages to deter Defendants from this type of outrageous conduct in the future and to 

discourage Defendants from placing profits above the safety of patients in the United States of 

America. 

306. Defendants widely advertised and promoted NaturaLyte and/or GranuFlo as safe 

and effective and/or as safe and effective for dialysis. 

307. Defendants had a duty to disclose material information about serious side-effects 

to patients such as Plaintiffs. 

308. Additionally, by virtue of Defendants' partial disclosures about these medications, 

in which Defendants touted NaturaLyte and/or GranuFlo as a safe and effective product, 

Defendants had a duty to disclose all facts about the risks associated with use of NaturaLyte 

and/or GranuFlo, including the risks described in this complaint. Defendants intentionally failed 

to fully disclose this information for the purpose of inducing physicians to prescribe and patients, 

such as Plaintiffs, to receive and/or use NaturaLyte and/or GranuFlo in dialysis treatment. 

309. Had Plaintiffs been aware of the hazards associated with Natural.yte and/or 

GranuFlo, Plaintiffs would not have used NaturaLyte and/or GranuFlo, which led proximately to 

Plaintiffs' injuries. 

310. Defendants' advertisements regarding NaturaLyte and/or GranuFlo made material 

misrepresentations to the effect that NaturaLyte and/or GranuFlo were entirely safe, which 

misrepresentations Defendants knew to be false, for the purpose of fraudulently inducing 

physicians to prescribe and patients, such as Plaintiffs, to receive and/or use NaturaLyte and/or 
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GranuFlo in dialysis treatment. Plaintiffs relied on these material misrepresentations when 

deciding to receive and/or use NaturaLyte and/or GranuFlo in dialysis treatment. 

311. Upon information and belief, Plaintiffs aver that Defendants actively and 

fraudulently concealed information in Defendants' exclusive possession regarding the hazards 

associated with NaturaLyte and/or GranuFlo with the purpose of preventing physicians and 

patients, such as Plaintiffs, from discovering these hazards. 

COUNT X
 

VIOLATION OF CONSUMER PROTECTION LAWS
 

312. Plaintiff incorporates by reference the allegations in paragraphs 1-233 as though 

set forth fully at length herein. Plaintiffs plead all Counts of this Master Complaint and Jury 

Demand in the broadest sense, pursuant to all laws that may apply pursuant to choice of law 

principles including the law of the Plaintiffs' resident State. 

313. Plaintiffs were administered NaturaLyte and/or GranuFlo during dialysis 

primarily for personal use and thereby suffered ascertainable losses as a result of Defendants' 

actions in violation of the consumer protection laws. 

314. Unfair methods of competition or deceptive acts or practices that were proscribed 

by law, including the following: 

a.	 Representing that goods or services have characteristics, ingredients, user 
benefits, or quantities that they do not have; 

b.	 Advertising goods or services with the intent not to sell them as advertised; 

c.	 Over-promotion of the NaturaLyte and/or GranuFlo products, including but not 
limited to over-promotion of its safety and efficacy; and, 

d.	 Engaging in fraudulent or deceptive conduct that creates a likelihood of 
confusion or misunderstanding. 
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315. Defendants violated consumer protection laws through their use of false and 

misleading misrepresentations or omissions of material fact relating to the safety of NaturaLyte 

and/or GranuFlo. 

316. Defendants uniformly communicated the purported benefits of Natural.yte and/or 

GranuFlo while failing to disclose the serious and dangerous side-effects related to the use of 

NaturaLyte and/or GranuFlo and of the true state of NaturaLyte and/or GranuFlo's regulatory 

status, its safety, its efficacy, and its usefulness. Defendants made these representations to 

physicians, the medical community at large, and to patients and consumers such as Plaintiffs in 

the marketing and advertising campaign described herein. Defendants' conduct in connection 

with NaturaLyte and/or GranuFlo was also impermissible and illegal in that it created a 

likelihood of confusion and misunderstanding, because Defendants misleadingly, falsely and or 

deceptively misrepresented and omitted numerous material facts regarding, among other things, 

the utility, benefits, costs, safety, efficacy and advantages of NaturaLyte and/or GranuFlo. 

317. As a result of these violations of consumer protection laws, Plaintiffs have 

incurred serious physical injury, pain, suffering, loss of income, loss of opportunity, loss of 

family and social relationships, and medical, hospital and surgical expenses and other expense 

related to the diagnosis and treatment thereof, for which Defendants are liable. 

COUNT XI
 

LOSS OF CONSORTIUM
 

318. Plaintiff incorporates by reference the aIlegations in paragraphs 1-233 as though 

set forth fuIly at length herein. Plaintiffs plead all Counts of this Master Complaint and Jury 

Demand in the broadest sense, pursuant to all laws that may apply pursuant to choice of law 

principles including the law ofthe Plaintiffs' resident State. 
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319. At all relevant times hereto, Plaintiffs had spouses (hereafter referred to as 

"Spouse Plaintiffs") and/or family members (hereafter referred to as "Family Member 

Plaintiffs") who have suffered injuries and losses as a result of the Plaintiffs' injuries from 

NaturaLyte and/or GranuFlo. 

320. For the reasons set forth herein, Spouse Plaintiffs and/or Family Member 

Plaintiffs have necessarily paid and have become liable to pay for medical aid, treatment, 

monitoring, medications, and other expenditures and will necessarily incur further expenses of a 

similar nature in the future as a proximate result of Defendants' misconduct. 

321. For the reasons set forth herein, Spouse Plaintiffs and/or Family Member 

Plaintiffs have suffered and will continue to suffer the loss of their loved one's support, 

companionship, services, society, love and affection. 

322. For all Spouse Plaintiffs, Plaintiffs allege that their marital relationship was 

impaired and depreciated, and the marital association between husband and wife has been 

altered. 

323. Spouse Plaintiffs and/or Family Member Plaintiffs have suffered great emotional 

pain and mental anguish. 

324. As a direct and proximate result of Defendants' wrongful conduct, Spouse 

Plaintiffs, Family Member Plaintiffs, and/or intimate partners of the aforesaid Plaintiffs, have 

sustained and will continue to sustain severe physical injuries, severe emotional distress, 

economic losses and other damages for which they are entitled to compensatory and equitable 

damages and declaratory relief in an amount to be proven at trial. Defendants are liable to 

Spouse Plaintiffs, Family Member Plaintiffs, and intimate partners jointly and severally for all 
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general, special and equitable relief to which Spouse Plaintiffs, Family Member Plaintiffs, and 

intimate partners are entitled by law. 

COUNT XII 

WRONGFUL DEATH 

325. Plaintiff incorporates by reference the allegations in paragraphs 1-233 as though 

set forth fully at length herein. Plaintiffs plead all Counts of this Master Complaint and Jury 

Demand in the broadest sense, pursuant to all laws that may apply pursuant to choice of law 

principles including the law of the Plaintiffs' resident State. 

326. Plaintiffs Decedents' spouse, beneficiary and/or lawful representative of 

Decedents' Estate brings this claim on behalf of himself or herself and as the Decedents' lawful 

beneficiary. The Decedents' lawful beneficiaries include the Decedents' beneficiaries 

327. As a direct and proximate result of the conduct of the Defendants and the 

defective nature of NaturaLyte and/or GranuFlo as outlined above, Decedents suffered bodily 

injury resulting in pain and suffering, disability, disfigurement, mental anguish, loss of capacity 

of the enjoyment of life, shortened life expectancy, expenses for hospitalization, medical and 

nursing treatment, loss of earnings, loss of ability to earn, funeral expenses and death. 

328. As a direct and proximate cause of the conduct of Defendants, Decedents' 

beneficiaries have incurred hospital, nursing and medical expenses, and estate administration 

expenses as a result of Decedents' deaths. Plaintiffs, Administrators of Decedents' estates, bring 

this claim on behalf of Decedents' lawful beneficiaries for these damages and for all pecuniary 

losses sustained by said beneficiaries pursuant to any and all relevant statutes. 
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COUNT XIII 

SURVIVAL ACTION 

329. Plaintiff incorporates by reference the allegations in paragraphs 1-233 as though 

set forth fully at length herein. Plaintiffs plead all Counts of this Master Complaint and Jury 

Demand in the broadest sense, pursuant to all laws that may apply pursuant to choice of law 

principles including the law of the Plaintiffs' resident State. 

330. As a direct and proximate result of the conduct of Defendants, Decedents, prior to 

their deaths, were obligated to spend various sums of money to treat their injuries, which debts 

have been assumed by their estates. As a direct and proximate cause of the aforesaid, Decedents 

were caused pain and suffering, mental anguish and impairment of the enjoyment of life, until 

the date of their deaths; and, as a direct and proximate result of the aforesaid, Decedents suffered 

a loss of earnings and earning capacity. Plaintiffs' spouses, as Administrators of the Estates of 

Decedents, bring this claim on behalf of the estates for damages under any and all applicable 

statute or common law. 

331. As a direct and proximate result of the conduct of Defendants, Decedents and 

their spouses, until the time of Decedents' deaths, suffered a disintegration and deterioration of 

the family unit and the relationships existing therein, resulting in enhanced anguish, depression 

and other symptoms of psychological stress and disorder. This claim is brought on behalf of the 

Estates of the Decedents pursuant to any and all applicable statutes or common law. 

332. As a direct and proximate result of the conduct of Defendants, and including the 

observances of the suffering of the Decedents, until the date of their deaths, Plaintiffs suffered 

permanent and ongoing psychological damage. 

333. As a direct and proximate result of the aforesaid, and including the observance of 

the suffering and physical deterioration of Decedents until the date of their deaths, Plaintiffs have 

6] 
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and will continue to suffer permanent and ongoing psychological damage which may require 

future psychological and medical treatment. Plaintiffs' spouses, as Administrators of the Estates 

of the Decedents, brings the claim on behalf of the Estates for damages any and all applicable 

statutes or common law and in their own right. 

334. Defendants' actions, as described above, were performed willfully, intentionally, 

and with reckless disregard for the rights of the Plaintiffs and the public. 

335. As a result of the Defendants' conduct, the Plaintiffs suffered the injuries and 

damages specified herein. 

336. Accordingly, the Plaintiffs seek and are entitled to compensatory and punitive 

damages in an amount to be determined at trial. 

VI.	 PRAYER FOR RELIEF 

WHEREFORE, Plaintiffls) pray(s) for relief as follows: 

I.	 Compensatory damages; 

2. Medical expenses and other economic damages in an amount to be determined at 

trial of this action; 

3. Pain and suffering, loss of life's pleasures, lost wages, lost earning capacity, and 

impairment of earning capacity; 

4.	 Damages for wrongful death; 

5.	 Damages for survival; 

6.	 Damages for Loss of Consortium; 

7. Non-economic damages for an increased risk of future complications as a direct 

result of Plaintiff's injuries; 

8.	 Punitive damages; 

9.	 Prejudgment interest at the highest lawful rate allowed by law;
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---- ---------

10. Interest on the judgment at the highest legal rate from the date of judgment until 

collected; 

II. Attorneys' fees, expenses, and costs of this action; and, 

12. Such further relief as this Court deems necessary, just and proper. 

VII. JURY DEMAND 

Plaintiffs hereby demand a trial by jury on all issues so triable. 

Respectfully submitted, 

___----'/S/ _ 
Anthony Tarricone, Esquire 
KREINDLER & KREINDLER LLP 
277 Dartmouth Street 
Boston, MA 02116 
Phone: 617.424.9100 
Fax 617.424.9120 
E-mail: atarricone@kreindler.com 

lSI
Steve W. Berman, Esquire 
Hagens Berman 
1918 Eighth Ave. 
Suite 3300 
Seattle, WA 9810 I 
Tel (206) 623-7292 
Fax (206) 623-0594 
Email ~~~~@]l~_~lli~Y.L~Qll1 

___----.:IS/ _ 
James C. Klick, Esquire 
HERMAN, HERMAN, & KATZ LLP 

820 O'Keefe Avenue 
New Orleans, Louisiana 70113 
Phone: (504) 581-4892 
Fax: (504) 561-6024 
Email: JKlick@HHKC.com 
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___....:/S/ _ 
Arnold Levin, Esquire 
LEVIN FISHBEIN SEDRAN & BERMAN 

510 Walnut St., Suite 500 
Philadelphia, PA 19106 
Phone 215-592-1500 
Fax: 215-592-4663 (facsimile) 
Email ALevin@lfsblaw.com 

___....:/S/ _ 
Michelle A. Parfitt, Esquire 
ASHCRAFT & GEREL, LLP 
4900 Seminary Road, Suite 650 
Alexandria, Virginia 223 II 
Phone: (703) 931-5500 
Fax: (703) 820-1656 
Email: mpa.,rf@~9J&.9m 

____/S/_--,---­ _ 

Chris Seeger, Esquire 
SEEGER WEISS, LLP 

77 Water Street 
New York, NY 10005 
Phone: (212)584-0700 
Fax: (212) 584-0799 (facsimile) 
Email: CSeeger(Q).seegerweiss.com 

Dated: December 20,2013 
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------------

------------

o	 New Matter 

o	 Amendment Relating to a Pending Matter 

UNITED STATES DISTRICT COURT 
DISTRICT OF MASSACHUSETTS 

§ 
IN RE: FRESENIUS § MDL NO. 1:13-MD-2428-DPW 
GRANUFLO/NATURALYTE DIALYSATE § 
PRODUCTS LIABILITY LITIGATION § 

§ SHORT-FORM COMPLAINT 
This Document Relates to: § AND DEMAND FOR JURY 

§ TRIAL 
[Insert Name ofIndividullfCase] § 

----------------§ 
The Plaintiff(s) named below file this Short-Form Complaint against the Defendants 

named below and incorporate The Master Complaint and Jury Demand filed in MDL No. 2428 
by reference. Plaintiff selects and indicates by checking-off where requested, those products, 
Parties and claims that are specific to his or her case. Plaintiffs (s) further allege as follows: 

1.	 Plaintiff 

2.	 Plaintiffs Spouse (ifapplicable), _ 

3.	 Other Plaintiff and capacity, if applicable ii.e., administrator, executor, guardian, 
conservator, etc.) _ 

4.	 State of Residence

5a.	 o By checking here, I choose Massachusetts as the "home" forum. 

5b.	 If you did not chose Massachusetts as the "home" forum, identify the United States 
District Court and Division in which venue would be proper absent direct 
filing, _ 

6.	 Defendant(s)[checkeach'D.~feiukmt agal1',l~t whom COThplaintfs;made]; I 

1 If additional Counts and/or Counts directed to other Defendants are alleged, the specific facts supporting 
these allegations must be pleaded by the Plaintiff in a manner complying with the requirements of the 

1 
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-------------

o FRESENIUS MEDICAL CARE HOLDINGS, INC. 

o FRESENIUS MEDICAL CARE HOLDINGS, IJ'ilC. d/b/a FRESENIUS 
MEDICAL CARE NORTH AMERICA 

o FRESENIUS USA, INC. 

o FRESENIUS USA MANUFACTURING, INC. 

o FRESENIUS USA MARKETING, INC. 

o FRESENIUS USA SALES, INC. 

o FRESENIUS MEDICAL CARE AG & CO. KGaA. 

o FRESENIUS MEDICAL CARE MANAGEMENT AG. 

o FRESENIUS SE & CO. KGaA. 

o FRESENIUS MANAGEMENT SE. 

o Other _ 

7. Basis ofJurisdiction 

o Diversity of Citizenship 

o Other:
 

Other allegations ofjurisdiction and venue:
 

8. On or about :, Plaintiff had the following injury: 

which is alleged to have been caused by Defendants NaturaLyte and/or GranuFlo 
administered to Plaintiff for dialvsis treatment a:-t~:J~re"1fij;in 
[ins 1 

treat 

Federal Rules of Civil Procedure, and the Defendants against whom they are alleged must be specifically 
identified on a separate sheet of paper attached to the Short Form Complaint. 

2 
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9.	 The following claims asserted in The Master Complaint and Jury Demand, and the 
allegations with regard thereto, are herein adopted by reference: 

Count 1- STRICT LIABILITY 0 
Count 11- NEGLIGENT FAILURE TO WARN 0 

Count III- NEGLIGENT DESIGN
 

0 Count IV- NEGLIGENCE
 

0 Count V- NEGLIGENT MISREPRESENATION
 

0 Count VI- BREACH OF IMPLIED WARRANTY OF
 
MERCHANTABILITY 

0 Count VII- BREACH OF IMPLIED WARRANTY OF FITNESS FOR 
PARTICULAR PURPOSE 

0 Count VIII- BREACH OF EXPRESS WARRANTY 

0 Count IX- FRAUD 

0 Count X- VIOLATION OF CONSUMER PROTECTION LAWS 

0 Count XI- LOSS OF CONSORTIUM 

0 Count XII- WRONGFUL DEATH 

0 Count XIII- SURVIVAL ACTION 

0 Other Count(s) (See FN 1) 

0 

10. Plaintiff asserts the following additional theories against the Defendants identified 
in Paragraph 6 above (See FN 1): 

11.	 Plaintiff asserts the following additional theories against Defendants other than 
those identified in Paragraph 6 above (See FN 1): 

3 
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WHEREFORE, Plaintiffs pray for relief as set forth in The Master Complaint and Jury 

Demand filed in MDL No. 2428. 

Attorney-name 

Firm 
Address 
Phone 
Fax 
E-mail 
Attorneyfor Plaintiffts) 

4 
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Instructions for Filing a Short Form Complaint 

Before you can file a short fonn complaint, you must obtain an ECF login number. 

To do so, go to: www.mad.uscourts.gov/ and proceed to "Attorney Admission 

Information", To receive a paper copy of the CMIECF Login Request go 

to: http://www.mad.uscourts.gov/caseinfo/pdf/ECFRegisterFonnfiII.PDF. To fill out the request 

electronically go to: http://public.mad.uscourts.gov/ecfreg.html. Indicate where requested, that 

you are an attorney of record in In Re: Fresenius GranuflolNaturalyte Dialysate Products 

Liability Litigation, MDL No: I: 13-md-2428 DPW. 

After you receive an ECF login, you may file a Short Form Complaint at: 

http://www.mad.uscourts.gov/caseinfo/cmecf-general.htm as a CMIECF Filer. 

After you log in, follow these steps: 

I.	 Open a civil case; 

2.	 If you are not a member of the District of Massachusetts, indicate that you are an 

MDL Attorney; 

3.	 Indicate that your civil case is related to MDL I: 13-md-2428; 

4.	 Indicate the lead case number (1: 13-md-2428) and check off the box for "Related 

Cases"; and 

5.	 Proceed accordingly to file your Short Form Complaint via ECF. 
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UNITED STATES DISTRICT COURT
 
DISTRICT OF MASSACHUSETTS
 

§ 
IN RE: FRESENIUS § MDL NO. 1:13-MD-2428-DPW 
GRANUFLOINATURALYTE DIALYSATE § 
PRODUCTS LIABILITY LITIGATION § 

§ 
This Document Relates to: § 

§ 
All Cases § 

§ 

REVISIONS TO REVISED CASE MANAGEMENT ORDER NO.7 

Revised Case Management Order No.7 (dkt # 528) is hereby amended to read as follows: 

Any plaintiff who has asserted in a Short Form Complaint ("SFC") a count for violation 
of the Massachusetts Consumer Protection Law M.G.L. c. 93A, shall be deemed to have 
fully complied with the requirements of notice pursuant to § 9(3) of c. 93A and therefore 
does not need serve a demand letter on any of the defendants prior to the filing of his/her 
SFC. 
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UNITED STATES DISTRICT COURT
 
DISTRICT OF MASSACHUSETTS
 

§ 
IN RE: FRESENIUS § 
GRANUFLOINATURALYTE DIALYSATE § 
PRODUCTS LIABILITY LITIGATlON § 

§ 
This Document Relates to: § 

§
All Cases--p-§
 

MDL NO. 1:13-MD-2428-DPW
 

D CASE MANAGEMENT ORDER NO.8 
(pRIVILEGE PROTOCOL) 

This Order is entered to set forth guidelinesand protocols that shall govern (I) assertions 

of the attorney-client privilegeand/or the work product doctrine; (2) the protocol that shall be 

followed regarding the preparation of privilege logs pursuant to Fed. R. Civ. P. 26(b)(5)(A)(i)­

(ii); and (3) the method for resolving privilegedisputes by and among Plaintiffs and Defendants. 

I. GOVERNING LAW 

A. Attorney-Client Privilege: 

1. The parties agree that Massachusetts law will govern the existence and scope of 

the attorney-client privilege. 

B. The Work Product Doctrine: 

2. The parties agree that Federal law will govern the assertion of and claim to 

protection under the work product doctrine. 

II.	 PROTOCOLS GOVERNING ATTORNEY-CLIENT PRIVILEGE AND WORK 
PRODUCT DOCTRINE 

A.	 Redactions Relating to Attorney-Client Privilege and Work 
Product Doctrine 
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3. The parties shall redactonly those portions of a document that fall within the 

scopeof the work product doctrine and/or attorney-client privilegeor as necessary to comply 

with foreign privacyand data protection laws relating to documents produced by the European 

Fresenius Defendants, and not the entire document or page unless the entire documentor page is 

withinsuch scope. 

4. When a document is redacted on the basisof privilege, the producing partyshall 

list the information pertaining to the redacted portion of the document on a privilege log as set 

forth in Paragraph 5 below. If a redaction is subsequently changed by order of the Court or by 

agreement of the parties, the partyclaiming privilegeshall providea replacement document with 

the redaction removed bearing the same bates number as the originaldocument, with an 

associated load file containingthe replacement image. 

B. Prlvllege Log 

5. The parties shall produceprivilege logs in Excel format or a similar electronic 

format that allows text searching, sorting and organization ofdata. Consistentwith RuIe 

26(b)(5)(A) and the AdvisoryCommitteeComments thereto,and subject to all relevant foreign 

privacy and data protection laws', a privilege log shall contain, where available, the following: 

a. The documentdate; 

b. The source of the document; 

c. The identityof the person(s) who prepared the document; 

d. The identityof any person(s) to whom the document was disseminated; 

e. The subject/titleand document type; 

f. The specific privilege or protection allegedlyapplicable to the document; 

I In theevent that foreign privacy ordata protection laws prohibit thespecific identification ofa party or 
parties toa communication, sufficient information will be provided to identify the basis for the privilege 
and toenable other parties toassess the claim. 
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g. Information pertinent to the applicability of the privilegeor protection sufficient 

to enable the other party to evaluate the applicabilityof the claimed privilegeor 

protection; and, 

h. The number of pages in any document withheld for privilege. 

6. The producing party will produce an updated privilege log within 30 days of each 

production. 

The parties shall have the right to request an expedited privilege log, but not sooner than 

15 days, for certain custodians or document sources for purposes of deposition preparation. In 

addition, the parties shall have the right to request an extension of the privilege log deadline, not 

to exceed45 days, for document productions involving a large volume of privileged documents. 

If the producing party objects to the expedited or extension request, the parties will meet and 

confer in good faith in an attempt to resolve the disagreementwithout court intervention. If the 

parties cannot reach an agreement, the requesting party may seek court relief. Privilege logs 

shall be supplemented under Fed. R. Civ. P. 26 (e)(l) as to any document that becomes 

producible thereafter. 

C. Challenges to Claims of Privilege and/or Work Product Doctrine 

7. A receiving party may challengea redaction or claim of privilegeat any time 

after the document or a privilege log identifying the document subject to such redaction or claim 

is produced. A receivingparty does not waive its right to challenge a redaction or claim of 

privilege by electingnot to challenge promptlyafter the subject document or privilege log 

identifying it has been produced. 

8. A receiving party may challenge a producing party's redaction or designation of 

privilege from production by notifyingthe producing party, in writing (a letter to lead and liaison 
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counsel delivered by email shall be sufficient), of its good faith belief that the redaction or 

designation was not proper, including a briefexplanation of the basis of the disputewith regard 

to each redaction or claim of privilege at issue. 

9. Thereafter the producing partyshall have seven(7) days to review the redacted or 

designated material, to consider the circumstances, and to meet and confer with the receiving 

party. If no resolution can be reached after those seven (7) days, the receiving party may file and 

servea motion that challenges the redaction or claim of privilege. The burden of proofin 

connection with anyclaim of privilege shall be on the producing party. 

III. GENERAL PROVISIONS 

10. If any party produces a privileged document through mistake. inadvertence or 

otherwise, the producing party may have the privileged document returned and/or destroyed by 

the receiving party by following the procedure set out in CMONo.5 or consistent with 

agreement ofthe parties or furtherorderof the Court. 

I~ 1__.. ~i ~ 
SOORDERED'his If daYOf~2014. 
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UNITED STATES DISTRICT COURT
 
DISTRICT OF MASSACHUSETTS
 

IN RE: FRESENIUS MDL NO.l:13-MDL-2428-DPW 
GRANUFLOINATURALYTE DIALYSATE 
PRODUCTS LIABILITY LITIGATION 

This Document Relates to: 

All Cases 

REVISED CASE MANAGEMENT ORDER NO.9 
(PRODUCT IDENTIFICATION) 

This Case Management Order has been revised at Paragraph I to reflect the correct 

electronic mail address to which Plaintiff's counsel should submit the requests for information 

described in this Order. 

This Case Management Order applies only to cases in this MOL where the allegedly 

injured party was a patient who last dialyzed at a Fresenius Medical Care North America 

("FMCNA") dialysis clinic prior to the injury or death giving rise to the lawsuit. For any such 

case in which the Plaintiff seeks identification of the acid concentrate product (i.e. GranuFlo or 

NaturaLyte) used in the last hemodialysis treatment prior to the alleged injury or death, the 

parties shall follow the proceduresset forth herein. 

I. Plaintiff shall, at the time of submissionof his or her Plaintiff Fact Sheet ("PFS"), 

separately request that FMCNA provide the information described in paragraph 3 below by 

submitting a written request via electronic mail to GranuFloProg!J~tIDReq@~oLlorallp.col11. 

Along with this request, Plaintiff shall submit: 

(a) A completed electronic template in the form provided by FMCNA containing the 

following information: Patient's First Name. Last Name. Middle Initial. Appellation if any, 
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FMCNA Medical Record Number ("MRN") if available, Social Security Number, Date of Birth, 

Dateof Injury or Death, Date of Last DialysisTreatment, the Name and Address of the Named 

Facility identified in Section IV.2 of the Plaintiffs Fact Sheet, Case Number, and Plaintiff's 

Counsel (the "Electronic Template"); and 

(b) A duly executed HIPAA release limited in scope to the information described in 

paragraph 3 below. 

2. If the information in the Electronic Template is incomplete or inaccurate, 

FMCNA will notify counsel for the Plaintiff of the specific deficiency/inaccuracy and will not 

undertake to provide the information described in paragraph 3 below until such time as the 

deficlency/inaccuracy is cured by the Plaintiff. 

3. Within fourteen (14) days of the first Friday following receipt of the request, 

complete Electronic Template, and executed HIPAA form, FMCNA shall provide the following 

information: 

(a) For a patient who received his/her last dialysis treatment prior to death/injury at 

an FMCNA clinic utilizing the Proton system, FMCNA will identify the last "acetate value" for 

that patient reflected in its "Data Warehouse" prior to injuryor death1; 

(b) For a patient who received hislher last dialysis treatment prior to death/injuryat 

an FMCNA clinic utilizing the eCube system, FMCNA will identify the last "concentrate 

identifier" for that patient refleeted in its "Data Warehouse" prior to injury or death". 

4. The information required by paragraph 3 above shall be provided by FMCNA 

electronically in the form of a letter signed by a duly authorized representative of FMCNA under 

I An acetate value of"8" indicates GranuFlo. 

2 A concentrate identifier that begins with "G" indicates GranuFlo and a concentrate identifier 
that begins with "N" indicatesNaturaLyte. 
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the penalties of perjury indicating; (a) that a query was made of FMCNA's "Data Warehouse" 

for the requested information; (b) the result of the query; (c) verification that, to the best of the 

FMCNA representative's information and belief, the query was accurately performed based on 

the information supplied by the Plaintiff; and (d) that the result provided accurately reflects the 

information contained in the "Data Warehouse." 

5. Nothing in this Case Management Order shall relieve any Plaintiff from the 

obligation to submita complete PlaintiffFact Sheet per Case ManagementOrder No.6. 

II.. 

SO ORDERED this jr daYOf~2014. 
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UNITED STATES DISTRICT COURT
 
DISTRICT OF MASSACHUSETTS
 

IN RE: FRESENIUS MDL NO.l:13-MD-2428-DPW 
GRANUFLOINATURALYTE DIALYSATE 
PRODUCTS LIABILITY LITIGATION 

This Document Relates to: 

Allcases~ :
 

~CASE MANAG~MENT ORDER NO. 10
 

(Bellwether Case Selections and Trial Deadlines) 

The Court adopts this bellwether case selection protocol with the intent that the process 

of selecting and preparing individual cases for trial be both instructive and meaningful to the 

resolution of all cases in this MOL. 

I. Selecting Cases For Case-Specific Discovery 

On September 15,2014, the Plaintiffs Executive Committee ("PEC") and the Fresenius 

North America Defendants ("FMCNA") I shall each designate ten (10) cases, for a total of twenty 

(20) cases, to undergo "Core Case-Specific Discovery" pursuant to this Case Management Order. 

The cases that the PEC and FMCNA designate to undergo Core Case-Specific Discovery may 

only be drawn from those cases that are "Eligible Cases for Selection" as defined in Section 1I 

below. 

The PEC and FMCNA shall submit the complete list of twenty (20) cases selected for 

Core Case-Specific Discovery to the Court by September 19,2014. 

1 The term "FMCNA" refers to the following named defendants: Fresenius Medical Care Holdings, Inc. d/b/a 
Fresenius Medical Care North America, Fresenius USA. Inc.• Fresenius USA Manufacturing, Inc., and Fresenius 
USA Marketing, Inc. For purposes of this Case Management Order, the term "party" shall refer 10. on the one hand, 
the Plalntlff and/cr PEC and, on the other hand. FMCNA. for a total of two (2) psrtles. 

1 
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II.	 Eligible Cases for Selection 

If bellwether trials are to produce reliable information about the other cases in this MOL, 

the specific plaintiffs and their claims should be representative of the range of cases pending in 

this MOL. The initial pool of cases that the parties shall identify for Core Case-Specific 

Discovery shouldconsist of cases that present representative issues in this litigation such as: 

a.	 The cause or causes of the injuries incurred and alleged in the MasterComplaint; 

b.	 Whether the last outpatient dialysis treatment received prior to the alleged injury was 
provided by a clinic operated by FMCNA or by a clinic operated by some other 
provider; 

c.	 The date of the injury incurred and alleged, especially whether the injury occurred or 
is alleged to have occurred before or after November 4, 20 II; 

d.	 The time elapsed from the last outpatient dialysis treatment to the alleged injury; and 

e. Anyother issues deemed representative of the litigation by the parties. 

A case may be considered an Eligible Case for Selectiononly where: 

a.	 Plaintiff Fact Sheets and Defendant Fact Sheets have been served by the parties (as 
described in Case Management Order No.6); 

b.	 Product Identification has been provided pursuant to Case Management Order No.9; 
and 

c.	 All medical records subject to Case Management Order No. 3 shall have been 
produced by FMCNA. 

III.	 Consent to Personal Jurisdiction and Venue 

For each case selected for Core Case-Specific Discovery, the Plaintiff and FMCNA shall 

be deemed to have consented to personal jurisdiction and venue in the District of Massachusetts 

such that the case can be tried in the District of Massachusetts should it be selected for 

bellwether trial. 

For those cases selected for bellwether trial(s) that name defendants in addition to 

FMCNA, the claims against such non-FMC A defendantsshall be severed and stayed. 

2 
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IV. Core Case-Specific Discovery 

Core Case-Specific Discovery can be performed only in the twenty (20) cases selected 

under this Case Management Order (or in a replacement case as outlined in Section VI). Core 

Case-Specific Discovery may commenceon October 3, 2014, and shall be completed on all cases 

selected by the PEC and FMCNA by February27,2015. 

CoreCase-Specific Discoveryconsists solely of: 

a.	 The exchange of Plaintiff and Defendant Fact Sheets and medical records 

(supplemented as necessary); 

b.	 Product identification; 

c.	 No more than one (I) deposition from each of the following four categories.' 

J.	 The person(s) involved in the care and life of the dialysis clinic patientat the time 
of his or her injury,whether the spouseor family memberor other representative. 
(Should the partieschoose to depose more than one (I) person from this category, 
the depositionscollectively shall not exceed seven hours and shall, to the extent 
practicable, beconducted on the same day) 

ii.	 Treating nephrologist(s) (Should the partieschoose to depose more than one (l) 
person from this category, the depositions collectivelyshall not exceedseven 
hours and shall, to the extent practicable, be conducted on the same day); 

iii.	 Dialysisclinic medical director; 

iv.	 Dialysisclinic staff person with knowledge of the patient's care, or a percipient 
witness if the injury which gave rise to the lawsuitoccurred in the clinic, or a 
nutritionist (Should the partieschoose to depose more than one (I) person from 
this category, the depositionscollectively shall not exceed seven hours and shall, 
to the extent practicable, be conducted on the same day); and 

d. Up to two (2) additional depositionsselected by each party; 

e. A total of ten (10) case-specific Interrogatories served by each party; 

f. A total often (10) case-specific Requests for Documentsserved by each party;and 

g. A total often (10) case-specific Requests for Admissionsserved by each party. 

2 For deponent categories (i)-(Iv), the parties shall have an equal amount of time to question the deponent, 
regardless of which party noticed the deposition. 
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V. Selectionof Proposed Cases for Further Pre-Trial Discovery and Bellwether Trials 

By March 13, 2015, the PEC and FMCNA shall narrow their initial selection of ten (10) 

Core Case-Specific Discovery cases down to five (5) recommended for further pre-trial 

discovery and bellwether trials and submit the recommendations to the Court. With the 

recommendations, the parties shall provide sufficient detail concerning their proposed selected 

cases to enable the Court to ensure the final pool of ten (10) cases are representative of the issues 

in this litigation. The final pool of ten (10) cases for further pre-trial discovery and bellwether 

trials shall include at least: 

a.	 One case in which the alleged injury occurred between November 4,201 I and March 
29,2012; 

b.	 One case in which the alleged injury occurred prior to November 4,2011; 

c.	 One case in which the injured person received his or her last outpatient dialysis 
treatment prior to the date of alleged injury or death at a clinic operated by FMCNA; 
and 

d.	 One case in which the injured person received his or her last outpatient dialysis 
treatment prior to the date of alleged injury or death at a clinic operated by a provider 
other than FMCNA. 

After consideration of the parties' submissions, the Court shall determine the pool of 

Core Case-Specific Discoverycases after conferringwith the parties. 

VI.	 Dismissal of Cases Selected for Core Case-Specific Discovery or Bellwether Trials 

The Court recognizes that the PEC may eject to dismiss, and that FMCNA may elect to 

settle and thus cause the dismissal of, a case after it is selected for Core Case-Specific Discovery 

and/or a bellwether trial. To ensure a balanced pool of cases for bellwether trials, the PEC and 

FMCNA shall meet and confer upon notice that a case from the bellwether pool is to be 

dismissed and attempt to reach agreement as to how the case will be replaced. If the parties 

cannot agree, they shall notify the Court of the existence of their dispute, and within five (5) 
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business days, submit competing proposals as to how the case at issue shall be replaced. The 

proposals shall contain sufficient information concerning the case at issue to the permit the Court 

to make an informed decision as to the manner in which it will be dismissed and the procedure 

for its replacement. 

Any case chosen as a replacement to a dismissed case shall have at least one-hundred 

fifty (I50) days of case-specific fact discovery regardless of the date on which the case is 

selected as a replacement, except for good cause shown to shorten this time period. All other 

deadlines otherwise applicable to such cases under this Order shall be modified to permit such 

fact discovery period. 

VIl. Bellwether Trial Case Deadlines 

Once the Court has issued its Bellwether Order approving the PEC and FMCNA's 

proposed cases for bellwether trials, further discovery can be conducted in each of the ten (J0) 

cases to prepare the cases for trial. The PEC and FMCNA shall work cooperatively to prepare a 

protocol, by way of a proposed Case Management Order, which will set forth deadlines for 

completion of additional fact witness discovery in the ten (10) bellwether cases, not to exceed an 

additional one-hundred fifty (150) days of case-specific fact discovery. The Case Management 

Order shall also set forth additional deadlines for expert discovery, and dispositive and Daubert 

motions. 

After ruling on dispositive motions, the Court shall entertain briefing and argument and 

make a determination on the order of trials. With such determination, the Court shall set final 

deadlines for pre-trial matters including motions in limine, trial exhibits and deposition 

designations. Any cases that are ultimately tried shall be tried individually, with a single Plaintiff 

per trial. 
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I!- 11. )
so ORDERED this I day of Nt'J ,2014. 

DOUGLAS P. WOODWCK, J. 
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UNITED STATES DISTRICT COURT
 
DISTRICT OF MASSACHUSETTS
 

IN RE: FRESENIUS MDL NO.1 :13-MD-2428-DPW 
GRANUFLOINATURALYTEDIALYSATE 
PRODUCTS LIABILITY LITIGATION 

This Document Relates to: 

All Cases 

Case Management Order No. 11
 

(Bellwether Expert Discovery and Trial Deadlines)
 

The following deadlines shall apply to cases selected for belJwether trials pursuant
 
to Case Management Order No. 10 (Bellwether Case Selection): 

DEADLINE EVENT 
May 1,2015 Expert reports disclosed by PEC and FMCNA 

simultaneously on matters of general applicability/general 
causation. 

June 1,2015 Rebuttal expert reports disclosed by PEC and FMCNA 
simultaneously on matters ofgeneral applicability/general 
causation. 

July 14,2015 Depositions completed of general applicability/general 
causation experts. To the extent practicable, the PEC's 
expert on a topic shall be deposed before the corresponding 
FMCNA expert. The parties shall otherwise agree to the 
scheduling of the depositions or seek the Court's 
intervention if they cannot agree. 

July 14,2015 Fact Discovery completed. (The parties shall agree upon 
the scope of any remaining discovery or seek the Court's 
intervention.) 

August 4, 2015 Initial Disclosure of Case Specific Experts, including expert 
reports. by PEC and FMCNA simultaneously. 

September 8, 2015 Case-specific expert rebuttal reports disclosed by PEC and 
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FMCNA simultaneously. 

September 29,2015 Depositions completed ofCase Specificexperts. 

October27,2015 Daubert and other dispositive motions filed. 

November 17,2015 Oppositionsto Daubert and dispositive motions filed. 

December 7, 2015 & December 
1 14, 2015 

Daubert Hearings 

January 11,2016 First MOL Bellwether Trial 

February 16, 2016 Second MOL BellwetherTrial 

After rulingon dispositive motions, the Court shall determine the order of trials and set final 
deadlines for pre-trial matters including motions in limine, trial exhibits, and deposition 
designations. 

Any cases that are ultimately tried shall be tried individually, with a single PlaintitTpertrial. 
,~ 1 

SO ORDERED this /; day of /1Jt4l ,2014.
I 

DoUGLAS P. WOODLOCK, 1. 
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UNITED STATES DISTRICT COURT
 
FOR THE DISTRICT OF MASSACHUSETTS
 

rN RE: FRESENIUS 
GRANUFLOINATURAL YTE DIALYSATE 
PRODUCTS LIABILITY LITIGATION, 

This Document Relates To: 

ALL CASES
 

)
)
)
)
)
)
)
) 

MOL No.1: 13-md-02428-DPW 

CASE MANAGEMENT ORDER No. 12
 
(Order Governing the Format of Generic Document Production)
 

With regard to the procedures and format relating to the production of documents and 
things by Plaintiffs and by defendants Fresenius Medical Care Holdings, Inc. d/b/a Fresenius 
Medical Care North America, Fresenius USA, Inc., Fresenius USA Manufacturing, Inc., and 
Fresenius USA Marketing, Inc. (collectively, "FMCNA"); and Fresenius Medical Care AG & 
Co. KGaA, Fresenius Medical Care Management AG, Fresenius SE & Co. KGaA and Fresenius 
Management SE (collectively, the "European Fresenius Defendants") in response to generic 
requests for discovery, the Court hereby Orders: 

A.GENERAL 

I. In the event this Order does not otherwise provide for the method of production, the 
parties shall meet and confer in good faith on a manner of production that balances the needs for 
production to be efficient, cost effective and reasonably useable. 

2. Except as specifically limited herein, the Order governs the production ofdiscoverable 
documents by Plaintiffs and by FMCNA and the European Fresenius Defendants during generic 
discovery in this Litigation as set forth at paragraph 2 of Case Management Order No.2. A 
protocol for the production of discoverable documents for case-specific discovery on a going 
forward basis will be the subject of separate discussion and, if necessary, additional Case 
Management Order(s). 

3. All documents that are responsive to generic discovery requests will be produced, 
subject to objections and responses, and subject to the parties' Protective Order and/or 
Confidentiality Order, in the manner provided herein. 

B. PRODUCTION PROTOCOLS 

4. General Format of Production. All documents produced pursuant to generic discovery 
requests in this litigation shall be produced as electronic TIFF images with associated text (OCR 
or extracted text as set forth herein), metadata, and objective coding, unless another production 
format is designated herein or otherwise agreed to by the parties. 
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5. Production of Electronic Images and Associated Data. Except as limited in this 
paragraph or as described herein and/or as otherwise agreed to by the parties, all documents that 
originally existed in electronic or hard-copy form that are produced in these proceedings shall be 
produced in electronic image form in the manner provided herein. To the extent exceptions to the 
foregoing are required, the parties will meet and confer to discuss alternative production 
requirements. concerns, or formats. Except for redacted documents, each document produced 
pursuant to this Order shall convey the same information in the electronic image(s) produced as 
the original document. Documents that present other imaging or formatting problems shall be 
promptly identified by the receiving party and the parties shall meet and confer to attempt to 
resolve the problems. 

a. Document Image Format. All production document images, whether scanned from 
hard copy documents or generated from native electronic documents, shall be provided as single­
page Tagged Image File Format (".tiff format"), using Group 4 compression at 300 dpi 
resolution, and shall reflect, to the extent practicable, without visual degradation, the full and 
complete information contained in the original document, unless redacted. Reasonable efforts 
will be used to scan the pages at or near their original size and so that the image appears straight 
and not skewed. Physically oversized originals, however, may appear reduced. In addition, 
reducing image size may be necessary to display Bates numbers without obscuring text. Unless 
otherwise indicated by this or other Case Management Orders or as agreed between the parties, 
the documents shall be produced in accordance with Rule 34 of the Federal Rules of Civil 
Procedure. The parties shall meet and confer to the extent reasonably necessary to facilitate the 
import and use of the produced materials with commercially available document management or 
litigation support software. 

b. Load Files: Load file means an electronic file provided with a production set of 
document images that facilitates the loading of such information into a receiving party's 
document review platform, and the correlation of such data in the platform. A properly delimited 
ASCII text file containing Metadata and any objective coding required to be provided pursuant to 
this Order, an IPRO (LFP file) or OPTJCON load file for tiff images, and document level ASCfI 
OCR or Extracted text files named with the corresponding StartBates or BegBates document 10. 
The receiving party will provide the producing party with load file specifications 14 days in 
advance of the date of the first production. The producing party will have the right to request a 
sample load file and deliver a small first production to ensure the load file works and avoid any 
unnecessary costs associated with a faulty large-scale production. 

c. Document Unitization. Each page of a hard copy document shall be scanned into an 
image and if a document is more than one page, the unitization of the document and any 
attachments shall be maintained as it existed in the original when creating the image file. For 
documents that contain fixed notes, the pages will be scanned with the notes and those pages will 
be treated as part of the same document. Post-it notes should be removed prior to scanning and 
scanned as a separate page immediately following the page it was attached to. The relationship 
of documents in a document collection (e.g., cover letter and enclosures, email and attachments, 
binder containing multiple documents, or other documents where a parent-child relationship 
exists between the documents) shall be maintained. Jf more than one level of parent-child 
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relationship exists, documents will be kept in order, but all will be treated as children of the 
initial parent document. Such information shall be produced in the load file and metadata or 
objective coding, as set forth herein, in a manner to enable the parent-child relationship among 
documents in a document collection to be reconstituted by the receiving party in commercially 
available document management software, such as Concordance. All documents produced shall 
have a character that delineates page breaks in the OCR text so that the receiving party can 
determinewhere one page ends and another page begins. Parent-Child as well as other document 
family relationships and document unitization relationships shall be maintained even if that 
results in the production of documents considered to be duplicate documents as defined in 
paragraph B(5)(e) below. 

d. Color. If an original document contains color, the producing party shall not deny 
reasonable requests for color copies of the original. Upon receipt of a request for a color copy of 
a document originally produced in black-and-white, the producing party shall provide a 
replacement image and load file bearing the same Bates number for that previously produced 
document with its next production. 

e. Duplicates. Each party will take reasonable steps to de-duplicate electronic documents 
and other ESI in accordance with the terms of this Order. The parties will de-duplicate data 
within a custodian for all sources (i.e., custodial de-duplication or vertical de-duplication). Near 
duplicates or similar documents will be produced. Duplicated electronic files will be identified 
based upon calculated MD5 Hash values for binary file content using industry standard tools. For 
electronically stored information that is not email: contents only will be used for MD5 Hash 
value calculation and will not include operating system metadata (filename, file dates) values. 
For email, certain email metadata such as the To, From, CC, Subject, Body, and binary streams 
of all attachments will be used for MD5 Hash value calculation. All files bearing an identical 
MD5 hash value make a duplicate group. 

f. Messaging Files: Duplicate messaging files will be identified based upon MD5 Hash 
values for the message family, including parent object and attachments. Duplicate messaging 
materialswill be identified at a family level, including message and attachment(s). 

g. Bates Numbering and Source Index. Each page of a produced document shall contain a 
legible, unique identification number ("Bates number") and confidentiality notice, where 
applicable, which will be electronically burned onto the page image in a manner that does not 
obliterate, conceal, obscure, or interfere with any information from the source document. No 
other stamp or information will be placed on a document other than Bates-number, 
confidentiality notice, and any redactions as may be required. This provision does not apply to 
databases or documents produced in native electronic format. 

h. File Naming Conventions. Each page image file shall be named with the unique Bates 
number of the page of document, followed by the extension ".TIF." In the event the Bates 
number contains a symbol and/or character that cannot be included in a file name, the symbol 
and/or character will be omitted from the file name. 
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i. Production Media. Document productions will be made by electronic transfer, or on 
CD-ROM, DVD, extemal hard drive, or such other readily accessible computer or electronic 
media as the parties may hereafter agree upon (the "Production Media"). Each piece of 
Production Media shall be marked with a specific identifying number, like a Bates number, as 
well as the following: production number, production date, and the Bates number range(s) of the 
materials on the Production Media. 

j. Metadata: Metadata means corresponding data about an electronic document that is 
generally not seen on the face of the document or when the document is printed (e.g., date 
created, date sent, author, recipient, etc.), For electronic documents, e-mails and hardcopy 
documents, the parties agree to produce objective coding and metadata as set forth in 
"Artachment A", to the extent such coding and/or metadata is responsive, not privileged, not 
subject to applicable foreign privacy and data protection laws, available and applicable. The 
producing party may redact, or remove from production, protected and/or privileged metadata, so 
long as all revisions or redactions, if made for purposes of attomey-client privilege or work 
product protection, are individually noted on the privilege log. 

k. OCRlExtracted Text: The producing party shall produce corresponding 
Optical Character Recognition (OCR) text files for hard-copy documents and any electronic 
documents that require redaction prior to production. For electronic documents that require 
redaction, the process shall be that the producing party shall export the document to a TIFF 
image and perform the OCR process off that TIFF image. Printing electronic documents to paper 
for the purpose of performing the OCR scan shall not be permitted by this Order. When 
subjecting physical documents to an OCR process, the settings of the OCR software shall 
maximize text quality over process speed. Settings for "Auto-Skewing" and "Auto-Rotation" 
should be tumed on when documents are run through the process. For documents that exist in 
electronic format that have not been redacted and that are produced as images, the producing 
party shall produce extracted text files reflecting the full text that has been electronically 
extracted from the original, native electronic files. The parties shall coordinate regarding the 
specifics for delivering OCR and extracted text as part of productions, including any load files 
specifications. For any document that will undergo the OCR process and contain a redaction, the 
producing party shall bum a Bates number onto the image or document prior to the OCR process 
such that the Bates number becomes part of the OCR file. In the event the Producing Party 
updates the OCR to include the production Bates numbers into the OCR text for its own use, the 
producing party shall provide an identical production to the Receiving Party. 

I. Native Format Productions. Native production means electronic documents that are 
produced in the format in which they were created and used (also referred to in terms of "Native 
Format"). A receiving party may, after receipt and review of documents produced in .tiff format 
pursuant to this Order, request that specific Excel spreadsheets and other documents be provided 
by the producing party in native format. Any such reasonable request will not be denied. The 
parties agree that any documents produced in native format will be given the same level of 
confidential protection as is due the originally produced document under CMO no. 5 regardless 
of whether the document in its native format contains a confidentiality designation. Any native 
files that are produced shall be produced with a Bates-numbered TIFF image slip-sheet stating 
"Document [Begin Bates number] to [End Bates number] is a [document type] that has been 
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produced in native format." The slip-sheet shall also contain a MD5 hash generated for the 
produced native file. Any native files that are produced shall be produced with the source file 
path provided, as well as all extracted text and applicable metadata fields set forth in Attachment 
A. Spreadsheets that require redactions will be converted to TIFF images as follows: remove 
user-defined print areas; unhide and expand all columns, rows and sheets; expand/outline 
groupings; print to TIFF each sheet across (left to right) and then down; set for landscape 
orientation; and remove blank pages as possible. Any autodate macros will be indicated as 
"<autodate>". 

m. Databases. The parties shall meet and confer concerning the scope and production 
format for discoverable information contained in databases and other structured data sources. 
Such production shall be governed by separate stipulation of the parties or Order ofthe Court. 

n. Video, Audio, other electronic media that cannot be rendered as Tiff images. Except as 
subject to redaction or other protection, the producing party shall produce requested relevant 
video, audio and other electronic media that cannot easily be rendered as Tiff images in their 
original media format, i.e., CD Audio, DVD Video, etc. unless the original format is 
unreasonable, or unduly burdensome or costly, in which situation the parties will meet and 
confer on the format for producing this type of information, Audio and video files may be edited, 
only after consultation with the opposing party, if redactions are required, subject to appropriate 
identification of any such modification to the original audio or video file. 

o. Original Documents. The producing parties shall retain the original hard-copy and 
native source documents in their original format (together with, except as may be otherwise 
expressly agreed among the parties, the means to access, retrieve, and view such documents) for 
all documents produced in this proceeding. Producing parties shall maintain the original native 
electronic source documents in a manner so as to preserve the "metadata" associated with these 
electronic materials in the event review of such metadata becomes necessary. Subject to 
preservation of appropriate privileges and other protections of the producing party's information 
from production in accordance with applicable law, upon a showing of good cause or 
particularized need, after reasonable request and any necessary meet and confer, where a 
document existed originally in only hard copy format, the producing party will make originals of 
any produced document available for inspection by the requesting party in the form in which 
such documentsare kept in the ordinary course of business. 

6. Replacement Images. If a document produced by a producing party has an error or the 
images must be replaced due to inadvertent or mistaken production, a change in confidentiality, 
or other reason the replacement production must be marked as a replacement, and the producing 
party must provide a reason for the replacement. The load file of the replacement document(s) 
must be separately produced in a complete replacement file, which contains the replacement 
document(s) only. 

7. Disputes: The parties will meet and confer in good faith, and endeavor to resolve any 
dispute related to this Order before submitting such disputes to the Court for determination. 
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8. Relief and Modification: After an appropriate meet and confer in good faith, either 
party may apply to the Court for reliefor modification of this Order. 

SO ORDERED this 19th day of June ,2014. 

PrMllo flt1wlt.f/
DoUGLASP. WOODLOCK, J. 
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UNITED STATES DISTRICT COURT
 
DISTRICT OF MASSACHUSETTS
 

IN RE: FRESENIUS § 
GRANUFLOINATURALTE DIALYSATE § 
PRODUCTS LIABILITY LITIGATION § 

§
§ 

MOL NO. I: 13-MD-2428-DPW 

THIS DOCUMENT RELA TES TO ALL § 

CASES § 
§ 
§ 

CASEMANAGEMENT ORDERN;;! 

(protective Order Regarding Inadvertently or Mistakenly Produced Protected Health 
Information) 

I. SCOPE OF ORDER 

I. This Protective Order incorporates by reference Case Management Order No.5 

(Protective Order of Confidentiality), Document 413. 

2. This Protective Order applies all to Discovery Material produced or disclosed in 

this Litigation, whether produced or disclosed prior or subsequent to the entry of this Protective 

Order. 

II. DEFINITIONS 

3. Protected Health Information. "Protected Health Information" is defined herein 

as "individually identifiable health information... that is: (i) Transmitted by electronic media; (ii) 

Maintained in electronic media; or (iii) Transmitted or maintained in any other form or medium." 

45 C.F.R. § 160.103. Individually identifiable health information ("IIHI") as used herein shall 

mean any information about the past, present or future physical or mental health or condition, or 

treatment, of an individual, the provision of health care to an individual, or the past, present or 
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future payment for the provision of health care to an individual. To the extent that the materials 

described above include IIHI of a relative or other person (other than the patient), such 

information also shall be considered IIHI. 

4. Party. "Party" means any of the parties in this Litigation, including employees, 

agents, officers and directors of such parties. "Parties" means all ofthe parties in this Litigation. 

5. Discovery Material. "Discovery Material" means all non-public information, 

documents, medical records, or tangible things, responses to discovery requests, deposition 

testimony or transcripts, including exhibits thereto, and any other similar materials, or portions 

thereof. 

6. Receiving Party. "Receiving Party" means a Party to this Litigation, and all 

employees, agents and directors of the Party that receive Discovery Material from a Producing 

Party. 

7. Producing Party. "Producing Party" means a Party to this Litigation, and all 

directors, employees and agents of the Party or any third party that produces or otherwise makes 

available Discovery Material to a Receiving Party. 

8. This Litigation. "This Litigation" means all cases currently pending in the above-

captioned multidistrict litigation and all related actions that have been filed in, transferred or 

removed to this Court and assigned thereto. 

III.	 INADVERTENT OR MISTAKEN PRODUCTION OF PROTECTED HEALTH 
INFORMATION - CLAWHACK PROCEDURES 

9. In view of the large volume ofDiscovery Material produced in this Litigation, the 

Court recognizes that Discovery Material may inadvertently include Protected Health 

Information that should have been withheld in whole or in part on the basis of an absolute or 

qualified privilege or other legal protection from disclosure, including but not limited to the 
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protections afforded Protected Health Information under the Health Insurance Portability and 

Accountability Act ("HIPAA") and various state and federal laws and regulations ("PHI 

Privilege"). 

IO. Inadvertent or mistaken production of Protected Health Information shall not 

constitute a waiver of any objection or applicable privilege or legal protection, including without 

limitation any PHI Privilege, either as to the specific information disclosed or as to any other 

information relating thereto or of the same or related subject matter. No action taken or not 

taken in accordance with this CMO nor failure to object to such action shall be construed as a 

waiver ofany claim or defense in this Litigation. 

II. In the event the Producing Party discovers it has inadvertently or mistakenly 

produced Protected Health Information, the Producing Party shall, within thirty (30) calendar 

days of the discovery of the inadvertent or mistaken disclosure, notify the Receiving Party in 

writing of the inadvertent or mistaken disclosure. The Producing Party may, in the notice, 

request a "clawback" of the inadvertently or mistakenly disclosed Protected Health Information. 

Except as set forth in paragraph 12 below, the Party receiving such c1awback notice shall 

immediately and diligently act to retrieve any inadvertently or mistakenly produced protected 

health information, and all copies, including any loaded onto any litigation support databases, 

and return them to the Producing Party or destroy them as agreed between the Parties. All notes 

or other work product of the Receiving Party reflecting the contents of such materials shall be 

destroyed and not used. 

12. If, upon receipt of such clawback notice set forth in paragraph 11, the Receiving 

Party challenges the designation of Protected Health Information, the Receiving Party shall 

notify the Producing Party of the challenge, in writing, within 10 days following receipt of the 
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clawback notice. Upon receipt of a challenge to the designation of Protected Health Information, 

the Producing Party may, within 14 days, move the Court to resolve the challenge to the 

Protected Health Information. Pending the resolution of such motion, the Receiving Party may 

retain possession of the inadvertently or mistakenly disclosed Protected Health Information as 

well as any notes or other work product of the Receiving Party reflecting the contents of such 

materials but shall segregate and not use such information or materials pending resolution of the 

motion, except as part of any briefing on the motion to the Court. The parties may, in support of 

their positions, submit the inadvertently produced information to the Court in a sealed envelope 

that shall be clearly marked: 

"THIS ENVELOPE CONTAINS DOCUMENTS MARKED AS 
CONFIDENTIAL THAT ARE THEREFORE COVERED BY A 
PROTECTIVE ORDER OF THE COURT AND IS SUBMITTED 
UNDER SEAL PURSUANT TO THAT PROTECTIVE ORDER AND 
LOCAL RULE 7.2. THE CONFIDENTIAL CONTENTS OF THIS 
ENVELOPE MAY NOT BE DISCLOSED WITHOUT EXPRESS 
ORDER OF THE COURT." 

If the Producing Party's motion is allowed, the Receiving Party shall promptly comply with 

paragraph I I above and no use shall be made of such inadvertently or mistakenly produced 

Protected Health Information during depositions or at trial, nor shall the information be disclosed 

to anyone who was not given access to it prior to the request to return or destroy it unless 

otherwise ordered by the Court. 

13. In the event the Receiving Party discovers Protected Health Information in 

Discovery Material that identifies any individual other than a named plaintiff, the Receiving 

Party shall as soon as practicable within thirty (30) calendar days of the discovery of the 

Protected Health Information, notify the Producing Party in writing of the Protected Health 

Information, specifically indicating the Discovery Material in question, so that the Producing 
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Party can determine whether an inadvertent or mistaken disclosure has occurred. After receiving 

notice from the Receiving Party, the Producing Party then has thirty (30) calendar days to 

determine whether an inadvertent or mistaken disclosure has in fact occurred, and if so, to notify 

the Receiving Party in writing of the inadvertent or mistaken disclosure and invoke the 

procedures relating to "clawback" of such Discovery Material as set forth in paragraph 11 herein. 

Nothing herein obligates the Receiving Party affirmatively to review Discovery Material 

specifically for Protected Health Information; this paragraph is intended only to require the 

Receiving Party to notify the Producing Party in instances where the Receiving Party plainly 

identified Protected Health Information in Discovery Material. 

14. Once the Receiving Party has returned or destroyed the inadvertently or 

mistakenly disclosed Protected Health Information, the Producing Party then has an additional 

thirty (30) calendar days to produce Discovery Material that has been redacted to omit the 

inadvertently or mistakenly disclosed Protected Health Information. 

15. The Parties hereby confirm the continued applicability of any and all protective 

orders in this Litigation including but not limited to protective orders governing the disclosure of 

Protected Health Information in this Litigation. 

IT IS SO ORDERED. 

BY THE COURT: 

dr/It"/Idvllol­
Doug(as P. Woodlock 
United States District Judge 
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UNITED STATES DISTRICT COURT
 
DISTRICT OF MASSACHUSETTS
 

§ 
IN RE: FRESENIUS § MDL NO. 1:13-MD-2428-DPW 
GRANUFLOINATURALYTE DIALYSATE § 
PRODUCTS UABIUTY LITIGATION § 

§ 
This Document Relates to: § 

§ 
All Cases § 

--~- § 

I ~0SEm QUALIFIED HIPAA PROTECTIVE ORDER 
c::;;:'"'" (Third Party Medical Record Production) 

Pursuant to Rule 26(c) of the Federal Rules of Civil Procedure and 45 C.F.R. § 

164.512(e)(I), the Court finds good cause for the issuance of a qualified protective order and 

ORDERS as follows: 

I. The parties and their attorneys are hereby granted the right, upon receipt ofa valid 

authorization in compliance with prior Orders entered in the above-captioned litigation, to 

receive from any health care provider, health plan, or other entity covered by the Health 

Insurance Portability and Accountability Act of 1996, Pub. L. No. ]04-] 91, ]] 0 Stat. 1936 

(1996) ("HIPAA"), any and all protected health information ("PHI") to the extent and subject to 

the conditions outlined herein. 

2. For purposes of this qualified protective order, "protected health information" or 

"PHI" shall have the same scope and definition as set forth in 45 C.F.R. § 160.103 and 164.501. 

PHI includes, but is not limited to, information relating to the past, present, or future physical or 

mental health condition of any individual who is a party to any case pending in this multi-district 

litigation (or the decedent or ward ofa party who sues in a representative capacity), as well as any and 

all information relating to the provision of health care to such individual. 
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3. This order authorizes any third party that is a "covered entity" (as defined by 45 

C.F.R. § 160.13) who is provided with a HIPAA-compliant authorization or subpoena for the 

production of documents, or a subpoena commanding attendance at deposition or trial, to disclose the 

PHI in response to such request or subpoena to the attorneys representing parties in the above-

captioned multi-district litigation. This order is intended to authorize such disclosures under the 

privacy regulations issued pursuant to HIPAA. 45 C.F.R. § 164.512(e)(l)(i). 

4. The parties and their attorneys shall only be permitted to use or disclose the PHI in a 

manner consistent with CaseManagement OrderNo.5 (Protective OrderofConfidentiality). 

5. The parties are expressly prohibited from using or disclosing the protected health 

information obtained pursuant to this order for any purpose other than this litigation. Further, the 

parties are ordered to either return to the covered entity from whom or which such protected health 

information was obtained, or to destroy the protected health information obtained pursuant to this 

order (including all copies made), immediately upon conclusion of this litigation. See 45 C.F.R. 

§164.12(e)(1)(v). Counsel are not required to secure the return or destruction of PHIsubmitted to the 

Court. 

6. Until further order of this Court, neither counsel for Fresenius Medical Care North 

America nor theirstaff, agents or anyone on their behal f shall discuss the PHI (orotherwise the care 

and treatment) of an individual alleged to have been injured in any case pending in this MDL with that 

individual's treating physicians. 

.-1J.. 
SO ORDERED this ;!ItdaYOf~2014. 

)/V/!lJ1 /!/j/lj)/~/L 
~ DOUGLAS P. WOODLOCK, J. 
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