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UNITED STATES DISTRICT COURT
DISTRICT OF MASSACHU SETTS

IN RE: FRESENIUS MDL NO. 1:13-MD-2428-DPW

GRANUFLO/NATURALYTE DIALYSATE
PRODUCTS LIABILITY LITIGATION

This Document Relates to:

All Cases ?U)
X

v
(AGREED TO¥ROPOSER CASE MANAGEMENT ORDER NO. 7 (Revised)
(_-ﬁ'"/

o O DR DN DN DN DN O R

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

This MDL Court recognizes that cases relating to this MDL (In re: Fresenius
GranuFlo/Naturalyte Dialysate Products Liability Litigation, MDL No. 2428) may originate in
state court and be removed to a federal court and then transferred to this MDL Court as a “tag-
along” case, may originate in another federal court and then transferred to this MDL 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 MDL 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 MDL. Accordingly, for all civil actions transferred to In re:
Fresenius GranuFlo/Naturalyte Dialysate Products Liability Litigation, MDL 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 MDL Court,

it is ORDERED as follows:
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L. GENERAL

I This Order applies to Plaintiffs and the following defendants: Fresenius USA,
Inc., Fresenius 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 SE (collectively referred to as to the “European Fresenius Defendants™). No
defendants other than Fresenius North America and the European Fresenius Defendants are
hereby bound by the provisions of this Order.

.8 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 “B")
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 filed; 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 selected as a defendant in the Short Form Complaint.

4. Each Short Form Complaint shall indicate which entities from Fresenius North
America and the European Fresenius Defendants named in the Master Complaint are 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. n the event that any allegations of 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. DIRECTLY FILED CASES'

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.”

'A “Directly Filed Case” is a case filed in the District of Massachusetts for inclusion in this MDL.
3
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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 that 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 Plaintiff whose 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
plaintiff(s) as permitted by law and, in the event of a wrongful death action, the appropriate
representative(s) of the Estate.

10.  Each case filed directly in the MDL Proceedings shall be filed using the Short
Form Complaint and litigated in the MDL 2428 Proceedings for purposes of pretrial
proceedings, consistent with the Judicial Panel on Multidistrict 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 “home
forum™), thereby electing for the case to be 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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11.  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 MDL 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 MDL 2428 Proceedings where the Plaintiff did not elect to choose this
MDL Court as the Plaintiff’s home forum in the Short Form Complaint, 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 NaturaLyte 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 MDL 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.

12. 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 Plaintiff did

NOT elect to choose Massachusetts as 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
GRANUFLO/NATURALYTE DIALYSATE
PRODUCTS LIABILITY LITIGATION

MDL NO. 1:13-MD-2428-DPW

COMPLAINT AND DEMAND FOR

This Document Relates to: JURY TRIAL

|Names of Plaintiff]
Plaintiffs,

V.

|Any of the following defendants|

FRESENIUS USA, INC,,

FRESENIUS USA MANUFACTURING, INC.,
FRESENIUS USA MARKETING, INC.,
FRESENIUS USA SALES, INC,,

FRESENIUS MEDICAL CARE HOLDINGS, INC.
d/b/a FRESENIUS,MEDICAL CARE NORTH
AMERICA,

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 and/or litigation, including direct filing, is not required.

16.  When electronically filing the pleadings, the signature block shall follow the
below format:

RESPECTFULLY SUBMITTED,
/s/ Jane Doe

Jane Doe

NAME OF LAW FIRM
ADDRESS

TELEPHONE

FAX

EMAIL@EMAIL.com

Attorney for Plaintiff

III.  USE OF SHORT FORM COMPLAINT FOR EXISTING CASES

17.  Plaintiffs with cases pending in MDL 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
Plaintiff’s 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 fees.

18.  Cases transferred to these MDL proceedings after entry of this revised CMO 7
shall also have 60 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,
by checking where indicated on the Short Form Complaint.

20.  For cases which were pending at 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. AMENDMENTS TO 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 matter”). 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. I5.

L 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
MDL 2428 Proceedings (or any Amendments thereto), solely on their own behalf in all cases
filed directly in this MDL,, in accordance with the direct filing procedures set forth in this Order,
subject to the provisions of Fed. R. Civ. P. 4(d)(as modified herein).

23. For cases filed directly in the MDL 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
1819 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 Complaint 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 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) directly in the MDL 2428 Proceedings pursuant to the terms of this
Order and effectuates service pursuant to paragraphs 22 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 OF PROCESS 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
MDL 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 MDL 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 Plaintiff’s 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:

Vivianne 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 Plaintiff’s 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 MDL 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.

10
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30. Service of a Short Form Complaint on the European Fresenius Defendants will be
effective only 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 THE 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 of Appearance
following service of process (including an appearance entered prior to the filing of the Short
Form Complaint) 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
behalf of, respectively, Fresenius North America and 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 allegations shall be pleaded in accordance with the
Federal Rules of Civil Procedure and the Fresenius entity or entities against whom they are
alleged must be specifically identified on a separate sheet of paper attached to the Short Form
Complaint. 1f 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.

’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.

11
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33.  Filing of a 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 may respond
to any complaint by way of motion(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 13 and 14 of the Federal Rules of
Civil Procedure, in connection with any particular individual action.

b. To the extent Fresenius North America or the European Fresenius Defendants
(individually or collectively) desire to respond to any particular individual
Short-Form Complaint 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 specific member action upon a Fresenius defendant, whichever is later.

c. In any member action 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 file an amended answer that includes, but is
not limited to, state-specific affirmative defenses based on the applicable
substantive state law(s) for that member action.

() For remanded Member actions, the amended answer shall be filed
within 45 days of the remand to the transferor court.’

(i1) 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 the date on which the member case is opened, after the entry of a remand
order, by the clerk of the transferor court.
12
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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 of CMO 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 in any member action without first contacting counsel for such defendant and allowing

21 days for remedy.

SO ORDERED this 5 day offkm"{ ,2014.

)W/fn VMo{ V

DOUGIASP WOODLOCK, J.
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UNITED STATES DISTRICT COURT
DISTRICT OF MASSACHUSETTS

IN RE: FRESENIUS : MDL NO. 1:13-MD-2428-DPW
GRANUFLO/NATURALYTE 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.

L SUMMARY OF THE CASE

1. This action arises from the use of NaturaLyte® and/or GranuFlo® Dry Acid
Concentrates (“Natural.yte” 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 "Natural.yte 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 Natural.yte 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 of kidney 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 FRESENIUS 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 FRESENIUS 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 FRESENIUS USA SALES, INC. has derived substantial revenue from
goods and products used throughout the United States.

32.  Defendant FRESENIUS 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 FRESENIUS USA, INC, FRESENIUS
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 FRESENIUS MEDICAL CARE HOLDINGS, INC. d/b/a
FRESENIUS 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 FRESENIUS MEDCIAL CARE AG, a stock
corporation. FRESENIUS MEDICAL CARE AG & CO. KGaA is the same legal business entity
as FRESENIUS MEDICAL CARE AG.

36.  Defendant FRESENIUS MEDICAL CARE AG & CO. KGaA is and was at all
relevant times the parent company of defendants FRESENIUS MEDICAL CARE HOLDINGS,
INC. and/or FRESENIUS MEDICAL CARE HOLDINGS, INC., d/b/a FRESENIUS 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 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.

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-Kréner Str. 1, 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.

1IV. 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

12
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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 1) a bicarbonate concentrate and
2) an acid concentrate (Granuflo and/or NaturalLyte 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.
(DC1), 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 55 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 of bicarbonate. 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 (mEg/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 1 — 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 mEq/L from
the bicarbonate concentrate, which is delivered in the dialysate in conjunction with the acetate,
and 4 mEq/L of acetate from the acid concentrate, the total buffer level is 37 mEq/L. However,
where NaturaLyte and/or GranuFlo (a dry acid concentrate) is used, and there are 33 mEq/L from
the bicarbonate concentrate, because Natural.yte and/or GranuFlo contains diacetate and not
acetate, the contribution to the total buffer from the acid concentrate will be 8 m Eqg/L. In such
cases, the total buffer would be 41 mEqg/L and not 37 mEq/L as with acetate instead of diacetate.

111. 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 nisk factor associated
with many health problems including heart arrhythmia, cardiopulmonary arrest and sudden
cardiac death.

112. 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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113, 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 Natural.yte and/or Granuflo product line saw
steadily increased market share since its introduction, and as of 2012 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 toleratedyrange 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 510(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 510(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 510(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. Itis not legal to advertise a 510(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, K840182 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 Gm/L 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 510(k) application.

142.  This submission is FDA reference number K22005.

143.  GranuLyte that was the subject of the April 1992 510(k), K22005, 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 mEg/L
of sodium diacetate. According to the publicly available information at FDA, Fresenius did not
submit a 510(k) application to allow for this increase in sodium diacetate.

146. On or about August, 2002, Defendants again submitted a 510(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

! See Fresenius 510(k) submission, K030497.
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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’ 510(k) submission.

E. DEFENDANTS KNEW THERE WERE PROBLEMS WITH
BICARBONATE LEVELS

152.  Fresenius understood by March 23, 2001 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. 1In 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 wamn 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 turn 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 Plaiqtiffs’ 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 Natural.yte and/or GranuFlo.

181. In an internal company memorandum, dated on or about July 5, 2005,
Defendants’ Chief Medical Officer informed Defendants