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Via Electronic Filing and Service

The Honorable Sandra Mazer Moss

Courtroom 653, City Hall

Court of Common Pleas of Philadelphia County
-Philadelphia, PA 19107

Re:  Inre: Gadolinium Based Contrast Agent Products Liability Litigation

Case No. 1505 (Ct. Comm, Pleas Philadelphia County, 2009)

Opposing Counsel: James J. McHugh, Jr., Esquire
~ Filing Date: August 10, 2010
-Dear Judge Moss:

Yesterday in the federal multi-—district'litigation, Defendants General Electric Company,
GE Healthcare AS, and GE Healthcare Inc. (collectively, “GEHC”) moved for a protective order |
to confirm the propriety of and protect the confidentiality designations made relating to the
deposition testimony of Dr. Robert Muller, Ph.D., as well as certain related documents. In short,
GEHC designated a document and related discussion of that document at the deposition of a
former GEHC consultant as confidential. See Letter from Heidi L. Levine to Ramon Lopez (July
16,2010) (Ex. A). Both the federal MDL protective order (Ex. B), and the protective order
entered in this case (Ex. C), which follows the form of the federal MDL protective order, allow
GEHC to designate such documents, and related deposition testimony, as “confidential” or

“highly confidential.” See Federal MDL Protective Order, CMO No. 6, § 10, 11, 23; Pa. CMO
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No. 1, Exh. 6, 9 10, 11, 23. The protective orders provide if a party designates a document as
“confidential or highly confidential,” the opposing party may object, and the designating party
may seek a protective order to enforce the confidentiality designation. Federal MDI. Protective
Order, CMO No. 6, §45; Pa. CMO No. 1, Exh. 6, {45. Plaintiffs represented by Lopez
McHugh objected to this designation. E-mail Josh Mankoff to Heidi Levine (July 19, 2010) (Ex.
D). That objection prompted GEHC to file the attached Motion for Profective Order in the MDL
yesterday (Ex. E).

GEHC believes that the federal MDL Court should resolve this discovery dispute, which
applies to generic discovery. For this reason, GEHC asked plaintiffs to agree that GEHC could
defer filing this motion until the federal MDL had addressed the issue (and GEHC agreed to be
bound by the outcome of this issue in the federal MDL). Plaintiffs refused. Therefore, to ensure
that it does not waive any arguments as to the confidentiality of the designated materials at _issue,
GEHC respectfully submits this Motion for Protective Order, pursuant to Pennsylvania Rule of
Civil Procedure 4012(a) and Case Management Order (“CMO™) No. 1, Ex. 6 (Oct. 6,2009). In
this motion, GEHC incorporates by reference the arguments set forth in the attached MDL
motion filed yesterday (Ex. E).

GEHC requests that the Court not take any further action on this issue until the MDL has
addressed it. Federal MDL Judge Polster has repeatedly emphasized his invitation to state court
judges with GBCA litigation to contact him to coordinate and discuss such generic discovery

issues. As was the case with plaintiffs’ motion for sanctions arising from generic discovery. we
Y.
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are confident that Judge Polster would likewise discuss this issue with the Court, should you
wish to do so.

Finally, GEHC requests that the Court allow it to file Exhibit E to this motion under seal,
pursuant to Pa. CMO No. 1, Exh. 6, §34. Exhibit E consists of the MDL motion, memorandum

in support, and attachments which describe and contain references to the confidential documents

which are the subject of this motion and such documents were filed under seal in the MDL.

/‘Rés%tfully submitted,

7 Oxlf—

Raymond M. Williams

Attachments
cc: James J. McHugh, Esq.
All Counsel of Record
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CERTIFICATE OF SERVICE

I hereby certify that a true and correct copy of the attached Submission was served on this
date, via electronic mail, upon the following:

James J. McHugh, Jr., Esquire

Carrie R. Capouellez , Esquire

Lopez McHugh, LLP

1123 Admiral Peary Way, Quarters K
Philadelphia, PA 19112

Telephone: (215) 952-6910
Facsimile: (215) 952-6914
jmchugh@lopezmchugh.com
ccapouellez@lopezmchugh.com
Counsel for Plaintiffs

Randy C. Greene, Esquire

Dugan, Brinkmann, Maginnis and Pace
1800 John F. Kennedy Blvd., 14th Floor
Philadelphia, PA 19103
rcgreenc@dbmplaw.com
gidugan@dbmplaw.com

Counsel for Defendant McKesson
Corporation

Albert G. Bixler, Esquire

Rachel Castillo Rosser, Esquire
Eckert Seamans Cherin & Mellott, LLC
Two Liberty Place

50 South 16th Street, 22nd Floor
Philadelphia, PA 19102
abixler(@eckertseamans.com
rrosser@eckertseamans.com
Counsel for Defendants Bayer
Corporation and Bayer Healthcare
Pharmaceuticals, Inc.

Dean F, Murtagh, Esquire
Chilton G. Goebel 11, Esquire
German Gallagher & Murtagh
The Bellevue, Suite 500

200 S. Board Street
Philadelphia, PA 19102-3814
murtaghd@ggmfirm.com
goebelc@ggmfirm.com
Counsel for Defendants Bracco

- Diagnostics, Inc. and Bracco Research

USA, Inc.
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Jeffrey A. Lutsky, Esquire

Julia M. Rafferty, Esquire

Leslie M. Greenspan, Esquire

Stradley, Ronon, Stevens & Young, LLP
2600 One Commerce Square
Philadelphia, PA 19103
Jlutsky@stradley.com
jrafferty@stradley.com
lgreenspan(@stradley.com

Counsel for Defendant Mallinckrodt Inc.

Dated: August 10,2010

?ZQ i C\yp

Riaymond M. Williams
DLA PIPER LLP
One Liberty Place
1650 Market Street, Suite 4900
Philadelphia, PA 19103
(215) 656-3300
(215} 656-3301 (fax)

Frank Leone, Jr.
HOLLINGSWORTH LLP
13501 Street, N.W.
Washington, DC 20005
(202) 898-5800
(202) 682-1639 (fax)

Attorneys for Defendants General Electric
Company and GE Healthcare Inc.
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DLA PiperLLp (us)
1251 Avenue of the Americas, 27th Floor
New York, New York 10020-1104

@i.ﬁ @5@2?@ www.dlapiper.com

Heidi Levine
heidi.levine@dlapiper.com
T 212.335.4655

F 212.884.8555

July 16,2010

Vit ELECTRONIC MAlL

Ramon Rossi Lopez, Esq. Joshua M, Mankoff, Esq.

Jason E. Ochs, Esq. Lopez McHugh LLP

Lopez McHugh LLP 1123 Admiral Peary Way, Quarter K
100 Bayview Circle, Suite 5600 Philadelphia, Pennsylvania 19112

Newport Beach, California 92860

Re:  GEHC Confidentiality Designations of May 12, 2010 Deposition of Robert
Muller, Ph.D.

Counsel:

Pursuant to Case Management Order (“CMO™) No. 6 in MDL No. 1909, paragraph 45
(and the corresponding state analogues, including paragraph 45 of the Pennsylvania Protective
Order, and paragraph 47 of the California Protective Order), GEHC writes in response to your
various letters and emails challenging GEHC’s confidentiality designations related to the May
12, 2010 Deposition of Robert Muller, Ph.D. (the “Muller Dep.”). You made this challenge in
the MDL and in the California and Pennsylvania coordinated dockets. This letter responds for
all challenges. Before addressing the challenges to the specific designations (which we note
were not specifically laid out in any of the three letters sent to various GEHC counsel), we
address your procedural contentions, specifically: (1) that the designations were not timely; and
(2) that the designations are ineffective in the Pennsylvania litigation.

As a threshold matter, GEHC notes that the objections were timely made. Pursuant to the
CMO No. 6, GEHC’s designations were due on or before July 6, 2010. The designations, served
on July 2, 2010, therefore were timely,

You also contend that the confidentiality designations are somehow insufficient under the
Pennsylvania Protective Order, based upon the fact that the letter does not explicitly mention that
Protective Order. As you are well aware based on your multiple roles in this litigation, including
as a member of the PSC and the federal/state court lizison counsel to the PSC in the MDL, there
is no difference between the Protective Orders entered in the MDL, California, or Pennsylvania,
That the letter did not specifically mention Pennsylvania is irrelevant because: (1) none of the
CMOs specifically mention the need to cite the CMOs (nor, in fact, do they specify any
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particular form for making designations, other than simply identifying them for the court reporter
which GEHC’s letter indisputably did); and (2} as a member of the PSC, you are bound by the
MDL Protective Order and thus subject to the designations you appear to admit are procedurally
proper.

Your challenge to GEHC’s specific designations is similarly without merit. Although
you claim your “good-faith position” is that “all of these designations are improper,” you fail to
provide any basis for your position, instead objecting carte blanche to the limited designations
GEHC made. Nevertheless, GEHC notes in response that all of the confidentiality designations
related to the Muller Dep. are consistent with CMO No. 6, and consistent with Judge Polster’s
October 19, 2009 Order granting GEHC’s motion for a protective order. See MDL No. 1909,
No. 1:08-gd-50000, ECF No. 546 (Oct. 19, 2009 Order granting GEHC’s Motion for Protective
Order) (“Oct. 19 Order™).

Specifically, GEHC notes the following bases for its confidentiality d.esignations:

The testimony on page 23, line 2 through page 24, line 6, is designated “Highly
Confidential” pursuant to CMO No. 6, § 11 because it relates to product development and studies
of a GEHC product not subject to this litigation (i.e. a product other than Omniscan), in this
instance, Teslascan.

The testimony and exhibits designated below relate to “Confidential” or “Highly
Confidential” materials, and were designated accordingly, pursuant to CMO No. 6, 7 11, and
consistent with Judge Polster’s Oct. 19 Order. Id. In the Oct. 19 Order, Judge Polster ruled that
a protective order is proper where documents—such as the ones at issue here—“relate to
technical and scientific aspects of Omniscan” even if “many of the documents are approximately
twenty years old” because the documents contain proprietary information relating to Omniscan.
1d. The Court further noted that “denying the protective order for these documents may injure
GEHC by giving its competitors unfair insight into Omniscan.” Id. Alternatively, there is no
prejudice to Plaintiffs, who “have unfettered use of these documents in the MDL,” because
Plaintiffs “may use these documents to support their cases . . . to depose fact -and expert
witnesses . . . in briefs and motions . . . and will be able to use the document in any trials.” 7d.

e Muller Exhibit 5 is designated “Highly Confidential” because it is the
report of a study, which Dr. Muller testified he conducted pursuant to
his confidential consulting agreement with GEHC’s predecessor
company, Nycomed Imaging. In fact, Dr. Muller himself agreed that
the report (and the data and conclusions therein) contain Nycomed’s
proprictary information and are highly confidential:

Q. All right. Now with regard to Exhibit 5, which is
this report —
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A. Yeah.
Q. — you said this was done as part of a consulting agreement that you
had with Nycomed?
A. Yes.

So that was part of the information that was Nycomed’s
confidential proprietary work because it was done by you, but
pursuant to that consulting agreement you had with them?

A, Yes.

(May 12, 2010 Deposition of Dr. Robert Muller at 85-86:1-6.) Further, the
data and conclusions in the Multer Report were discussed and contained in
documents previously produced in this litigation that have been designated
(without challenge) as “Highly Confidential.” Finally, pursuant to the
confidentiality of Dr. Muller’s consulting agreement with Nycomed,
GEHC does not have evidence that the Muller Report was presented
externally or “publicly” at a scientific or medical conference or that Dr.
Muller submitted a manuscript or abstract to Nycomed for publication
approval. Accordingly, the public dissemination of scientific data and
documents made under a confidential consulting agreement with a third
party (such as Dr. Muller) could result in substantial harm to GEHC;

e page 35, line 19, through page 41, line 23 is designated “Highly
Confidential” because it relates to the Muller Report, which is Muller
Exhibit 5. Please refer to the argument within the first bullet point,
supra,

e page 44, line 7, through page 45, line 5 is designated as “Highly
Confidential” because it relates to the Muller Report, which is Muller
Exhibit 5. Please refer to the argument within the first bullet point,
supra,

e page 46, line 13, through page 51, line 18 is designated as
“Confidential” because it relates to Grant Exhibit 29. The
confidentiality of Grant Exhibit 29 previously has been upheld in the
MDL under Judge Polster’s Oct. 19 Order;

¢ page 54, line 20, through page 58, line 6 is designated as “Highly
Confidential” because it relates to the Muller Report, which is Muller
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Exhibit 5. Please refer to the argument within the first bullet point,
supra,

» page 59, line 2, through page 60, line 15 is designated as “Highly
Confidential” because it discusses, and relates to, the Muller Report,
which is Muller Exhibit 5. Please refer to the argument within the first
bullet point, supra;

¢ page 61, line 18, through page 63, line 9 is designated as “Highly
Confidential” because it discusses, and relates to, the Muller Report,
which is Muller Exhibit 5. Please refer to the argument within the first
bullet point, supra;

* page 63, line 10, through page 64, line 13 is designated as
“Confidential” because it relates to Grant Exhibit 29. The
confidentiality of Grant Exhibit 29 previously has been upheld in the
MDL under Judge Polster’s Oct. 19 Order;

® page 65, line 3, through page 68, line 15 and page 72, line 11, through
page 76, line 1 are designated as “Highly Confidential” because they
relate to Hals Exhibit 2. The confidentiality of Hals Exhibit 2
previously has been upheld in the MDL under Judge Polster’s Qct. 19
Order;

* page 86, line 8, through page 87, line 19 is designated as “Highly
Confidential” because it discusses, and relates to, the Muller Report,
which is Muller Exhibit 5. Please refer to the argument within the first
bullet point, supra; and

* page 93, line 9, through page 95, line 2 is designated as “Highly
Confidential” because it discusses, and relates to, the Muller Report,
which is Muller Exhibit 5. Please refer to the argument within the first
bullet point, supra.

GEHC will agree to withdraw its confidentiality designation with respect to Muller
Exhibit 6.
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For the reasons set forth above, Plaintiffs’ challenges to the Muller Deposition
confidentiality designations are without merit.

Sincerely, |

He1d1 Levine

cc: Albert Bixler, Esq.

Kathy Owen, Esq.
" Deborah Prosser, Esq.

Raymond Williams, Esq.
J. Philip Calabrese, Esq.
Charna Sherman, Esq.
William Hawal, Esq.
Peter Brodhead, Esq.
Peter Burg, Esq.
Chris Tisi, Esq.
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UNITED STATES DISTRICT COURT
NORTHERN DISTRICT OF OHIO
EASTERN DIVISION

Case No. 1:08 GD 50000
MDL No. 1909
IN RE: GADOLINIUM BASED

CONTRAST AGENTS PRODUCTS Honorable Dan Aaron Polster
LIABILITY LITIGATION

CASE MANAGEMENT ORDER NO. 6:

THIS DOCUMENT APPLIES TO ALL
CASES: PROTECTIVE ORDER

L 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. Accordingly, the parties hereby stipulate to and petition the Court to enter the
following Stipulated Protective Order (“Protective Order” or “Order™).

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
proceeding, including all copies, excerpts, summaries, or compilations thercof, whether
revealed in a document, deposition, other testimony, discovery response or otherwise, by any
Party to this proceeding (the “Producing Party”) to any other party or parties (the “Receiving
Party”). This Protective Order is binding upon all the Parties to this proceeding, including their

respective  corporale parents, subsidiaries and affiliates and their respective attorneys,
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principals, agents, experts, cénsultants, 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 of this 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.
1L Definitions

7. Party. “Party” means any of the parties in this Litigation at the time this
Protective Order is entered, 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 and/or Highly 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.

8. Discovery Material. “Discovery Material” means any information, document, or

tangible thing, response to discovery requests, deposition testimony or transcript, and any other

similar materials, or portions thereof. To the extent that matter stored or recorded in the form
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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 a designation of “CONFIDENTIAL” or
“HIGHLY CONFIDENTIAL” on the media. Whenever any Party to whom Computerized
Material designated as CONFIDENTIAL or HIGHLY CONFIDENTIAL is produced reduces
such material to hardcopy form, that Party shall mark the hardcopy form with the corresponding
“CONFIDENTIAL” or “HIGHLY CONFIDENTIAL” designation.

9. Competitor. Competitor as that term is used in this Protective Order shall mean
any company, other than the Producing Party, that is engaged in the design and manufacture of
any gadolinium based contrast agent used in connection with the administration of the
diagnostic tests known as MRI and/or MRA. With respect to Novation only, “competitor” shall
also be deemed to include an entity that contracts for the distribution of and/or distributes any
gadolinium based contrast agent used in connection with the administration of the diagnostic
tests known as MRI and/or MRA.

10.  Confidential Information. | “Confidential Information” is defined herein as
information that the Producing Party in good faith believes constitutes, reflects, discloses, or
contains information subject to protection under F.R.C.P. 26, including information required to
be treated as confidential pursuant to foreign law, such as “personal data” as defined in data
privacy laws and/or regulations of foreign countries, whether it is a document, information
contained in a document, information revealed during a deposition or other testimony,
information revealed in an interrogatory response, or information otherwise revealed. In

designating discovery materials as Confidential Information, the Producing Party shall do so in
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good faith consistent with the provisions of this Protective Order and rulings of the Court.
Nothing herein shall be construed to allow for global designations of all documents as
“Confidential.”

11. Highly Confidential Information. “Highly Confidential Information™ is defined

herein as Confidential Information which, if disclosed to a Competitor, could result in possible
antitrust violations or substantial business harm. In designating discovery materials as Highly
Confidential Information, the Producing Party shall do so in good faith consistent with the
provisions of this Protective Order and rulings of the Court. Nothing herein shall be construed
to allow for global designations of all documents as “Highly Confidential.”

12.  Receiving Party. “Receiving Party” means a Party to this Litigation, and all

employees, agents and directors (other than Counsel) of the Party that receives Discovery
Material from a Producing Party.

13. Producing Party. “Producing ‘Party” means a Party to this Litigation, and all

directors, employees and agents (other than Counsel) of the Party or any third party that
produces or otherwise makes available Discovery Material to a Receiving Party, subject to
paragraph 3.

14, 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” Or “Highly Confidential” in accordance with this Protective Order.

15.  Outside Counsel. “Outside Counsel” means any law firm or attorney who
represents BAYER HEALTHCARE PHARMACEUTICALS INC., BAYER SCHERING

PHARMA AG, BRACCO DIAGNOSTICS INC., BRACCO RESEARCH USA INC.,
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GENERAL ELECTRIC COMPANY, GE HEALTHCARE INC., GE HEALTHCARE BIO-
SCIENCES CORP., GE HEALTHCARE AS, MALLINCKRODT INC., NOVATION LLC, or
parents, subsidiaries or afﬁliates‘of these companies and who is not an employee for any of the
companies; counsel of record for Plaintiffs; and their respective support staff, including
secretarial and other assistants who are not employed by a Party and to whom it is necessary to
disclose Protected Material for the purpose of this Litigation.

l6.  In-House Counsel. “In-House Counsel” means attorney employees of BAYER

HEALTHCARE PHARMACEUTICALS INC.-, BAYER SCHERING PHARMA AG,
BRACCO DIAGNOSTICS INC., BRACCO RESEARCH USA INC., GENERAL ELECTRIC
COMPANY, GE HEALTHCARE INC., GE HEALTHCARE BIO-SCIENCES CORP., GE
HEALTHCARE AS, MALLINCKRODT INC., or NOVATION LLC or parents, subsidiarics or
affiliates of these companies and their insurers.

17. Counsel. “Counsel,” without another qualifier, means Outside Counsel and In-

House Counsel.

18. Independent Expert. “Independent Expert™ means an expert and/or independent

consultant formally retained, and/or employed to advise or to assist Counsel in the preparation

and/or trial of this Litigation, and their secretarial staff who are not employed by a Party to

whom it is necessary to disclose Confidential Information or Highly Confidential Information
for the purpose of this Litigation.

19.  This Litigation, “This Litigation” means all actions relating to Gadolinium-

based contrast agents that arc currently pending in MDL No. 1909 or hereafter subject to

transfer to MDL No. 1909.
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IIl.  Designation and Redaction of Confidential Information

20.  For each document produced by the Producing Party that contains or constitutes
Confidential Information or Highly Confidential Information pursuant to this Protective Order,
each page shall be marked “CONFIDENTIAL—SUBJECT TO PROTECTIVE ORDER”, or
“HIGHLY CONFIDENTIAL—SUBJECT TO PROTECTIVE ORDER” or comparable notices.

21.  Specific discovery responses produced by the Producing Party shall, if
appropriate, be designated as Confidential Information or Highly Confidential Information by
marking the pages of the document that contain such information with the notation
“CONFIDENTIAL—SUBJECT TO  PROTECTIVE  ORDER”, or “HIGHLY
CONFIDENTIAL—SUBJECT TO PROTECTIVE ORDER” or comparable notices.

22.  Information disclosed at a deposition taken in connection with this Litigation”
may be designated as Confidential Information or Highly 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) calendar days of the Producing Party’s receipt of the
transcript of a deposition. The court reporter will indicate the portions designated as
Confidential or Highly Confidential and segregate them as appropriate. Designations of
transcripts will apply to audio, video, or other recordings of the testimony. The court reporter
shall clearly mark any transcript released prior to the expiration of the 30-day period as
“HIGHLY . CONFIDENTIAL—SUBJECT TO FURTHER CONFIDENTIALITY REVIEW.”
Such transcripts will be treated as Highly Confidential Information until the expiration of the
30-day period. If the Producing Party does not serve a designation letter within the 30-day

period, then the entire transcript will be deemed not to contain Confidential Information or
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Highly Confidential Information and the “HIGHLY CONFIDENTIAL—SUBJECT TO
FURTHER CONFIDENTIALITY REVIEW” legend shall be removed.

23. A Party in this Litigation may designate as “CONFIDENTIAL” or “HIGHLY
CONFIDENTIAL” any document or information produced by or testimony given by any other
person or entity that the designating Party reasonably believes qualifies as the designating
Party’s Confidential Information or Highly Confidential Information pursuant to this Protective
Order. The Party claiming confidentiality shall designate the information as such within thirty
(30) days of its receipt of such information. Any Party receiving information from a third party
shall treat such information as Highly Confidential during this thirty (30) day period while all
Parties have an opportunity to review the information and determine whether it should be
designated as confidential. Any Party designating third party information as Confidential
Information or Highly Confidential Information shall have the same rights as a Producing Party
under this Protective Order with respect to such information.

24.  This Protective Order shall not be construed to protect from production or to
permit the “Confidential Information” or “Highly 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 publication or otherwise.

25.  In order to protect against unauthorized disclosure of Confidential Information
and Highly Confidential Information, and to comply with all applicable state and federal laws
and regulations, the Producing Party may redact from produced documents, materials or other
things, or portions thereof, the following iterns, or any other item(s) agreed upon by the parties

or ordered by the Court:
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a. The names, street addresses (which shall not include city and state), Social
Security, or tax identification numbers and other personally identifying information of
employees, patients, health care providers, and individuals in clinical studies or adverse
event reports. However, other general identifying information, such as patient or health
care provider numbers assigned for a study, shall not be redacted unless required by state,
federal or foreign law. To the extent a plaintiff’s name is contained in any of these
documents, a copy of the documents that have not had the plaintiff’s information redacted
will be produced directly to Counsel for said plaintiff;

b. Any information relating to products other than a Producing Party's
Gadolinium-based contrast agent(s), except (a) that if the other product(s) is mentioned in
direct comparison to the Producing Party’s Gadolinium-based contrast agent in regard to
matters relating to NSF/NFD, chemical structure, formulation, chelation, thermodynamic
stability, or kinetic stability then the name and information about that product may not be
redacted or (b) if the redaction of the name and information about the other product(s)
would render the information pertaining to Producing Party’s Gadolinium-based contrast
agent meaningless or would remove the context of the information about Producing
Party’s Gadolinium-based contrast agent, the name and information about the other
product may not be redacted. The Producing Party’s cqunsel shall notify the Receiving
Party’s counsel in the event that documents containing comparisons not enumerated
above are identified prior to redacting such information so that counsel for the parties can
meet and confer concerning the producing party’s ability to redact such comparisons.

Nothing in this paragraph shall restrict Plaintiffs’ right and ability to request information
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about such other products nor restrict Defendants’ right to object to or otherwise seek
protection from the Court concerning any such request.

26.  Pursuantto 21 C.F.R. §§ 314.430(e) & (f) and 20.63(f), the names of any person
or persons reporting adverse experiences of patients and the names of any patients that are not
redacted shall be treated as confidential, regardless of whether the document containing such
names is designated as CONFIDENTIAL INFORMATION. No such person shall be
contacted, either directly or indirectly, based on the information so disclosed without the
express written permission of the Producing Party.

IV.  Access to Confidential and Highly Confidential Information

27.  General. A record shall be made of the names of the persons to whom disclosure
of Protected Materials is made (other than to Outside Counsel). All Protected Material shall be
held in the custody and control of Outside Counsel for the Receiving Party. Dissemination to
the individuals set forth in Paragraphs 28 and 29 is considered to be in the custody and control
of Outside Counsel.

28.  In the absence of written permission from the Producing Party or an order of the
Court, any Confidential Information produced in accordance with the provisions of this
Protective Order shall be used solely for purposes of this Litigation (except as provided by
Paragraph 28.g.) and its contents shall not be disclosed to any person other than:

a. the Receiving Party;

b. Outside Counsel and In-House Counsel, and the attorneys, paralegals,
stenographic, and clerical staff employed by such counsel;

c. with respect to any Confidential Information produced by any plaintiff or

third party relating to plaintiff, any employee of the Receiving Party to whom it is
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necessary to disclose such information for the purpose of assisting in, or consulting with
respect to, the preparation of this Litigation;

d. stenographic employees and court reporters recording or transcribing
testimony in this Litigation;

c. the Court, any Special Master appointed by the Court, and any members of
their staffs to whom it is necessary to disclose the information;

f. formally retained independent experts and/or consultants, subject to the
provisions of Paragraph 32;

g counsel for claimants in other pending litigation alleging personal injury
or economic loss arising from the alleged administration of Gadolinium-based contrast
agent(s) manufactured and marketed by Defendants for use in this or such other action in
which the Producing Party is a Defendant in that litigation, provided that the proposed
recipient is: (i) already operating under a STIPULATED protective order(s) governing
the use of confidential information that has provisions for both Confidential and Highly
Confidential designations with each Defendant in This Litigation, which will be provided
to Plaintiffs Liaison Counsel prior to the disclosure of Confidential Information or (ii)

agrees to be bound by this Protective Order and signs a certification described in

Paragraph 31;

h. any individual(s) who authored, prepared or previously received the
information;

i, vendor agents retained by the parties or counsel for the parties;

J- Plaintiff’s counsel of record to any Plaintiff with a case pending in MDL

1909 shall be permitted to receive the Confidential Information of any Producing Party
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regardless of whether that attorney is counsel of record in any individual action against
the Producing Party and there shall be no need for such counsel to execute such
acknowledgement because such counsel is bound by the terms of this Protective Order;
and

k. plaintiffs’ treating physicians, including any personnel providing MRI
and/or MRA services pursuant to the terms of this Court’s Order of May 27, 2008,

29.  Inthe absence of written permission from the Producing Party or an order of the
Court, any Highly Confidential Information produced in accordance with the provisions of this
Protective Order shall be used solely for purposes of this Litigation (except as provided by
29.1.) and its contents shall not be disclosed to any person other than:

a. the Receiving Party. However, if the Receiving Party is a co-Defendant or
a Competitor of the Producing Party, the Receiving Party may not receive Highly
Confidential Information, except as provided by Paragraph 29(b);

b.l Outside Counsel, and the attorneys, paralegals, stenographic, and clerical
staff employed by such counsel. The provision of Highly Confidential Data to In-House
counsel will be addressed by subsequent order of the Court or agreement of the
Defendants;

c. stenographic employees and court reporters recording or transcribing
testimony in this Litigation;

d. the Court, any Special Master appointed by the Court, and any members of
their staffs to whom it is necessary to disclose the information;

e. formally retained independent experts and/or consultants, subject to the

provisions of Paragraph 32;
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f. counsel for claimants in other pending litigation alleging personal injury
or economic loss arising from the alleged administration of Gadolinium-based contrast
agent(s) manufactured and marketed by Defendants for use in this or such other action in
which the Producing Party is a Defendant in that litigation, provided that the proposed
recipient is: (i) already operating under a STIPULATED protective order(s) governing
the use of confidential information that has provisions for both Confidential and Highly
Confidential designations with each Defendant in thjs Litigation, which will be provided
to Plaintiffs Liaison Counsel prior to the disclosure of Confidential Information, or (ii)

agrees to be bound by this Protective Order and signs a certification described in

Paragraph 31;

g. any individual(s) who authored, prepared or previously rececived the
information;

h.  vendor agents retained by the parties or counsel for the parties;

i. Plaintiff’s counsel of record to any Plaintiff with a case pending in MDL

1909 shall be permitted to receive the Confidential Information of any Producing Party
regardless of whether that attorney is counsel of record in any individual action against
the Producing Party and there shall be no need for such counsel to execute such
acknowledgement because such counsel is bound by the terms of this Protective Order;
and
J- plaintiffs’ treating physicians, including any personnel providing MRI
and/or MRA services pursuant to the terms of this Court’s Order of May 27, 2008,
30.  With respect to documents produced to Plaintiffs, documents designated as

“HIGHLY CONFIDENTIAL” will be treated in the same manner as documents designated
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“CONFIDENTIAL,” except that Plaintiffs may not disclose Highly Confidential Information to
In-House Counsel, and/or current employees of any Competitor of the Producing Party. In the
event that In-House Counsel, and/or cutrent employees of any Competitor of the Producing
Party is present at the deposition of an employee or former employee of the Producing Party,
prior to a document Highly Confidential being used such In-House Counsel, and/or current
employees of any Competitor of the Producing Party shall excuse himself or herself from the
deposition room without delaying or disrupting the deposition.
V. Confidentiality Acknowledgment |

31.  Prior to the disclosure of any Confidential Information or Highly Confidential
Information to any person identified above, each putative recipient of Confidential Information
or Highly Confidential Information shall be provided with a copy of this Protective Order,
which he or she shall read. 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. 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. 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 seck copies of the Acknowledgments or to
determine the identities of persons signing them. If the Court finds that any disclosure is
necessary to investigate a violation of this Protective Order, such disclosure will be pursuant to
separate court order. Persons who come into contact with Confidential Information or Highly

Confidential Information for clerical or administrative purposes, and who do not retain copies
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or extracts thereof, are not required to execute Acknowledgements but must comply with the
terms of this Protective Order.
V1.  Litigation Experts and Consultants

32.  Formally Retained Independent Experts and Consultants. Subject to the

provisions of this Protective Order, all Confidential Information or Highly Confidential
Information may be disclosed to any formally retained independent expert or consultant who
has agreed in writing pursuant to paragraph 31 or on the record of a deposition to be bound by
this Protective Order. The party retaining an independent expert or consultant shall use diligent
efforts to determine if the independent expert or consultant is currently working with or for a
Competitor of a Producing Party and is currently employed or consulting in connection with
Gadolinium based contrast agents. Prior to disclosing Confidential Information or Highly
Confidential Information to an expert or consultant who is currently working with or for a
Competitor of the Producing Party and is currently employed or consulting in connection with
Gadolinium based contrast agents, the party wishing to make such a disclosure (“Notifying
Party”) shall provide to counsel for the Producing Party in writing, which may include by e-
mail, a statement that such disclosure will be made, identifying the subject matter category of
the Discovery Material to be disclosed, providing the nature of the affiliation with the
Competitor entity and name of the Competitor entity, and stating the purpose of such
disclosure; the specific name of the formally retained independent expert or consultant need not
be provided. The Producing Party shall have ten (10) days from its receipt of the notice to
deliver to the Notifying Party its good faith written objections, which may include e-mail, to the
expert or consultant, if any. Absent timely objection, the expert or consuliant shall be allowed

to receive Confidential and Highly Confidential Information pursuant to the terms of this
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Protective Order. Upon timely objection, disclosure to the expert or consultant shall not be
madé. If the Notifying Party desires to challenge to the Producing Party’s written objection to
the expert or consultant, the Notifying Party shall so inform the Producing Party in writing,
within ten (10) days of receipt of the Producing Party’s written objection, of its reasons for
challenging the objection. The ‘expert or consultant shall then be allowed to receive
Confidential and Highly Confidential Information pursuant to the terms of this Protective Order
after ten (10) days from receipt of the Producing Party’s timely challenge to the written
objection to the expert or consultant, unless the Producing Party moves for relief from the
Court, or the Pérties stipulate to an agreement. Once a motion is filed, disclosure shall not
oceur until the issue is decided by the Court and, if the motion is denied, the appeal period from
the Court order denying the motion has expired. In making such motion, it shall be the
Producing Party’s burden to demonstrate good cause for preventing such disclosure.
VII. Handling of Confidential and Highly Confidential Information During Sworn
Testimony

33.  The handling of confidential and highly confidential information during sworn
testimony shall be addressed by a separate order.
VIII. Filing of Confidential and Highly Confidential Information with the Court

34, In the event that any Confidential Information or Highly Confidential
Information is included with, or the contents thereof are in any way disclosed in, any pleading,
motion, deposition, transcript or other paper filed with the Clerk of this Court, consistent with
applicable law, the Confidential Information or Highly Confidential Information shall be filed
and kept under seal by the Clerk until further order of this Court. When submitting deposition

testimony pursuant to this paragraph that has been designated “CONFIDENTIAL” or
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“HIGHLY CONFIDENTIAL,” the submitting Party shall submit, to the extent reasonably
possible, only those pages of the deposition transcript that are cited, referred to, or relied on by
the submitting Party.

IX.  Protection and Use of Confidential and Highly Confidential Information

35.  Persons receiving or having knowledge of Confidential Information or Highly
Confidential Information by virtue of their participation in this proceeding, or by virtue of
obtaining any documents or other Protected Material .produced or disclosed pursuant to this
Protective Order, shall use that Confidential Information or Highly Confidential Information
only as permitted by this Protective Order. Counsel shall take reasonable steps to assure the
security of any Confidential Information or Highly Confidential Information and will limit
access to such material to those persons authorized by this Protective Order.

36.  Nothing herein shall restrict a person qualified to receive Confidential
Information and Highly 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 iﬁto 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 Proteot'ive Order.

37.  All persons qualified to receive Confidential Information and Highly Confidential

Information pursuant to this Protective Order shall at all times keep all notes, abstractions, or
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other work product derived from or containing Confidential Information or Highly Confidential
Information in a manner to protect it from disclosure not in accordance with this Protective
Order, and shall be obligated to maintain the confidentiality of such work product and shall not
disclose or reveal the contents of said notes, abstractions or other work product after the
documents, materials, or other thing, or portions thereof (and the information contained therein)
ar¢ returned and surrendered pursuant to Paragraph 43. Nothing in this Protective Order requires
the Receiving Party’s Counsel to disclose work product at the conclusion of the case.
38.  Notwithstanding any other provisions hereof, nothing herein shall restrict any
Party’s Counsel from rendering advice to that Counsel’s clients with respect to this proceeding
or a related action in which the Receiving Party is permitted by this Protective Order to use
Confidential Information or Highly Confidential Information and, in the course thereof, relying
upon such information, provided that in rendering such advice, Counsel shall not disclose any
other Party’s Confidential Information or Highly Confidential Information other than in a
manner provided for in this Protective Order,

39.  Nothing contained in this Protective Order shall preclude any Party from using its
own Confidential Information or Highly Confidential Information in any manner it sees fit,
without prior consent of any Party or the Court.

40. .. To the extent that a Producing Party uses or discloses to a third party its
designated confidential information in a manner that causes the information to lose its
confidential status, the Receiving Party is entitled to notice of the Producing Party’s use of the
confidential information in such a manner that the information has lost its confidentiality, and the

Receiving Party may also use the information in the same manner as the Producing Party.
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41, Any Party that is served with a subpoena or other noﬁce 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.

42.  If a Receiving Party learns of any unauthorized disclosure of Confidential
Information or Highly Confidential Information, it shall immediately (a) inform the Producing
Party in writing of all pertinent facts relating to such disclosure; (b) make its best effort to
retrieve all copies of the Confidential Information or Highly Confidential Information; (c)
inform the person or ﬁersons to whom unauthorized disclosures were made of all the terms of
this Protective Order; and (d) request such person or persons execute the Acknowledgment that
is attached hereto as Exhibit A.

43.  Within thirty (30) days of the conclusion of an attorney’s last case in this
Litigation (or such other case in which the Receiving Party is permitted by this Protective Order
to use Confidential Information and Highly Confidential Information), including any appeals
related thereto, at the written request and option of the Producing Party, such attorney and any
persons to whom he or she discloses Confidential Information or Highly Confidential
Information pursuant to this Protective Order shall return and surrender any such information or
copies thereof to the Producing Party at the Producing Party’s expense. Such persons shall
return or surrender any Discovery Materials produced by the Producing Party and any and all
copies (e]ectronié or otherwise), summaries, notes, compilations, and memorénda related
fhereto; provided, however, that Counsel may retain their privileged communications, work

product, Acknowledgments pursuant to this Protective Order, materials required to be retained
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pursuant to applicable law, and all court-filed documents even though they contain Discovery
Materials produced by the Producing Party, but such retained materials shall remain subject to
the terms of this Protective Order. Af 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.Discovery Materials produced by the
Producing Party shall deliver to the Producing Party an affidavit certifying that reasonable
efforts have been made to assure that all such Discovery Materials 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
the alternative to returning the materials, the Producing Party may direct that the materials be
destroyed in a manner that will protect the Confidential Information or Highly Confidential
Information, and the returning party shall certify that it has done so.
X. Changes in Designation of Information

44, IfaParty through inadvertence produces any Confidential Information or Highly
Confidential Information without labeling or marking or otherwise designating it as such in
accordance with the provisions of this Protective Order, the Producing Party may give written
notice to the Receiving Party that the document or thing produced is deemed
“CONFIDENTIAL” or “HIGHLY CONFIDENTIAL” and should be treated as such in
accordance with the provisions of this Protective Order. The Receiving Party must treat such |
documents and things with the noticed level of protection from the date such notice is received.

Disclosure, prior to the receipt of such notice of such information, to persons not authorized to
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receive such information shall not be deemed a violation of this Protective Order. Any
Producing Party may designate as “CONFIDENTIAL” or “HIGHLY CONFIDENTIAL” or
withdraw a “CONFIDENTIAL” or “HIGHLY CONFIDENTIAL” designation from any
material that it has produced consistent with this Protective Order, provided, however, that such
redesignation shall be effective only as of the date of such redesignation. Such redesignation
shall be accomplished by notifying Counsel for each Party in writing of such redesignation and
providing replacement images bearing the appropriate description. Upon receipt of any
redesignation and replacement image that designates material as “CONFIDENTIAL” or
“HIGHLY CONFIDENTIAL”, the Receiving Party shall (i) treat such material in accordance
with this Protective Order; (ii) take reasonable steps to notify any persons known to have
possession of any such material of such redesignation under this Protective Order; and (iii)
promptly endeavor to procure all copies of such mat;:rial from any persons known to have
posseésion of such material who are not entitled to receipt under this Protective Order. It is
understood that the Receiving Party’s good faith efforts to procure all copies may not result in
the actual return of all copies of such materials.

| 45. A Receiving Party does not waive its right to challenge a confidentiality
designation by eclecting not to mount a challenge promptly after the original designation is
disclosed. A Receiving Party may challenge a Producing Party’s confidentiality designation or
redesignation by notifying the Producing Party, in writing or voice-to-voice dialogue, 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) days, the basis of the chosen designation. If a Receiving Party elects to press a challenge
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to a confidentiality designation after considering the justification offered by the Producing
Party, the receiving party shall, in writing, notify the producing party that a resolution cannot be
reached regarding the confidentiality designation of a document, then the Producing Party shall,
within twenty one (21) days of receiving such notice from the Receiving Party, file and serve a
motion that identifies the challenged material and sets forth in detail the basis for the
“CONFIDENTIAL” or “HIGHLY CONFIDENTIAL” designation. The burden of persuasion
in any such challenge proceeding shall be on the Producing Party. 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) days the Producing Party has not filed a motion with the Court, the designation
of the document subject to the dispute regarding its “CONFIDENTIAL” or “HIGHLY
CONFIDENTIAL” designation will be automatically changed. If a document was originally
designated as “CONFIDENTIAL,” the “CONFIDENTIAL” designation will be removed. If a
document was originally designated as “HIGHLY CONFIDENTIAL,” it will be designated and
treated as Confidential Information,
XI. Inadvertent Production of Documents

46.  Inadvertent production of documents (hereinafter “Inadvertently Produced
Documents”) subject to work-product immunity, the attorney-client privilege, or other legal
privilege protecting information from discovery shall not constitute a waiver of the immunity or
privilege, provided that the producing party shall notify the receiving party in writing within a
reasonable period of time from the discovery of the inadvertent production. If such notification -
is made, such Inadvertently Produced Documents and all copies thereof shall, upon request, be

returned to the Producing Party, all notes or other work product of the receiving party reflecting
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the contents of such materials shall be destroyed, and such returned or destroyed material shall
be deleted from any litigation-support or other database. If the Receiving Party elects to file a
motion as set forth below, the Receiving Party, subject to the requirements below, may retain
possession of the Inadvertently Produced Documents as well as any notes or other work product
of the receiving party reflecting the contents of such materials pending the resolution by the
court of the motion below. If the Receiving Party’s motion is denied, the Receiving Party shall
promptly comply with the immediately preceding provisions of this paragraph. No use shall be
made of such Inadveﬁently Produced Documents duting 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. The party receiving such Inadvertently Produced Documents may, after receipt of the
Producing Party’s notice of inadvertent production, move the Court to dispute the claim of
privilege or immunity, but the motion shall not assert as a ground therefore the fact or
circumstances of the inadvertent production.

XII. Miscellaneous Provisions

47.  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.

48.  In the event anyone shall violate or threaten to violate the terms of this
Protective Order, the Producing Party may immediately apply to obtain injunctive relief against
any person violating or threatening to violate any of the terms of this Protective Order, and in
the event the Producing Party shall do so, the respondent person, subject to the provisions of
this Protective Order, shall not employ as a defense thereto the claim that the Producing Party

possesses an adequate remedy at law,

L
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49.  This Protective Order shall not be construed as waiving any right to assert a
claim of privilege, relevance, or other grounds for not producing Discovery Material called for,
and access to such Discovery Material shall be only as provided for by separate agreement of
the Parties or by the Court.

50. It is expressly understood by and between the Parties that in producing
Confidential Information or Highly Confidential Information in this Litigation, the Parties shall
be relying upon the terms and conditions of this Protective Order.

51. This Protective Order may be amended without leave of the Court by agreement
of Outside Counsel for the Parties in the form of a written stipulation filed with the Court. The
Protective 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 this Litigation,

52.  Notwithstanding any other provision in the Order, nothing in this Protective
Order shall affect or modify Defendants’ ability to review Plaintiffs’ information and report
such information to any applicable regulatory agencies.

IT IS SO ORDERED:.

Dated: 6/4/08 , 2008 /s/Dan Aaron Polster
Honorable Dan Aaron Polster
United States District Judge
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UNITED STATES DISTRICT COURT
NORTHERN DISTRICT OF OHIO
EASTERN DIVISION

Case No. 1:08 GD 50000

MDL No. 1909
IN RE: GADOLINIUM BASED
CONTRAST AGENTS PRODUCTS .| Honorable Dan Aarcn Polster
LIABILITY LITIGATION

EXHIBIT A TO CMO NO. 6

ACKNOWLEDGMENT AND AGREEMENT TO BE BOUND
BY PROTECTIVE ORDER

The undersigned agrees:
I declare under penalty of perjury that I have read in its entirety and understand the
Protective Order (CMO No. 6) that was issued by the United States District Court for the

Northern District of Ohio on , 2008 in In re: Gadolinium Based Contrast Agents

Products Liability Litigation, Case No. 1:08 GD 50000; MDL No. 1909.

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 1 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
Northern District of Ohio for the purposes of enforcing terms of this Protective Order, even if

such enforcement proceedings occur after termination of these proceedings.
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Date:

City and State where sworn and signed:

Printed Name:

Signature:
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Exhibit
C

Case ID: 090701505
Control No.: 10081785



INRE: GADOLINUMBASED - : COURT OF COMMON PLEAS |

CONTRAST AGENTS PRODUCTS :
, LIABLLITY LITIGATION :  PHILADELPHIA COUNTY, PA
| JULY TERM 2009
. NO.1505 |
PROTECTIVE ORDER
L Scopé of Order
. 1. - stclosure and dlscovery aotmty in this proceedmg may mvolve production of

,'conﬁdentlal propmatary -and/or -private information for which specxal protection from pubhc
- disclosure: and. from' uge for any purpose other than .prosecuung this htxgatlon would be _‘
Eiwarrahted-- 'Acmrdingly-, thc parties hereby stipulaie.to and.petition the Court to enter the

. followmg Stipulated Protectave Order (“Protecuve Order” or “Drdez”) | |
- 2. Thrs Protectlve Order shall govern all hard copy and electromc matenals the
.é_;jnfonnation contained therem,..and.-ali other information -prodiiced or-d;sclosg:d durmg this
-,Epmceadmg,.includmg aﬂ ‘copies, excerpts, summaties, ot compiiations thex‘eof, whemer f(;\}eglcd _
_ in-a document, deposztxon, other testnnony, discovery response or otherwise, by any Party to this
b, : proceedmg (the “Producm’g Party”) fo any other paﬂy or partxes (the “Receivmg Party”) Tlus
-+Protective- Order is bmdlng upon ail the Partxes to this proceedmg, mciudmg their respectwe
73..'.i-_corpprat¢ pa,rg:nts, subsidiaries and afﬁhatesand their respective attomeys, principals, ag@nts,
| . experts, coqsuiiants, represenﬁﬁVes, dij:ectdrs, officexfs, and employees, and o.the_rs as'sgt' forth in
| thls .Proteétive Order._ - n -- |
3. ﬂﬁrd-paities who 50 '-eléét may avail th;emselirés of, and agrée fo be bound b’y, the
. terms énd (-!OIlldiﬁOI_lS‘ Qf tlﬁs Pfétective Order and thqrebjr bégo-rﬂe. ‘a Produéiﬁg Party for purposes -

"~ of this Protective Order. -
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4, _ The entry of this Pfotective Order does not preclude any party 'fr‘om seeking a
- . further order of this Court pursuant t'c; Pa. R. Civ. P. 4Q12. |
5. Nothjng herein shall be construed to affect in any manner the admissibility at triéﬁ
or any other court proceedmg of any document, testimony, or other evidence. |
6. This Protective Order does not confer blanket protecﬁon on all dxsclosures or
.xeéponses to discovery and the protecnon it affords extends only to-the specific information- or
~items that are-entitled V.to protectiﬁn under the applicable legal principles- for- treatment as
coﬁﬁdential. o
I - Iigfinitieus_ '
7. - Party: “Pa_r;j” means any of. ther«partie.s' in this-Litigation at thé -time this
g =»Protective:0rdér is entered, inchuding ofﬁcérs and- directors of suéh parﬁés. If additional partiés'
. are "add_;:d. oiher_than parents,; subsidiaries or afﬁiiates of éurrent parties to ﬂmis.Litig'aﬁon; then |
.-their ébilifl:y to _»r‘ecgiv'é Confidential I_‘nfom;.a;ti‘c-)n andfor I-Izghiy Confidential Information as set
forth..in this-Eroteé:tiVe Order will be subject'ﬂ) ﬁa@rﬁ‘,b@ing‘b&)‘und; by ag;*eeﬁﬁen{ or Court Ordet,
to thls Protective Order | | |

. ‘-8'. : D1scoverv Matenal “Dlscovery Material” means any information, document, or - -

N ta.ngxble thmg, rf:Sponse o discovery requests, deposmon testimony or transcnpt, and any other

s:rmlar materials, or portions thereof. To the extent that matter stored or recorded in the form of -

o -electromc OF magnehc media (mcludmg mformat:on ﬁles, databases or programs stored on any' -

- dlgxtal or ana!og machmenreadablc device, computers lntemet sxtes d1scs networks, or tapes) |
(“Computenzed Matenal”) is produced by any Party in such fonn, the Producmg Party may
'demgnate such ‘matters as conﬁdenﬂal bya demgnatmn of “CONFIDENTIAL” or “HIGHLY'

—CONFI_DENTIAL” on the media. Whenever any Party to whom Cornputenzed Matenall'
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desig‘nated‘ as CONF IDENTIAL or HIGHLY CONFIDENTIAL ie produced reduoes such.
material to hardcopy foon, that Party- shall mark the hardeopy form with the corresponding
“CONFIDENTIAL” or “HIGHLY CONFIDENTIAL” designaﬁon. | .
9.  Competitor. “Competitor” as that term is used in this Proteetive' Order shall mean
“any eompany, other than the Producing Party, that is engaged in the desigo and manufacture of
. any 4 gadolmmrn based contrast agent used i in connection with the administration of the d1agnost1c
-tests known as MRI and/or MRA. With respect to Novation only, “eompetitor” shall also be _
-~ deemed to ioo!ude an entity that- contracts for the distribution of and/or distributes any
- gadolinium based contrast anent used in connection with the administration of the diagnostic -
~ itests known as M‘RI and/or MRA. 7 _ N
R X Conﬁdenual Informatlon “Confidential Information” is cieﬁne‘c_i ‘herein ae.' " |
- -i’nfohnatioo that ':Jthe ?roduci_ng- Party in »good faith believes constitutes, r_reﬂeots, discl'osesr, or -

.contains -infonnation'-sobject to 'prot-ectioo under 'Pa. R. Civ. P. 4011 hloiudio'glhafonnation"

L requlred 10 be treated as conﬁdennal pursuant to. foreign law, such as personal data“ as deﬁned .

in data privacy Iaws and/or regulatlons of -foreign counmes, whether it is a docwnent :
"niformatlon contamed in, a document information revealed during a deposition or .other '
. testxmony, mformatwn revealed in‘an mterrogatory response or mformatmn otherwrse revealed

In designating dlscovery matenals as Conﬁdentlal Informanon the Producing Party shall do so
in good faith consistent with the prov1s10ns of this Protectwe Order and mhngs of the- Court.

: rl'Nothlng hereln shall be construed to allow" for global cIemgnatlons of all documents as?

AL ,“Conﬁdentzal ” | | |

1L _ghlv Confidential Informatlon “Highly Conﬁdeﬁﬁal Information™ is defined

| »herem as. Conﬂdentlai Infoxmahon which, 1f chsolosed toa Competltor could result in posmble
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'antitrest violations or substéntial buéiness harm. In desi@atmg discovery materials as Highly
| Confidential Infomxatlon the Producmg Party shall do so in good faxth eons1stent with the
' prov131ons of this Protective Order and rulings of the Court. Nothmg herein shall be constmed to

allaw for global desi-gnations of all documents as “Highly Confidential.,” |

12.  Receiving Party. “‘R‘eceiving Party” means a'Party to this Litigation, and all

‘employe'es, agents and- directors (otﬁer than Counsel) of the Party that receives Discovery
7 Material from a Producing Paity. | |
- 13.-  Producing Party. A“P‘rodrueing Party” means ‘a Partjr 1o this Litigation, -andl all
- directors,employees and ogenm (other than Counsel) of the Party or any third party that produces
.. -or, otherwise makes available .Discovery Material to a Reeeiﬁng Party, subject to pai‘a-graph 3. |

- 14: - Protected Material. “Protected Matenal” means any Dmcovery Matenal and any :

copxes abstracts summaries; or mformanon derlved from such Discovery Matenal and any
. -notes or-other records regardmg the contents of such Discovery Matenal that i is desxgnated as
N “Conﬁdentlai” Or “Highly Conﬁdentlal” in accordance w1th this Proteotwe Order

15: - Outs-lde- Counse'l “Outs:de Counsél” means any law ﬂl:m .or attoniey' who

represents BAYER HEALTHCARB PHARMACEUTICALS I'NC BAYER SCHERING
‘. 'PHARMA AG BRACC@ DMGNOSHCS INC BRACCO RESEARCH USA INC
GENERAL ELECTRIC COMPANY GE HEALTHCARE INC.; GE HEALTHCARE BIO-
-~SCIENCES CORP GE HEALTHCARE AS MALLINCKRODT INC NOVA’I‘ION LLC or |
parents subs1d1ar1es or aﬁihates of these compames ‘and who i is not an employee for any of the
- companies;- eounsel of record: for Plamtlffs and their respeetwe support staff meiudmg
secretanal and other asslstants Who are not employed bya Party and to whom 1t is'necessary to' _

dlSClOSG Protected Matena! for the purpose of this ngatlon
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: 16.7 In-House Counsel. “In-House Counsel” means e.ttomey employees of BAYER.

HEALTHCARE ?MRMACEUT ICALS‘IINC., BAYER SCHERING PHARMA AG, BRACCO
DIAGNOSTICS INC., BRACCO RESEARCH ﬁSA INC.; GENERAL ELECTRIC
COMPANY, GE HEALTHCARE INC., GE HEALTHCARE BIO-SCIENCES CORP GE
HEALTHCARE AS MALLINCKRODT INC., or NOVATION LLC or parents, subs1dlanes or
aff liates of these companies and thelr insurers.
17. Counsel, “Counsel,” without another qual_iﬁer, rmeans- Outside Counsel and In-
House Counsel

18. - Independent ‘Expert. “Independent Expert” means an. expert and/or mdependent

-consultant fonnc'_flly retained; and/or employed to advise or to assist Counsel in the preparatmn‘
: andfor trial 'of this Litigaﬁoo, and- their seeretarial staﬁ' who are not employed by a Pal"ty to
. whom itis necessary to disclose Conﬁdentlal Information or Higlily Confidentlal Information- for
-.the purpose of thrs ngatzon . |
19, This Liti,gat-ion ‘l‘"l‘.h-is‘]-i.,itigﬁt'io " meensall actions r-elatmg to Gadolinium-based. -
contrast agents that are currently pendmg in CCP July Term 2009 No 1505 |
L | Deslgnatmn and Redactxon of Confidential Informatmn
20. -For each document produced by the: Producmg Party that contams or constltutes .

- Conf[dentlal Infon:ﬂation or Highly Conﬁdenﬁal Infonnatlon pursuant to this Protective Order,

_“each page . shall be marked “CONFIDENTIAL——SUBJECT TO PROTECTIVE ORDER” OF

: “HIGHLY CONFIDENTIAL-—SUBJECT TO PROTECTIVE ORDER” or comparable notices.
' '-21.'-‘ Speciﬁo dlscovery responses produced by the Producing Party shail if
appropnate, be desxgnated as Conﬁden&al Informatmn or Highly Confidential Information by

" marking the pages of the document that contain such 1nformat10n wﬂ:h the notatlon
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“CQNFIDENTIAL—SUBJECT TO 'PROTECTIVE ORDER®, or “HIGHLY
. CONFIDENTIAL—SUBJECT TOPROTECTIVE ORDER” or comparable notices.

2. fnfomﬁﬁon disclosed at-a deposition taken in éonnection with this Liti.gai:i-on may

‘be demgnated as Confidential Information or Highly Confidential Information by designating the

.portions of the tran:scnpt in a letter to be served on the court reporter and opposmg counssel

» within thirty (30) calendsdr days of the Producing Party’s receipt of the transcript of a deposxtlon.

.The court reporter will indicate the portiens designated as Confidential or Highly Confidential

: .7 l_-and #egfeg‘atel them as appr@pﬁate. 'Designaﬁéﬁs'of trénscripts-will a;iply to audio, video, or
' ‘other recordings of the testimony. - The court reporter shall cIeaﬂ-yl mark any transcript released -

--priorto the expiration of the 30-day period as “HIGHLY CONFIDENTIAL—SUBIECT TO

. .- FURTHER ‘CONFIDENTIALITY ‘REVIEW.” ‘Such transeripts ‘will be treated as Highly

Cohﬁdéntiai Infémation‘ﬁnt-i.l- t_he' expiiﬁtion of the 30-day peﬁod. If the Ptoducing Part-y does -
- ot -selfve-a‘ degiglzaﬁén~513-tter- within the 30-day period, "then-;lthe entire-transcript will be deemed |
: «not to co;if[ain anﬁdentia'l Information or Highly Confidential Information and the “HIGHLY
CONFIDENTLAL»——SUBJECT TO FURTHERCONFIDENTIALITY REVIE'W” legénd shall .
- be ;emoved | | 7 | E
| 23.. A Party in th'ls thlgatlon may demgnate ‘a8 “CONFIDENTIAL” or “HIGHLY .
. CONFIDENTIA ? ény document or 1nfom1at1on produced by or test1mony glven by any other

: person ‘or entlty that the de31gnat1ng Party reasonably behcves quahﬁes as the desxgnatmg 3

.. - Party’s Conﬁdentlal Informahon or Hrghly Confidential Informahon pursuant to this Protectwe '

: -Order.- The Party claiming conﬁdentxahty,shali 'des1gnate the information as such mtlun thirty-
B (30) days of its receipt of such information. Any Party réceiving information from a third party

_shall treat such information as Hfghly Confidential during this thirty (30) day period while all
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~?arties have an opport'unity. to review the information and determine whether it should be

-designated .as conﬁdential.‘ Any Party designating third party information as Confidential

*Information or Highly Confidential Information shall have the same rights as a Producing Party
- under this Protective Order with respect to."such information. |

24,  This Protective Order shall not be construed to proteot from production or to

| permit the "‘Conﬁdeotial Information” or “Highly Confidential Information” designation of. any

‘document that (o) rthe pafty hasrnot made reasonable ciforts to keeo conﬁdentiol, or (b) is at ,th'e

. time of production'or disclosure, or ;;ubsequenﬂy becomes, through no wrongful act on the part

-+ .-of the Receiving Party, genetalljr available to the public through publication or otherwise,

25, In order to protect agamst unauthorrzed disclosure of Conﬁdential Information
| 'and I—hghly Conﬁdentlal Information, and to comply Wlth all applicable state and-federal laws
and. regulauons tho Producmg Party may redact from.produced documents, materlals or other
: things, or p’ortiox_lsthexeof,--'the fo‘l—l-owi_ng'-itcms, or aiy other item(s) agreed.upon by the paxtieo or
-ordered by tho'Court: | - ' |

| The names; street addresses (whlch shall not mclude city and state), Soclal -

""Secunty, or tax - 1dont1ﬁcatlon numbsers and other personally ldentifymg mfonnatlon of '

' =~employees patlonts healt.h care prowders and individuals in clinical studies or adverse evcnt'

reports However other general 1dennfy1ng mformat]on such as paﬂent or health care prowder-

o :.:numbers -assigned for‘ a study, shall not be redacted unless required by state, federal or foreign

" law.  To the extent a plaintiff’s name is contained in any of these documents, a copf of the '_
documents that have not had the plaintiff’s information redacted will be produced directly to
" Counsel for said plaintiff:

b, Any information- relating to ‘produots other than a Producing Party's
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Gadctlinium—based contrast agent(s), except (a) that if the othet product(s) is-nientionqd in direct
comparison to the Producing Party’s Gadolinium-based contrast agent in regard to matters
i'clating to NSE/NFD, chemical structltre; formulation, chelation, thermodynamic stability, or
kinetic stability ﬂ:ten the name and information aboﬁt that prodtlct may nbt be redacted or () if
the redaction of the name and information about the other product(s) would render the
information pertaining to Producing Party’s Gadolinium-based contrast agent meaningless or
. would remove the context of the information about'Prsducing Party’s Gadsﬁnium~based contrast

agent, the name and information about the-other product may not be redacted. The Producing

- “Party’s counsel shall notify the Receiving Party’s counsel in the event that documents containing
. ‘comparlsons not enumerated above are identified prior to redacting such information. so that, -

e couﬁscl for the parties can meet and ‘confef ct)nceming the-producing party’s ability to redact

such compansons Nothmg in this paragraph shall restrict Plamtlffs rlght and ability to request
mformatlon ‘about such other products nor restrict Defendants’ right to object to or otherw1se :
seek protfectton from the Court concerning any such request.

- 76. Pursuant to 21 CEF.R: §§ 314 439(6) & (f) and 20. 63(f) the names of any person -

. or. persons reporting adverse experiences of paﬁents and the:-names of any patients that are not

-“vreda'cted shall be treated as-conﬂdenttal regardless of Whether the document containing such

names is demgnated as CONF IDENTIAL INF ORMATION No such person shall be contacted
either dzrectly or 1nd1rectly, based on the’ mformatmn so disclosed without the express wrﬂ:ten:

-permission of the Producmg Party

"IV, Access to Confidential and nghiy Con;fidentlal Informatmn

27.  General. A recoid shall be made of the names of the persons to whom disclosure

of Protected Materials is made {other than to Outside Counsel). All Protected Material shall be
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held in the custody and control of Outside Counsel for the‘Receiving Party. Dissemination .to the |
.individuals set forth in Paragraphs 28 and 29 is considered to be in the custody and éontrol of
'-Outs_ide Counsel.
28, -In'fhe absence of written permission frbm the Producing Party or an ox;der of the
~ _“Court, any Confidential ‘Information produced in accordance with the provisions of this
Protective Order -shall be used solely for ptﬁposcs of this Litigation (except as provided by
Paragraph 28,g.) and its contents shall not be disclo‘#ed’ to any person dther thén: o
| ‘a.' --the Receiving Party;
b.' Outside Counsel and In-House Couﬁsel, and the attornéys, paralegals,
stcnographlc and cIencal staff employed by such counsel;
e wrth respect to any Confidential haformauon produced by any plaintiff or
“third party reianng to plaintiff, any employee of the Receivmg Party to whem it is- necessary to
"\;d;sclosc ‘such mformatwn_'for the purpose of assisting in, or cons,ultmg with respect to; the |
- preparation of this Liﬁgation'
| - .d. Stenograplnc employees -and court rep@rters recordmg or transcrlbmg
' testlmony in ﬂns L;tigauon _ |
: g . . -the Cpurt, any Speciél Ma_stef appointed By the Court, and any memBers of

-their staffs to-whom it is necessary to disclose the information;

A formaliy retained independent éxﬁcrts‘ and/or coﬁsultants, subject to the-
;-prowsaons of Paragraph 32;
E g. counsel. for clazmants in other pendmg 11t1gat10n aIlegmg personal i m;ury

or econoiric loss arising from the alleged administration of Gadohmum—based contrast agent(s)

mariufacturéd and marketed by Defehdants for use in this or such other action in which the
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Producing Party is a Defendant in that l.itigatinn,‘ provided that the propﬁsed recipient is: (i)
already operating under 2 STIPULATED protective order(s) governing the use of confidential
information that has provisions for both Confidential and Highly Confidential designations with

- each Defendant in This Litigation, which will be provided to Plaintiffs Liaison Counsel prior to
the disclosure of Confidential nformation or (ii) agrees to be bound by thls Protective Order and

‘signs a certiﬁcatmn described in Paragraph 31;

h, - any 1nd1v1dua1{s) who author?;d prepared or prevmusly received the
information; |
. i vendor-agents retained by the parties or counsel for the parties;
iR Piamtlff’ s counsel of record 1o any Plamnff with a case pending in CCP

: July Term 2009, No. 1505 shall be perrmtted to teceive the Confidential Informatlon of any
- Producing Party regardle’ss of whethex that attomey is counsel of record in any individual action -
. agaﬁzst the . Producing- Party ‘and there shall be no need for such counsel to execute such
aéknéwi_edgémeﬁt bedéps;é--such counsel is bound by the terms ofthi§ Protective Order; and -
| : k.. . -plaihtii‘;fs" ‘reating . physic.i,ans,‘ including any personnel. ﬁrovidi‘ng MRI
anclI_!;)r MRA sérﬁce‘s. | h
29.  In the-absence of written penmisgion ﬁOm tﬁé Producing Partj or an drdet of the
.Court, any Highly .Conﬁdential Information prbduced'.in accofdanbe with the pfoﬁisiéns of this
‘PI'OtCCthB Ordcr sha]l be used solely for purposes of this ngatlon (except as prcmded by 29.1)
and its contents shall not be dlsclosed to any person other than:.
' a. the Recewmg Party. However if the Recelvmg Party isa co»Defendant or
a Competitor of the Producing Parcy, the Receivitig Party may not receive Highly Conﬁdg:nhal_

Information, except as provided by Paragrﬁph 29(b);

10 .
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b. Outside Counsel, and the attorneys, paralegals, stenographic, and clerical
staff employéd by such counsel. The i;rovision of Highly Conﬁden_ﬁél Data to In-House counsel |
" will be addressed by subsequent order of the Court or aéreement of the Defendants;

T. . stenogfaphic employess and court reporters recording or franscn'bing
testimony in this Litigation;

d.  the Court, any ‘Special Master appointed by the Court, and any members of

. their staffs to whom it is necessary to.disclose the information;

e, formally ‘tetained independent experts and/or consultants, subjeet to the
~ provisions of Paragmph 32y
- f. ' . counsel for claimants in other pending _Iitigation'a}leging personal injury

) :or economic loss aﬁsing from the alleged adnﬁnistration of Gadolinium-based contrast agent(s) -
.',-.manﬁfdci_:uréd and marketed- by. 'Defeﬁdants for use in ‘rhié or such other :gcﬁen 'in -which the .
“Producing -Party s a Defendant-in that litigation, piovided -tﬁat the i)mposed recipient is: (i)
+already operating ‘]11_1(;161'73 STIPULATED protec‘:t_ivebrder(s) governing the use of confidential . -
. .information tha{ihas proviéion_“s‘-for both. Conﬁdenﬁal and Highiy Confidénﬁal designations with.
- each Defendant in :;his Litigati'bn', 'Wi]i't:h will he provided to Plaintiffs Liaison Counsel prior to -
the dis_cloéure of Confidential Information, or (ii) aQrees to be bound by this Protective Order gnd "

‘signs a certification described in Paragraph 31;

g. . any individuak(s)-who authored, prepared or previously received the
information_; |
" h. vendor agents retained by the.i)arﬁes or counsel for the parties;
i Plaintiff’s counsel .of record‘ to any Plaintiff with a case pc‘anding in CCP

July Term 2009, No. 1505‘ shall bé permitted to receive the Confidential Information of any
11
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Prdducing Party regardless ,Of whether that attorney is counsel of record in -any individual action
‘against the Producing: Party and there shall be no need for such counsel to execute such
acknowledgement because such counsel ié bound by the terms of this Protective Order; and
3 plaintiffs’ treating physicians, including any personmel providing MRI
and/pr MRA services. |
. 30. With respect to documents produced to Plaintiffs, documents designated as
. “HIGHLY CONFIDENTIAL” will -be freated in the same manner as docuinents designated
“CONFIDENTIAL,” except that Plaintiffs may.-not‘d-isclose Highly Confidential Information to
. In-House Counsel, and/or current employees of.any Competitor- of tthroducing Party. ‘In the -
- . .event that In"House Counsel, and/or ewrent-employees of -any Competitor of the Producing Party
.ié,'present.at the deposiﬁb_n of an employee or former employee of the P-roduciné Party, prior toa
- document :Highly Confidential bemg used- such In-.Houée Counsel, and/or current employees of
- . ..any Competiter of the Producing Paﬁy shall cxcuse_himsélf or herself fmm the deposition room
- without dela.ying- or‘d-ismpft"iﬂg the depdsition. |
v, Confidehtiality Acknoﬁ%gdgment

" '31... Prior to the disclosure of any Confidential Information.or Highly Confidential

- ." Information to-any person identified above, each: putative recipient of Confidential Information- -

or Highly Confidential Information shall be proﬁﬁedwith a éolﬁy of this Protective Order; which -
_he or. she shall read. Upon' reading t}us Pf;)téctive :Qrdér, such person shall 31gn an
‘Aclmowledgnient, in the fomi annexed hereto as Exhibit A, acknowledging that he or she has -
read this Protective Order and shall abide by its terms. Outside Counsel to the parties in this
.-.m‘atter, the Cowt, and the Court’s staff and official cm;ri rcpoﬁer(s) are not requjred to sign an

- acknowledgement. These Acknowledgments are strictly confidential. Counsel for each Party

12
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shall maintain the Acknowledgments without giving copies to the other side. The parties
- expressly agree, and it is hereby orde;'ed that, eﬁcept in the event of a violation of this Protective
* Order, there wiH be no attempt to seck copiés of the Acknowledgme_:nts or to determine the
" .identities of persons signing them..- If the Court finds that any disclosure is necessary to
-investigate a violation of this Protf-:ctive .Order, such disclosure will be pursuvant to separate court
order. Persons who come into contact with Confidential Information or Highly Confidential
Information for clerical or administrative purposes, and who do not retain copies or extracts
‘thereof, are not required. to. execute Acknovirledgements butfmu-st comply with-the terms of this
Protective Order. |
"VL Litigation Experts and Consultants '

32.  Formally Retained Independent :Experts and Consultants. Subject to the

-«prévisions of this Protective Order, all Confidential Information or Highly Confidential

Information may be disclosed to any. formally retained independent expert or consultant who has -

- agreed in -writing pursuant to paragraph 31 or ori'the record of a deposition to be bound by this'

' -Protectwe-—Order The party retauung an independent experc or consultant sha]l use dlhgent

. -efforts to-determine if the independent expert or consultant is currcntly working with or for a’’
-Competitor of a Producing Party and is currently employed or consult;ng in connection with

_ A(}adoli-nium .based ‘contrast agents. Prior*to_,discloéing Confidential Information or Highly
:Confidential Information to an éXpert or consultant who is curréntly working vnth or for a’

: Coxﬁpetitdr of the Producing Pérty and is curre.ntly' elnﬁloyed or consulting in connection with

" Gadolinium basedl contrast agents, the party lWishing_tbrméke such éA disclosure (‘Notifying"
‘Party™) shall -préwide. to counsel for the -Producirig‘.Party in 'writihg, which may include by email,

a statement that such disclosure will be made, identifying the subject matter category of the
13
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Discovery Material to be disclosed, providing the nature of the affiliation with the Competitor
'entity and name of the Competitor entity, and stating the purpose of such disclosure; the specific
name of the formally retained independent expert or consultant need not be provided. The

-Producing Party shall have ten {10) days from its receipt of the notice to deliver to the Notifying

" Party its-good faith written objections, which mayinclude e-mail, to the expert or consultant, if -

' -any. Absent timely objection, the expert or. consultant shall be allowed to receive Confidential

-and Highly Confidential Information pursuant to the terms of this Protective Order. Upon timely
: objecﬁon, disclosure to the expert or consultant shall not be made. If the Notifying Party desires
. to challenge to the Producing Phrﬁy’s ‘written objection 1o the expert or consultant, the Noﬁfying
. Party shall so inform the Producing Party in writing, with-ip ten (1 0) days of receipt of the

. “Producing Party’s written objection, of its reasons for challenging the objection. The expert or

. ~eonsultant-shall then be allowed to zeceive Confidential and Higmy Confidential Information. -

- purstiant 1o the terms of this Protective Order after-ten (10) dé.ys from receipt of the Producing

.- Party’s timely- chéll-enge tothe written objection to the expert or consultant, unless the Producing -
. --Partyurﬁoves-for relief from-the Court, or the Parties stipulate to an agreement. Once a motion is.
- filed, «disclosure shall not occur until the iési;e is decided by the Court and, if the motion is-

.- denied, the appeal: period from the, Court order denying the motion has expired. -In making such : .- -

- .. motion, it shall be the Prochicing' Paxty’s burden to demonstrate good cause for preventing such

* disclosure.

VII. ‘Handling of Confidential and Highly Confidential Information During Sworn -

Testimony
33.  The handling of confidential and highly confidential information during swormn
~ testimony shall be addressed by a separate order.

 VILL Filing of Confidential and Highly Confidential Information with the Court
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34, Inthe event that any Confidential hfomaﬁon or nghly Confidential Information
4s included -with, or the contents theréof are in any way disclosed in, any pleading, motion,
‘deﬁo*sitio’n; transeript or other paper filed with the Clerk of this Coust, consistent with applicable
-law, the Cpnﬁﬂeﬁﬁal Information dr -Highly Confidential Information shall be filed and kept
.under seal'by the Clerk until further erder of this Court. When submitting deposition testimony
- _-_;;ursuant to this -paragraph that has been designated “CONFIDENTIAL® or “HIGHLY
'-CONFIDENi"IAL',’?-the submitting. Party shall ;sublljxit, to the extent reasonably possible, only.
-those .pagés of the deposition-ranscript that are cited, referred to, or relied on by the subﬁaitting'
Party. | |
IX.  Protection and Use of Confidential and Highly Confidential Information

35 Persons- receiving or having knowié&ge of: Confidential Information or Highly.
' -Conﬁdentlal Informauon by virtue of their parhclpatton in this proceedmg, or by virtue of
. cbtalmng any documents:or. other Protected ‘Material produced or &sclosed pursuant to this-
. Protective ‘Order, shall use-that Confidential Information or Highly Gon_ﬁdentlal Information
only as pefmitted ‘by-this Protective Order. Céunsel shall take reasonable steps ‘to assure the

security: -of any Conﬁdentlal Infonnauon or H1gh1y Conﬁden’ual Informatlon and -will limit'. = -
. I access fo such matenal to those. persons authorized by this Protectwe Order.
| 36. - Nothig herein shall restnct . person qualified to receive Confidential
- 'Iﬁformation and Highly Confidential Information p,.ursuant to this Protective Order from making
. working copies, abstracts, digests aﬁd- analyses of such information for use in éonnection with-
this Litigétion and sucﬁrworking copies, abstracts 'ciigests and analyses Ashal] be deemed to have
the same level of protectlon under the terms of this Protective Order Purthcr nothmg herein

shall rﬁstnct a quahﬁed recipient from convertlng or translatmg such mformatlon into machine-
15
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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 havé'the s_amé level of protection under the terms of this Protective Order. |
.37.' All peréons qualified to receive Conﬁderitial Information and Highly Confidential
Information pursuent to this Protective Order shall at all times keep all notes, abstractions, or -
other work product derived from or.containing Conﬁdential Information or Highly Confidential
Infomation' ina mﬁmer to protect it from disclosure nbt. in accordance with this Protective
Order, and shall be obligated: to. maintain the conﬁdentxahty of such work product and shall not . - -
- d1sclose ot reveal the contents of sa1d ‘notes, abstracuons or other work product after the
documents, materials, or other-thing, or poertions thereof (and the mformanon contained the;em)
are returned' and surrendered puxéuant to Paragrgph 43, Nothing in this-Protective Order requires ’
. the Recelving Party’s Comlsél to disclose work pré:duct at the conclusiornle‘f the'céSe.
38. - Npmdfhstandiﬁ;g any pther provisions ‘he‘r-eo'f_, nothing heré_in shall restrict any .
. Party’s Counsei from renderiﬁg advice ﬁo that Cqunsel’ sA cliems‘witbrcsp'éct 1o this p,rciéeeding or
~a related -action in which the-Receiving: Party- is ,pennitted by this Protective Order to use
| Coﬁﬁdential Information or H1ghly Conﬁ‘dential_- Information and, in the course thereof, rcly_iﬁg‘ -
: uj;,on such information, _providcd ‘that in “rendering suéh'advice, Counsel shall not disclose.any» S
oth_er Party’s Conﬁdéntiaf Infonnétion-br‘ Highiy Conﬁdenﬁal infomiaﬁon other than in a’
‘ manner provxded forin ﬂns Protectwe Order . | | | | |
39. Nothmg contained in thxs Protccuve Order shall preclude any Party from usmé 1t§
hwn Confidential Inf_onnati_on-or.Highly Conﬁdential h]formatio_n in- any manner it sees fit, -
without prior consent of “any Party or the Court. o

40.  To the extent that a Producing Party wses or discloses to a third party its -
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-designated confidential information in a manner that cawses the information to lose its
confidential status, the Receiving Party is entitled to notice of the Producing Party’s use of the
confidential information in such a-manner that the information has lost its confidentiality, and the
Receiving Party may also use the information in the same manner as the Producing Party.

4. Any Party that is served with a subpoena or other- notice compelling the
production of Discovefy Materials produced by another Party must immediately give written .
 :notice of such subpoena or other netice to the. originai Producing Party. Upon receiving such
7 notice, the original Producing Pasty shall bear the burden of opposing, if it deems appropriate,

the subpoena on grounds of confideﬁtiality. ‘
42, Ifa | Rebeiving Party learns .of any unauthorized disclosure -of Conﬁdential_

-+ Information or Highly Confidential Information;it. shall immediately (a) inform the Producing

- ~Party in wr&ing of all pertinent Facts zelating to such disclesure; - (b) make its best effort to

" ~retricve all copies of -the_:-. Confidential Information or Highly Confidential Information; (c) infO_Iﬁl‘ :
. the person or -persons;-t'o whbmunauthoﬁ&d« disclosures were made of all the terms of this.
Profecﬁve' Olrde'r,; and (d) ,requeét such' person or persons eﬁecuté fhc AcknoWledgmént‘that is - .
‘ .attached- hereto as Exhibit A. |
43.  Within thirty (30) days-.of the conclusion of an attormey’s last case in-this

-Litigation (or such-éther case in Which the Receiﬁng Party is pgrmitted By this betective Order -
o 10 use Conﬁdenﬁal Information and .I.lighly-(loﬁfidenﬁal Information), including any appeals
related thereto, at th_e mi&en request and option .of the Producing Party, such é,ttomey and any -
persons to whom he or she discloses Confidential Information or Highty Confidential
Information pursuant to this Protecﬁve Order shall return gnd surrender any such information or

rr-'czopies thereof to the Producing Party at the Producing Party’s expense. Such persons shall
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return or surrender anj Discovery Materials produced by the Producing Party and any and all
-copies (electronic or otherwise), summaries, notes, compilations, and memoranda related ther‘etog
provided, however, that Counsel may retain their privileged communications, work product-,
' Acknowledgnients pursuant to this Protective Order, materials required to be retained pursuant to
'applicable law, and all couri-filed documents even thouéh they contain Discovery Materials
. produced by the Producing Party, but such retained materials shalI remain subject to the terms of.
-this Protective Order. At the written request of the Producing Party, any persoﬁ or entity having
. _custody or control .of recordings, notes-,-memoranda_, summaries, or other written materials, and
- all copies thereof, relating to or containing Discovery Materials produced by the Producing Party.-
-‘shall délﬁfcr to the -Produsiﬁg- Party an affidavit ¢ertifying that reasonable efforts havc been made
-to assure that all such Discp\vgry Materials produced by the Producing Party and any copies
. thereof, any and ail records, notes, memoranda, mfnaﬁes,-dr other written material regarding -
-the- Discovery . :Mat&rials .produced by the Pr(-)duéing Paﬁy (éxcept for privileged
~ commumications, work product, and court-filed documents as-stated above) have been delivered-: B
_to-the Producing Party in accordance with-the terms qf this Pfotébtive Order. In the alternative fo:
" returning the materials, the =.Pmduci11g'15arty may- direct that the materials be destroved in a.
- :i-manner that will protect’ ﬂ]e.anﬁdential Information or Highly Confidential Information, and
the returning paﬂy'sﬁall cértify that it has done so.
X.  Changes in Designation of Information
| 44, Ya Party through inadvertence produces any Confidential Information or Highly
Conﬁdenual Informatlon w1thout labelmg or marlung or otherwise designating it as such in
accordance with the provisions of thls Protective Order, the Producing Party may give written

notice to the Receiving Party that the document or thing produced is deemed
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“CONFIDENTIAL” or “HIGHLY CONFIDENTIAL” and' should be treated as such in
" accordance with the provisions of this Protective Order. The Receiving Party must treat such
documeﬁts and things with the noticed level of protection-from the date such notice is received.
‘Disclosure, prior to the receipt of such notice of such i::f‘onnation, to persons not authorized to
zeceive such information shall not be deemed a violation of this Protective Order. Any
- -.Producing Party mayldesignate as “CONFIDENTIAL” or “HIGHLY CONFIDENTIAL” or
Withdra_w a “CONFIDENTIAL” or “HIGHLY CONFIDENTIAL” desigﬁation from any material
- ~that it has préduced consistent with this Protective Order, provided, however, that such -
redesignation -shall be effective only as of the date of such redesignation. Such' redesignatioﬁ
; shail be accomplished by notifying Counsel for each Party in wntmg -of such redemgnatmn and
, provxdmg replacemcnt images bearing the appropnate description. - - Upon -receipt af any-
redesignation and ‘replacement' image that designates material as “CONFIDENTIAL” or
< “HIGHL Y- CONFIDENTIAL?”, the Receiving. Party shall (i) treat such materlial in accordance
* . with this ‘--Protect_.i\k: ‘Order; (11) take‘:reasonable sfeps to' notify any persons Jnown to havé:
. possession’ of ‘any -such material of 'é;ICh Iedesignatiop under this Protéctive Order; and (iii) -

promptly endéavor to procure all copies of l-si_lch-:fmaterial from any-';iersons known to have .

e .»p'osséssiqn- of* such-material “who-are not entitled to receipt under this Protective Order. It is

understood ‘that the -Réceiﬁng Partjr’s -good faith efforts to procure all copies may not result m

' the actual return of all éopies of such materials,

45 A Recéiving Party does not waive its right to challenge a conﬁdentiality

'-"’demgnatmn by electing not to-mount a. chalienge promptly aﬁer the ongmai designation is .
7 d1sclosed A Receiving Party may chaHenge a Producmg Party’s conﬁdentnahty designation or

redes1gnat10n by notzfymg the Producmg Party in wntmg or voice-to-voice d1alogue, of its good -
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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 circmnstances, and, if no
change in designation is offered, to explain, in writing within fourteen (14) days, the basis of the
choseﬁ designétion. If a Receiving Paﬁy elects to press a challenge to a confidentiality
designation after considering the justification offered by the Producing Party, the receiﬁng party
shall, in writing, notify the producing party that a resolution canot be reached regarding the
confidentiality designatioh of a docpment, then the Producing Party shall, within twenty one (21)
dajrs of receiving such notice f_'rpm the Receiving Party, file and seﬁe a motion that identifies the
’ challaﬁged- material and sets -forth in detdil theibasis for the “CONFIDENTIAL” or “HIGHLY
CONFIDENTIAL” designation. The burden -of persuasion in any such challenge proceeding
shall be on'the Produciﬁg-l’arty. Until the Court fuies_on the challenge, all Parties shall contiﬁue
b afford-the inaterial in question the level of protection o which it is entitled under the- -
‘Producing Party’s designation. If after the expiration of the twenty one (21) days the Producing
- «Party has not filed a motion wifh the Court, the-designation of the: document subject to the
- -dispute regarding its “.CONFIDENTI.AL”' or “HIGHLYCONFIbENTIAL” designation will be-
“automatically cha‘nged.’ If.'a document was originally designated as “CONFIDENTIAL,” the -
- - “CONFIDENTIAL” -designatﬁn will be'removed. If a dotument was originally deéignated..as
'. ‘?HiGHLY CONFIDENTIAL,’” it will bf; designated and treated as Cpnﬁdcntiai Information.
XI | Ii_ladvei’tent Production of Documénts
| 46.  Inadvertent pfcoduption of doéuments (hereinafter “Inadvertently Pro!duced
. -Docﬁnents”.) subjéct to work-product immunity, the attomey-ciient' privilege, or other legal
C ﬁﬁvilege. proteéﬁng information from discovery sh'aﬂ- not constitute a waiver .of the immunity or

privilege, provided that the producing party shall notify the receiving party in writing within a
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reasonable period of time from the discovery of the inadverteﬁt production. If such notification
is made, such Inadvertenﬂy Produced Documents and all copies thereof shall, upon request, be
. returned to the Producing Party, all notes or other work product of the receiving party reflecting
the contents of such materials shall be destroyed, and such returned or destroyed material shall
be deleted from any litigation-support or other database. If the Receiving Party clects to file a
~ motion as: set forth below, the Receiving Pﬁrty-, subject to the requirements below, ﬁl&y retain
possession of the Inadvertently Produced Documents as well as any notes or other work product -
.of the receiving party reflecting lthe contents of such materials pen,&ing the resolution by the
.. court of the motion below. If the Receiving Party’s motion is denied?- the Receiving Party shall .
 :promptly egmply.wﬁtﬁ the imeciiatel;lr preceding provisions of this paragraph. No use shall be
-made of sueh’ Inadvertently Produced Documents during depositions or at trial, nor shall they be

dxsclosed to anyone who was not glven access to them prior to the request: to retum or destroy :

- ~them. The party- recewmg such Inadvertently Produced Documents may, after receipt. of the

-Producing aPaIty’s notice of inadvertent production; move the Court: to dispute the claim of
-privilege. or immunity, but the motion shall ‘not assert as a ground therefore the fact or
- circumst#nces of the inadvertent‘ production. | |
XII. Mlsr.:el!aneous Prov:smns

47, Nothing in this Protective Orde:r shall abndge the right of any person to seek
judicial rév1ew or to -pursue other appropriate judicial action to seek a moc_hﬁcatlon or
' amendment of this Protective Order.

48, In the event anyone shall violate or ﬁ]reaten {0 violate the terms of tlns Pljotective.

- Order, the Prbducing Party may irmnediatcly apply to obtain injunctive relief against ény pérS(il;l-

violating or threatening ‘Ato violate any of the terms of this Protective .(')rder, and in the event the
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Producing Party shall do so, the respondent person, subject to the provisions of this Protective

Order, shall not employ as a defense thereto the claim that the Producing Party possesses an

adequate remedy at law.

| 49.  This Protective Order shall not be construed as waiving any right to assert a claim
 of privilege, relevance, or other grounds for not producing Discovery Material called for, and

access to such Discovery- Material shall be onily as provided for by separate agreement of the

Parties or by the Courf.

50.. It is expressly understood by and between the Parties that in producing

" - Confidential Information or Highly Confidential Information in this Litigation, the Partics shall -

" be relying upon the terms and conditions of this Protective Order.
| 51, - This Protective-Order may be amended without leave of the Court by a-gteement

of Outside Counsel for the Parties in the form of a written stipulation ﬁled with the Court. The - -
| Protectlve Order shall continue in force until amended or superseded by express order of the
B Gourt, and shall survive and remamm eﬁ'cct after the temnnahon of this Litigation.
| . 52.-  Notwithstanding any other i)mﬁsidn in the Order, nothing in this Protective Order
' .‘..shall» affect or modify D:fendaﬁts’ ability to review Plaintiffs’ informatiqn and report such -

. infonnaﬁon to any applicable regﬁétow agencies. | '
~ ITISSO ORDERED: R o
Dated: /// / J6 , 2009 -+, @V/(-—“%

noﬁﬁfc Sandra Mazer Moss
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IN RE: GADOLINIUM BASED :  COURT OF COMMON PLEAS

CONTRAST AGENTS PRODUCTS

LIABILITY LITIGATION :  PHILADELPHIA COUNTY, PA
JULY TERM 2009

NO. 1505

EXHIBIT A TO PROTECTIVE ORDER

ACKNOWLEDGMEN’I‘ AND AGREEMENT TO BE BOUND
BY PROTECTIVE ORDER

The undersigned agrées:
I declare ‘under penalty of perjury that 1 have read in. its entirety and understand the
- Protective Order that was issued by the Court of Cornmon Pleas of Philadelphia County on

;2009 in In.re: Gadolinium Based Contrast Agents Products Liability

-Litigation, July Term 2009, No. 1505.
- .I agree to comply with and fo 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 pumshment in- the nature of contempt. 1 solemnly promise that I will not disclose in any

L nanner any 1nfonnat1on or-item that.is subject to thls Protective Order {0 any person or ent:lty

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

- 1 further agree to submit to the jurisdiction of the Court of Comion Pleas of Philadelphia
-, County for the purposes of enforcing terms of this Protective Order, even if such enforcement

: procbedihgs oceur after termination of these proceedings.

Date:

~ City and State where sw@m and signed:
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Printed Name:’

Signatmé:_ )
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From: Josh Mankoff [mailto:jmankoff@lopezmchugh.com]

Sent: Tuesday, July 20, 2010 6:51 PM

To: Levine, Heidi L.

Subject: FW: Gadolinium/Philadelphia: Confidentiality Designation of Certain Documents

Dear Heidi:

Please consider the confidentiality designations listed in the attached letter as challenged in the
Philadelphia litigation/pursuant to the Philadelphia protective order as well. We believe, in good faith,
that these documents are improperly designated.

Sincerely,
Josh Mankoff

Josh Mankoff, Attorney

Lopez Mchugh, LLP

{123 Admiral Peary Way, Quarters I
Philadelphia, PA 19112
Jmankoffi@lopezmchugh.com

Phone: 215-952-6910 | Fax: 215-952-6514

FCONFIDENTIALITY NOTICE *
This message may confain information that is privileged, confidential, and/or prohibited from disclosure under
federal or state law or court order. If vou do not appear to be the intended recipient of this communication, you are
hereby notified that any dissemination, distribution, or copying of this communication is strictly prohibited. I you
have recelved this communication in error, please immediately delete this message and all its sttachments and notify

the sender of your receipt by reply email fo jmankoffi@lopezmchugh.com or by telephone at 715-952-6910,
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