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LANE POWELL

wieson, Esq
- 25

October 9, 2007

Iy and Company, Case No. 3AN-06-05630 CI

I am responding to your Notice to Parties in the above-captioned matter, requesting
xplanation Judge Weinstein’s transmittal of the Stipulated Amended Scheduling
der in the Zyprexa securities litigation. The Order sets deadlines for briefing on Lilly’s
Motion to Dismiss the securities plaintiffs’ complaint. The complaint alleges that Lilly
srepresented or failed to disclose the alleged link between Zyprexa and heightened blood
:Is and diabetes as compared to other atypical antipsychotics, and misstated or
marketing of Zyprexa for off-label uses, all of which is denied by Lilly. Judge

has now scheduled oral argument on Lilly’s Motion for January 15,

under rstar \‘ Judge Weinstein to be keeping state court judges overseeing Zyprexa
: lopments in his courtroom. We do not believe this particular Order
impact on the proceedings before this Court.

Very truly yours,

LANEPOWELL l.I_(‘

{z w g //V
Brews \lLr H. Jéfmieson
BHJ:Ig
oc: Eric T. Sanders, Esq.

H. Blair Hahn, Esq.

LAW OFFICES

ANCHORAGE, AK . OLYMPIA, WA
PORTLAND, OR . SEATTLE, WA
LONDON, ENGLAND
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

Case No. 3AN-06-5630 CI

NOTICE TO PARTIES

he attached order apparently at the

n of
f

of Judge Weinstein. The parties will need to educate this Court

the significance, if any, of this order to this litigation as the Court

Joes not appreciate the significance.

DATE

D at Anchorage, Alaska, this 3™ day of October 2007.

,L///gw‘t_ wl

MARK RINDNER
Superior Court Judge
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TES DISTRICT COURT

IN THE L NITED STA
ISTRICT OF NEW YORK

FORTHEE ASTERN D

| LILLY AND COMPANY CIVIL ACTION NO. 1 Uf'»C\'-OIJ\'J-.\B\\'

S LITIGATION

WHEREAS, by the Stipulated Scheduling Order entered on June 19, 2007, this

Court approved the parties’ stipulated schedule for the filing of Lead Plaintiffs’ Consolidated

Amended Complaint, defendants’ response thereto, plaintiffs’ response to any motion 10 dismiss

filed by defendants, and defendants’ reply brief in support of such motion; and

WHEREAS, Lead Plaintiffs filed a Consolidated Amended Complaint
(“Complaint”) on August 1,2007; and

WHEREAS, defendants intend to file a motion to dismiss Lead Plaintiffs’
Complaint; and

WHEREAS, the parties have agreed to extend the filing deadlines for defendants’
motion, plaintiffs’ response and defendants’ reply brief; and

WHEREAS, the parties have made no prior requests for an extension.

NOW THEREFORE, it is hereby stipulated and agreed that:

1 Defendants shall file and serve a motion to dismiss the Consolidated
Amended Complaint on or before October 8; 2007;

2 Lead Plaintiffs shall file and serve a response to defendants’ motion to

dismiss on or before December 13, 2007, and F )ﬂ
: D

Sl L M
e /@.ﬂ;ﬁ
M——n—p

001207 — %6 pJ E DNY
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Defendants shall file 2 reply brief in support of their motion to dismiss on

-
11,2008 (Yw*'

_ o/Kenneth J. King.
Kenneth J. King
PEPPER HAMILTON 1 LP
Suite 2320
420 Lexington Avenue
New York, NY 10170-2399

Robert L. Hickok
Geoffrey C. Jarvis PEPPER HAMILTON LLP
GRANT & EISE NHOFFER P.A 3000 Two Logan Square
1201 N. Market Street, Suite 2100 Eighteenth and Arch Streets
Wiln ton, DE 19801 Philadelphia, PA 19103-2799

Richard S. Schiffrin
i

Mict ramoff
SCHIFFRIN BARROWAY
TOPAZ & KE SSLER, LLP
280 King of Prussia Road
Radnor, PA 19087
Attorneys for Lead Plaintiffs Attorneys for Defendants
frc f»«juw-tv W /L\;j,u Jk 7( L s 2 ;,u-i/w b Ct dsciot

/S, 2eos Yr 7C;0CH. M r“ﬁ,\l,._(m LLJM&' o

SO ORDERED this 5 77 day of Syaf . 2007,

BY THE COURT:

Roanne L. Mann
United States Magistrate Judge

SO ORDERED:
/a/

Roanne L. Marn
U.S. Magistrate Judge
Dated: g /</07~

22
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s
IN THE SUPERIOR COURT FOR THE STATE OF Al \SN}

THIRD JUDICIAL DISTRICT AT ;\.\\‘IlUR,-(\{._Ui‘L

STATE OF ALASKA.
Plaintiff,

Case No. 3AN-06-05630 CI

AR NOTICE OF APPEAL

Defendant

Lilly hereby gives notice of its appeal of the Discovery Master’s decision on
Lilly’s Motion to Compel (August 6, 2007) and Lilly’s Motion for Application for
Commission to Issue Subpoena (August 28, 2007).
Attached hereto are the following documents:
Defendant’s Motion to Compel Discovery, dated August 6, 2007;
Plaintiff’s Response to Defendant’s Motion to Compel Discovery, dated

August 15, 2007;

Ly

Tdlephone 9
/A

/

Eli Lilly’s Reply Brief in Support of its Motion to Compel Discovery, dated

[

August 20, 2007;

)

d,? Il A

Motion and Memorandum in Support of Its Application for a Commission to

&L

74

i Issue a Subpoena [with transmittal letter to Court], dated August 28, 2007;

S

Plaintiff’s Opposition to Defendant Eli Lilly’s Motion and Memorandum in




Reply to its Motion Regarding its Application for a Commission to Issue a

oena and Supplemental Brief in Support of Its Motion to Compel Discovery, dated

Discovery Master Order [State’s First Motion to Compel, Lilly’s Motion to

ompel & Lilly’s Motion for Commission for Subpoena), dated September 24, 2007

DATED this '~ day of October, 2007.

Attorneys for Defendant

PEPPER HAMILTON LLP

Andrew R. Rogoff, admitted pro hac vice
Eric J. Rothschild, admitted pro hac vice
3000 Two Logan Square, Suite 3000
Philadelphia, Pennsylvania 19103-2711
(215) 981-4000

ANE ’() WEI

ye/.

rewster H. ] m ieson, ASBA N(x
Andrea E. (nr amo-Welp, \SB\NU 1!”’11()44

Notice of Ap,

1
State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 cn P;
age 2 of 2




AL DISTRICT AT ANCHORAGE

ICase No. 3AN-06-05630 ClI

DEFENDANT’S MOTION
TO COMPEL DISCOVERY

e facts underlying the State’s claims that Lilly’s alleged

reimburse prescriptions of the antipsychotic medication

and medical treatment of injuries allegedly caused by Zyprexa. While the State

to prove causation and other elements of its case on a statistical basis only, the

“the manner by which the State intends to prove its case . . . should not,

limit Lilly’s method of defending against the State’s claims.” Order Re: Plaintiff’s

Claim of Proof at 5. Lilly's method of defending the case requires discovery of individual

patient information found in claims data and medical records, which has been permitted in a

lawsuit virtually identical to this one, brought by the State of Louisiana against another

antipsychotic manufacturer. The State has resisted and delayed its production of this highly
relevant evidence, thereby necessitating this Motion to Compel.

IL DEFICIENCIES IN THE STATE’S DISCOVERY RESPONSES

In its Prayer for Relief, the State seeks damages for the cost of Zyprexa

prescriptions paid by the State, and “Zyprexa-related damages of past, present and future

\
\
I
|
|
|
|
\

\‘

U AR




the Alaska Medicaid program.” Compl., Prayer for Relief.
e facts underlying these claims, including:

» prescriptions that were allegedly induced by Lilly's
atories nos. 10-12 and Request for Production no. 5);

! lent history and medical history of the patients whose

7vprexa prescriptions give rise to the State’s claims (Interrogatories nos. 11,
Zypr prescriptions g ,
ts for Production nos. 6, 8);

by the State to reimburse Zyprexa prescriptions and
for alleged Zyprexa-related injuries (Interrogatories nos.
st for Production no. 7)

Description of how ly’s alleged misconduct caused the State’s alleged

damages (Interrogatory no. 14)
Information responsive to Lilly’s requests is contained in two types of documents in
’s possession and/or control: the State’s Medicaid claims database, and the medical
records of patients allegedly injured by Zyprexa. In its discovery responses, the State refused
to produce any medical records, or identifying information that would allow Lilly to
subpoena medical records.” It produced claims data lacking so many relevant fields, that it is

useless for any purpose in this litigation

I'he State’s written responses to Lilly’s Interrogatories and Requests for Production of
Documents are attached, respectively, as Exhibits A and B. The State subsequently served
supplemental responses to Lilly’s Requests for Production of Documents, the written portions
of which are attached as Exhibit C. These pleadings and other documents relevant to this
motion exceed the 30 page limit for exhibits set forth in the Supplemental Scheduling Order.
In light of the importance of the issues raised in this motion to Lilly’s defense, and the length
of pleadings at issue, Lilly submits that there is good cause to exceed the page limit.

Defendant’s Motion to Compel Discovery

State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 Ccn Page2 of 10
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2. 2007, the parties conferred, as required by the Alaska Rules of Civil
pl tal Scheduling Order entered in this case, to discuss
nonses to Lilly’s discovery requests. See Exhibit D, Meet and

meeting, two things were established. First, the State

any production of patient medical records or depositions of

Second. the State admitted that the claims data it produced is

useless. The State refuses to provide sufficient patient

to allow Lilly to subpoena medical records, which, as described

rre essential to Lilly’s case. In addition, the claims spreadsheets that the State
produced to Lilly do not include many of the data fields maintained by the State, including
tifying the prescription drugs reimbursed by the State. Other than its blanket

objection to producing patient identifying information, the State claims that it will cure the
deficiencies in its production.” However, the parties are operating under a scheduling order
that requires them to produce expert reports by November 12, 2007. The State’s deficient
production prejudices Lilly’s ability to meet this deadline, and justifies an order establishing

te obligation to produce all claims in its Medicaid database.

* The State also agreed to investigate various other questions raised by Lilly, particularly
regarding the State’s development and administration of its Medicaid formulary. See
generally Transcript of August 2, 2007 Meet and Confer Conference Call (Exhibit D, “Meet
and Confer Transcript”). The State also admitted that it has no evidence that any
misrepresentation was made to any specific health care provider or State official, nor does it

have any evidence that any specific prescription was caused by Lilly’s alleged misconduct,
| Id. at 33-38, 45.

Defendant’s Motion to Compel Discovery

State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 I Page 3 of 10
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ARGUMENT
gs relating to the scope of the case, the State argued that it did not need
evidence from patients and prescribers to prove its case, and “Lilly does not
ff's Reply to Eli Lilly’s Response to Plaintif’s Motion
>roofs at 5. The Court rejected this argument as it applied to Lilly,
tate is free to proceed with its discovery and to develop the
t intends to use at trial . . . [tJhe manner by which the State intends to
should not, by itsclf, limit Lilly’s method of defending against the State’s

Order Re: Plaintiff’s Claim of Proof at 5.

In a case virtually identical to this one, brought by the State of Louisiana against
Janssen seeking reimbursement for treatment of injuries caused by its
tipsychotic medication Risperdal, the court held that “the claims and allegations contained
this action cannot fairly and properly be litigated unless Defendant has access to
(a) records concerning the Medicaid-financed prescriptions of Risperdal and other anti-
psychotic medications that plaintiff contends are superior to Risperdal, and (b) medical
records of Medicaid patients who were prescribed Risperdal and other anti-psychotic
medications that Plaintiff contends are superior to Risperdal.” Id. at 2 (emphasis added).
Exhibit E, Foti v. Janssen Pharmaceuticals, Inc., Civil Docket No. 04-3967-D, Twenty

| Seventh Judicial District Court In and For the Parish of St. Landry, State of Louisiana, April

|
’ 10, 2007 Consent Judgment. The L

ouisiana Court’s reasoning applies equally to this case.

|
| Defendant’s Motion to Compel Discovery

State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 Iy Page 4 of 10
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Medical Records

In its responses to Lilly’s discovery requests and during the parties conference, the

two bases for resisting any discovery of medical records. First, the State

asserted {

erts that patients’ medical records are not relevant to this lawsuit. Exhibit D, Meet and

ass

it 30-31. What the State really means is that medical records aren’t

Confer Transcript at
necessary to its own method for proving its claims. The State is attempting to impose on

its views of how the case should be litigated, in direct contravention of this Court’s
Order that Lilly can discover and present its defense as appropriate.

Lilly’s “method of defending against the State’s claims,” will be to demonstrate
that Alaska physicians prescribed medications to their patients based on a complex array of
information and patient-specific considerations, and that the determination of why some
Alaska Medicaid recipients incurred medical injuries, including diabetes, depends on many
factors. The evidence that will support this defense resides primarily in medical records and
the testimony of doctors and, possibly, patients, not claims data. To determine why a
prescriber selected Zyprexa to treat a patient’s mental health illness, Lilly needs to discover,
among other things, what the prescriber knew about Zyprexa and other medications, the

patient’s experience with Zyprexa and other medications, and particular symptoms and other

factors that might influence which medication is prescribed to that particular patient. In

l, terms of the medical injuries alleged, medical records will reveal information relevant to

| determining why the patient incurred diabetes that are not captured in claims data, including

Defendant’s Motion to Compel Discovery

State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 C1) Page 5 of 10
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results of blood glucose tests, pre-existing diabetes diagnosis, and
, results of blood glucos : £
aty Sor Q
» State has represented that it has no claims data prior to 1996,
Confer Transcript at 18-19, meaning that the only source of evidence for

h treatment and pre-existing diabetes for some patients are the patients

has made clear that its objections apply equally to depositions of
Exhibit D, Meet and Confer Transcript at 11. Lilly intends to depose prescribers
ate’s allegations that they prescribed Zyprexa because of improper promotion by
than their own medical judgment. Lilly also needs to review medical records to

evaluate whether it needs to depose patients
'he State raises patient privacy and HIPAA as its other primary objection to the
production of medical records. Exhibit D, Meet and Confer Transcript at 27-28. HIPAA,
however, permits providers to disclose health information in any judicial proceeding if
ordered by the Court, or if a qualified protective order (as defined by HIPAA) has been
secured. 45 C.F.R. §164.512(e); Caines v. Addiction Research and Treatment Corp., No. 06
Civ. 3399 (PAC) (MHD), 2007 WL 895140, *1 (S.D.N.Y. March 20, 2007). The State has
placed its Medicaid recipients health and treatment history at issue in this case, and should

not be heard to complain that it is being discovered. The Louisiana court presiding over that

State’s lawsuit against antipsychotic manufacturer Janssen has ordered the production of:

Defendant’s Motion to Compel Discovery

State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 CT) Page 6 of 10
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LLANE

| Defendant’s Motion to Compel Discovery
| State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 (6}) Page 7 of 10

srivacy objections, so that Janssen can develop its defense.
Lilly requests such an order from this Court
with the State and the Court to develop a process for gathering
s efficient and as protective of patient privacy as the proceeding
n of medical records as confidential under the protective order
the State may not physically possess Medicaid recipients’
authority over them by virtue of patients’ application for
, which establishes that
the application for assistance and use Medicaid or Chronic
Assistance coupons, you consent to release medical

records and information about you and other people on whose behalf you
ing to the Department of Health and Social Services. Upon

ng

any person who has medical records and information or the

dy of such records shall release those records to the Department or its
ignee

bit F, Division of Public Assistance, Application for Services at p. 11. Accordingly, the
most efficient and least intrusive process for gathering medical records would be for the State
to gather them from health care providers pursuant to its agreement with Medicaid recipients,
and produce them to Lilly. Alternatively, Lilly can issue subpoenas to Medicaid recipients’
health care providers, accompanied by the Court’s Order setting forth the requirement that
the records be produced. For Lilly to do that, however, the State must identify the names of

the patients whose Zyprexa prescriptions give rise to the State’s claims.

001217
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I

2007, for argument on the State's Memorandum

Proofs, the State represented that it had already produced its entire

hibit G, Oral Argument, July 12, 2007 hearing at 74.

juced some claims data to Lilly, it has stripped out so many relevant

duced is useless for any purpose relevant to this litigation. In

ding the deficiencies in the State’s responses to Lilly's discovery

itted that it had not produced the database field identifying what

prescription is being reimbursed, the most important piece of data for this lawsuit. Exhibit D,

Meet and Confer Transcript at 7-8, 24-25. In addition, the State has not produced

information regarding medical procedures or hospitalizations or diagnoses for many claims

entries, all of which the State recognizes to be relevant to this lawsuit. /d. at 13, 18. The

State admitted that other fields maintained by Alaska Medicaid were excluded from the

production. /d. at 6-7. Finally, the State produced the claims data without any unique patient

code that would allow Lilly to analyze the course of treatment of a particular patient over

time, information that is essential not only to Lilly’s investigation, but to the State’s proposed
epidemiological proof. /d. at 14-16.

I'he State refuses to provide the names of patients so that Lilly can issue subpoenas

for medical records and schedule depositions. Its objections to producing this data are the

same as those asserted to avoid production of medical records. As stated above, production

Defendant’s Motion to Compel Discovery

State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 Ccn Page 8 of 10
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¢ is permitted by HIPAA, and Lilly will work with the

confidentiality. However, as the Janssen court

he State’s claims
e remaining data deficiencies, the State agrees that Lilly is entitled to
requested—efTectively, Alaska’s entire Medicaid claims
D, Meet and Confer Transcript at 4-6. The State’s admission that, as of
o properly respond to relevant, non-objectionable discovery
erved on February 14, 2007, is particularly disturbing in light of its insistence that
ies in the Routine Pretrial Order be strictly adhered to, including the November 12
2 expert reports. Every day that the State delays the production of its claims
base compromises Lilly’s ability to take further discovery, and have experts analyze the
evidence and develop reports. Lilly requests that this Court order immediate production of
ields of data for all of Alaska’s Medicaid recipients from 1991 to the present.’
CONCLUSION
For the foregoing reasons, Lilly respectfully requests that the Court enter an order
in the form attached requiring the State to produce all Medicaid claims data in its possession
* Lilly has requested that the State produce Medicaid cl
prior to 1996, the year Zyprexa was launched, so that Lilly can investigate prior mental

health treatment and pre-existing diabetes. The State claims that it does not have claims data

prior to 1996. To the extent this does not prove to be the case, Lilly’s motion extends to this
! data, j

aims data for the period five years

|
|
l Defendant's Motion to Compel Discovery
i )

State of Alaska v, Eli Lilty and Company (Case No. JAN-06-05630 CI)

Page 9 of 10
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1g patients’ names. Lilly also requests an order requiring

e to Lilly all medical records requested by Lilly, or in the

alth care providers to produce medical records subpoenaed

iay of August, 2007
Attorneys for Defendant

PEPPER HAMILTON LLP

Andrew R. Rogoff, admitted pro hac vice
Eric J. Rothschild, admitted pro hac vice
000 Two Logan Square

8" & Arch Streets

Philadelphia, PA 19103

(215) 981-4000

3
I

LANE POWELL LLC

/{\;'/(u‘((t’ (4107} /\J //4)

Jamieson, ASBA No. 841
3 (xxmlumn Welp, ASBA No. 0211044

-
[ <
-
-«

: .g:?"d:lll s Motion to Compel Discovery
e of Alaska v. Eli Litly and Company (Case No, 3AN- 06-05630 CI) Page 10 of 10
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JOR COURT FOR THE STATE OF ALASKA

D JUDICIAL DISTRICT AT ANCHORAGE

) Case No. 3AN-06-05630 Cl1
AND COMPAN

Defe

PLAINTIFF’S RESPONSE TO DEFENDANT’S MOTION
o COMPEL DISCOVERY

Introduction
i Company has filed a Motion to Compel responses to its discovery

ing two particular areas from which it seeks information that the State has

to provide. First, Lilly contends it needs information from the State’s

database. While Lilly does not dispute that the State previously

t asserts the State provided data which was “useless for any

S

econd, Lilly claims it needs the medical records of

nis to prepare its defense, and that these records are in the

possession or control of the State

e - N
¢ Def. Mot. to Comp. at 2.

Response to Defendant’s Motion to Compel
v. Eli Lilly and Company (Case No. 3AN-06-5630 Civil)

Page 1 of 9
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»d provided Lilly with its Medicaid claims
» with Lilly to provide it additional
idual Medicaid recipient records, the

t nature in its possession or control, and even if

tion for the reasons cited herein

indner’s recent Order regarding Plaintiff’s Claim

2

red discovery into private nonparty records.

correctly quotes the Court’s Order, placing that quote in context clearly
ying discovery is not what the Court envisions. While the

lly is free to obtain discovery in accordance with the Rules of Civil

T'hus, contrary to Lilly’s
>ctions to certain Lilly discovery requests are not in

's Order

upon an order entered in a similar case in Louisiana state court,
der 1s a Consent Judgment on its face, apparently entered into by
parties. It has no bearing on this case, nor is it persuasive to any degree,

of Alaska v
y 31,2007, at 5.

Eli Lilly and Company, Case No. 3AN-06-05630 CI, Order

Compel
No. 3AN-06-5630 Civil)

001222
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FELDMAN ORLANSKY
& Sanpers
500 L StReET
FousTs FLook
ANCHORAGE, AK

has the discretion to limit discovery in appropriate

as when the discovery sought is unreasonably cumulative or

from another source that is more convenient or less

v benefit of the proposed discovery is outweighed by its

y or expense.’ Particularly where confidential and/or private records of nonparties

involved, courts exercise a heightened degree of scrutiny and more

m the bounds of appropriate discovery.” Where the information sought is

able through less intrusive means and/or the defendant has not established a

compelling need for the information, the Court should limit discovery which violates the
privacy rights of nonparties to litigation.

lly does not need the testimony of individual treating physicians or patients to

test the State’s proof or present its defenses. In a products liability case, the knowledge

of an ordinary user is at issue, not the knowledge actually possessed by any individual

Alaska Rules of Civ. Proc. 26(b)(2) and 26(c).

e.g., Dart Indus. Co. v, Westwood Chem Co., 649 F.2d 646, 649 9" Cir.
e discovery is a valuable right and should not be unnecessarily restricted,

1980) (

the ‘necessary’ restriction may be broader when a nonparty is the target of discovery.”);
Frim:um Serv. Corp. v Sperry & Hutchinson Co., 511 F.2d 225, 229 9" Cir. 1975)
(affirming order denying nonparty discovery of private corporate information in antitrust
suit); see also Discovery, in Medical Malpractice Action, of Names and Medical Records
of Other Patients to Whom Defendant Has Given Treatment Similar to That Allegedly
Injuring Plaintiff, 66 A.LR. 5" 59] (collecting cases demonstrating denial of such
discovery or allowing it only with redaction of patient identifying information).

Plaintiff’s Response to Defendant’s Motion to Compel

State of Alaska v, Eli Lilly and Company (Case No. 3AN-06-5630 Civil) Page 3 of 9
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TELDMAN ORLANSKY

State of Alaska v, Elj Lilly and Company (Case No. 3AN-06-5630 Civil)

¢ knowledge of an individual plaintiff becomes relevant, if at all,
y Or comparative ncglxgcngc.. The corollary to this in a

r but more limited. In a pharmaceutical product liability

he knowledge or expectations of an ordinary physician, not any
knowledge of an individual physician comes into play, if at

the context of a manufacturer’s “learned intermediary” defense.” Even then,

the information provided to the physician by the

, not information the physician might have obtained from other sources. It

is the manufa er’s duty to warn which must be satisfied. Thus, evidence regarding
what physicians may have known regarding Zyprexa and whether Lilly discharged its
duty to warn will be satisfied by documents and information in Lilly’s possession and
control and testimony of Lilly representatives, obviating the need for discovery of the

knowledge of individual physicians or patients.'

7

Upjohn Co., 835 P.2d 1189, 1195 (Alaska 1992).

Shanks v

{d., n.6 (“Under the “learned intermediary rule” a prescription drug manufacturer

satisties the duty to wamn if it provides adequate warnings to the prescribing physician,)

i ’I.xlly has completely refused the State’s efforts at discovery of relevant
iniormation regarding its communications to Alaska physicians.

Response to Defendant’s Motion to Compel
Page 4 of 9
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ELDMAN ORLANSKY
& Sanpers
500 L STREET
FOURTH FLOOR
ANCHORAGE, AK
99501
TeL: 907.272.3538
FAX: 907.274 0819

to the contrary notwithstanding, it will be able to fully test the

its own analysis of the Medicaid claims database, which, far
ts own analysis

enge the authenticity, admissibility and sufficiency of that

discovery of individual physician-patient records or

Medical Records
The State does not have individual patient medical records within its custody or
control. The State has its Medicaid claims data, which it is providing to Lilly. Short of

this, the State has no medical records which it could provide to Lilly, even if the State

had no objection to doing so

'he medical records Lilly seeks are private and confidential under both State and
statutory and constitutional provisions, including but not limited to the Alaska

Constitution and HIPAA.™ While there are exceptions allowing the discovery of such

Contrary to Lilly’s assertion that the State has “legal authority” over Medicaid
s” records (Def. Mot. to Comp., 7), the release provision Lilly cites only provides
e with from its recipients to obtain the records. The provision in no way
to then release those records to others. In fact, any medical or public

health records in possession of the State are not open to public inspection. Alaska Stat, §
40.25.120.

See Alaska Const. Article 1, § 22 (“The right of the people to privacy is
recogr and shall not be infringed.”); Alaska Stat. § 21.07.040 (prohibiting disclosure
of medical information by managed care entities); Alaska Stat. § 08,80.315 (prohibiting
disclosure of patient records by pharmacists); Health Insurance Portability and

's Response to Defendant’s Mection to Compel

State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-5630 Civil) Page 5 of 9
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» the party whose records are sought,
\em relate to actions involving the party whose records gl

n, most ol

i »ptions often require redaction of identifying information, notice to the party

€ excey el

y W e alans ic
s are sought, and/or court orders addressing these issues,~ The clear public

g the privacy of medical records. The significant privacy
hat Lilly establish that its need for the records outweighs the
ited upon the nonparty Medicaid recipients. This need must be
private and sensitive nature of these records. Many of
records which are particularly sensitive. At a minimum, Lilly
I establish why the Medicaid claims database does not supply it with sufficient
n to test the State’s claims and press its defenses
I'he Medicaid claims database provides, at a minimum, the following information
it needs to be analyze: the illness for which the physician prescribed
patients took Zyprexa; other medications the patients took before,
2 and after the time they took Zyprexa; whether the patients suffer from one of the
| conditions caused by Zyprexa; information that will help control for other risk
factors that might give alternative causes for their condition; and what medical costs haye
t

een incurred by the State as a result of Lilly’s conduct. All other information Lilly

B W il —_—
Accountability Act (HIPAA) (HIPAA is primarily codified in Titles 18, 29 and 42 of the
FELDMAN ORLaNSKY

) United States Code). Additionally, Alaska recognizes a physician and psychotherapist-
v patient privilege. Alaska R. Evid. 504.

See, e.g., 45 CFR. § 164.512(e) (settin

. : g forth HIPAA requirements for release of
confidential health information in Jjudicial or a

dministrative proceedings).
fT's Response to Defendant’s Motion to Compel

State of Alaska v. Eli Lilly and Company (Case No, 3AN-06-5630 Civil) Page 6 of 9
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Fax:907.2

40819

ses the State must provide in support of its claims, such as what information Lilly
sicians or the State, will come from Lilly documents and witnesses, and
stimony regarding ordinary physicians” expectations and practices.
the individual patient medical records not because it has a compelling
but because it is fundamentally opposed to the nature of this case. Lilly
trial between two parties into a trial of hundreds of nonparties. This is at
ustice for the State unobtainable without years of protracted
d litigation at great unnecessary expense. The Court should not allow Lilly
> judi process down in this manner.
B. Claims Database
Contrary to Lilly’s assertion, the State provided it with a useful claims database on
, 2007. On August 2, Lilly sought additional information it wanted to be included
in the database. The State immediately endeavored to provide Lilly with the additional
information it sought, and is continuing to provide Lilly with information as it becomes
available. The information provided on June 8 contained much useful and relevant
information, and had Lilly bothered to contact the State regarding what it views as

deficiencies in that information prior to when it did, the State would have happily

provided the supplemental information sooner. Lilly has now noticed a 30(b)(6)

deposition regarding the database which may further answer any confusion it may have

regarding its usefulness. In short, the State is fully cooperating with Lilly regarding the

Plaintiff’s Response to Defendant’s Motion to Compel

State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-5630 Civil) Page 7 of 9
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.nd Lilly has received or will be receiving shortly the information
ake the database complete
wants from the State is personal identifying information in the
- same reasons cited above with regard to medical records, the
this data, and Lilly does not need it. The State has now provided
to uniquely identify — but not personally identify — each individual
This will allow Lilly to do the same thing it
¢s to do with information from individual patient records, but without the burden or
invasion of privacy interests that discovery would entail.
I1I.  Conclusion
I'he State does not have some of the information Lilly seeks within its possession
and disagrees that Lilly needs some of the information it seeks. Lilly has
to demonstrate that it has a significant or compelling need for the medical records
» such that the Court should allow such a sweeping invasion of the privacy of
nonparties to this litigation. Further, Lilly has previously been and continues to be
provided with all of the Medicaid claims data upon which the State is relying and has in

possession, short of the personally identifying information Lilly seeks. The Court

ould deny Lilly’s Motion to Compel as to the individual patient medical records,

f's Response to Defendant’s Motion to Compel

,Szu:e of Alaska v. Eli Lilly and Company (Case No. 3AN-06-5630 Civil) Page 8 of 9
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his [Q day of August, 2007
FELDMAN, ORLANSKY & SANDERS
Counsel for Plaintiff

Eric T. Sanders
Alaska Bar No. 7510085
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Joseph W. Steele

5664 South Green Street
Salt Lake City, UT 84123
(801) 266-0999

Counsel for Plaintiff

RICHARDSON, PATRICK, WESTBROOK
& BRICKMAN, LLC

H. Blair Hahn

Christiaan A. Marcum
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THE SUPERIOR COURT FOR THE STATE OF ALASKA

) JUDICIAL DISTRICT AT ANCHORAGE

Case No. 3AN-06-05630 CI

LLY AND COMPANY. DEFENDANT’S REPLY
F BRIEF IN SUPPORT OF ITS
MOTION TO COMPEL DISCOVERY

I. INTRODUCTION

's express instruction, the State continues to impose its view of
ly, contending that “the nature of this case” precludes discovery of individual
formation. State’s Briefat 7. The State’s decision to ignore the individualized risk-
ations required for mental health treatment does not bind Lilly. At the same
has unduly delayed its production of claims data it acknowledges I illy is

led to, compromising Lilly’s ability to analyze the data and prepare expert reports,

II. LILLY IS ENTITLED TO MEDICAL RECORDS OF MEDICAID RECIPIENTS

has moved to compel production of patient medical records or. in the

g information that will allow it to subpoena the medical records

Ithcare providers. Lilly intends to use these records in conjunction with prescriber
lestimony to demonstrate the patient-specific risk-benefit analyses that cause physicians to
prescribe Zyprexa. The State makes two arguments against producing medical records, It
argues that Lilly doesn’t need these records, and that, in any event, Lilly can’t have them

because HIPAA shields them from discovery. Both of these arguments are without merit,

001230
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Issues of Individual Causation Are Critical to the State’s Claims and to
Lilly’s Defenses

State asse “Lilly does not need the testimony of individual treating
test the State’s proof or present its defenses™ because, it argues, only

y user is at issue, not the knowledge actually possessed by any

nent misrepresents Alaska law regarding the

recovery in strict product liability requires proof of “‘the

1 defect was a proximate cause of [plaintiff’s] injuries.””

33, 87 (Alaska 1984) (quoting Caterpillar Tractor Co. v.

(Alaska 1979)) (emphasis added). The “ordinary physician” test

y to the “defect” element of a strict liability claim, not causation. Where the defect
an inadequate warning, as the State has alleged, an inquiry into the knowledge of

specific product user is necessary to establish proximate causation., See Prince, 685 P.2d

89-90 (holding that alleged failure to warn did not, alone, constitute proximate cause,

it proof that plaintiff would not ha

ve used product if it were accompanied by a different
Upjohn Co., 835 P.2d 1189, 1199-1200 (Alaska 1992)

reover, the State’s fraudulent misrepresentation and negligent misrepresentation

re individualized proof of reliance. State v. First National Bank, 660 P.2d 406,

\laska 1982); s

ee also Moore v Painewebber, Inc., 306 F.2d 1247, 1253 (2d Cir.

claims based on individualized misrepresentations” are not susceptible to
“generalized proof”). Lilly will take the depositions of prescribing physicians to explore
1ssues, and examination of the medical records of these physicians’ patients is a
prerequisite to such depositions,

Defendant’s Repl

State of Alaska . By ic! in Support of Its Motion To Compel Discovery

Lilly and Company (Case No, 3A N-06-05630 C1) Page2 of §
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| records to investigate possible causes for patients’

g excessive weight or elevated blood glucose prior to using Zyprexa,
: k factors. This essential information is not recorded
n, information that is supposed to be recorded

itions were prescribed—appears to be missing in the

he only source for such information,

B HIPAA Does Not Prohibit Production of Medicaid Recipients’ Medical
Records

cannot examine recipients’ medical records because,

AA permitting discovery of such records in litigation,

to non-parties. State’s Br. at 6. The State cites no

proposition be > re is no such authority. Rather, “[i]t is a routine

tion for courts re production, where necessary, of records that reflect
itment of non-parties,” and while “sometimes . . . the identities of the patients [are
] redacted .7 “HIPAA does not condition production on the discovering
ity to identify the patient whose records are to be released.” Caines v.

it Corp., 2007 WL 895140, *1 (S.D.N.Y. 2007) (numerous

ions omitted). See also James v. Nocona General Hospital, 2007 WL 1237930 *4 (N.D.
Tex. 2007) (overruling defendants’

HIPAA objections to production of non-party records),

As described in Lilly’s opening brief, the Louisiana court presiding over virtually identical

antipsychotic manufacturer Janssen has held that that production of medical

ssen’s defense and, therefore, supersedes any privacy issues, See
ent (Exh. E to Lilly’s Motion to Compel).!
Such was also the case in tf

1¢ Blue Cross Blue Shield tobacco litigation before

ACK

Weinstein in the Eastern District of New York, a

case where the plaintiffs

5 ) 011 the [.umsmn; c?un‘s order écquiring production of medical records
 of uling s tha resolution occurred after contested motion practice, and included a court
that the claims could not be properly litigated unless Janssen had access to patient medical records. /d. at 2,

Defendant's chl,\_ lir}e(m Support of Its Motion To Compel Discovery
State of Alaska . Eli Lily and Company (Case No. 3AN-06-05630 CT)

Page3 of 6
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the State asserts here. In that case, various Blue Cross

\e defendant tobacco companies medical expenses associated

ses of r insureds. Blue Cross Blue Shield of New Jersey, et al

. 98 CV 3287 (EDNY) (J. Jack Weinstein). Recognizing that

conditions were central to the case, the court ordered the

ities of their insureds so that their medical records could be

dants could conduct the patients’ depositions. Attached as

> form letter that the Magistrate Judge in Blue Cross Blue Shield sent

ntiffs’ insureds advising that the defendants would be seeking their medical records
1on testimony

I'he privacy of patients whose medical conditions the State has placed at issue in

operly addressed by a protective order, not a complete prohibition of discovery.

I LILLY IS ENTITLED TO IMMEDIATE AND COMPLETE
PRODUCTION OF THE STATE'S MEDICAID DATABASE

ugh the State acknowledges that Lilly is entitled to the entire Medicaid
database, the State’s production has been woefully inadequate. The State makes the
t it provided Lilly “with a useful claims database on June 8, 2007.”

t, the State had stripped out unique patient identifying information

which it had provided its own experts, and which it recognizes as necessary to any

epidemiological analyses of disease incidence among Zyprexa users. See Letter from Eric

Rothschild, Esq. to

Matthew Garretson, Esq., dated August 10, 2007, attached as Exhibit I;
Letter from Eric Rothschild, Esq. to Joseph Steele, Esq., dated August 7, 2007, attached as

Exhibit). The state has also failed to include data that identifies which medicines were

prescribed to Medicaid recipients. See Exh, I If the State chooses to stand by its

Defendant's Reply Brief in Support of Its Motion To Com,

State of Alaska v, Eli P Discovery

Lilly and Company (Case No, 3AN-06-05630 C1) Paged of §
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| Defeadant’s Reply Brief in Support of Its Motion To Compel Discovery

Ily “with a useful claims database on June 8, 2007," its

data produced to Lilly as of that date.

, the State has supplemented its production, but the State

om several of the database files, and a significant
¢ files omit information. Lilly has attempted to secure this missing

but the State has advised that no further information

ne specific individual returns from vacation. See Exh. I. The

30(b)(6) deposition regarding the database that Lilly
iciencies in the State’s production. In light of the

s due November 12, 2007, the State’s piecemeal and

prejudices Lilly, particularly given the fact that the State had

omplete data production

rrovided its own expert with more information from the Medicaid database.

Accordingly, the State should have no objection to producing a complete copy of

by a date certain, and Lilly respectfully requests that the State be ordered

ire database 1

ON
he foregoing reasons, and those set forth in Lilly’s Motion to Compel, Lilly
t the Court enter an Order in the form attached to Lilly’s opening motion.

DATED this 20th day of August, 2007.
Attorneys for Defendant
PEPPER HAMILTON LLP
Andrew R. Rogoff, admitted pro hac vice
Eric J. Rothschild, admitted pro hac vice
Philadelphia, Pennsylvania
JAM?@MLL

By._ / ;
Brewster H. Janfleson, ASBA No.
Andrea E. Gird amo-Welp, ASBA No. 0217044

State of Alaska v. Eli Lilly and Company (Case No, JAN-06-05630 CI) P;
X ageSof5
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NOU-18-1999 17:55

[Magistrate's Letterhead]

[Date]

Dear Sir or Madam:

1o you

In connection with the deposition, lawyers will obtain copies of your medical
records from your health care providers pursuant to authorization forms signed by you as
described below. Lawyers will also obtain other medical information and information
relating to your participation in Blue Cross and Blue Shield of []. No other information
will be obtained regarding you or your background. All information obtained will remain
confidential under Order of this Court. However, your deposition might later be used as
evidence in the trial of this case subject to further confidentiality order of this Court, but
it will never be used for any purpose other than this lawsuit. At the deposition, lawyers
for both sides in the litigation will ask you questions, which you would answer under
oath. Your answers will then be written down. Your deposition can last no more than
five hours, exclusive of breaks. Depositions usually take place in a lawyer’s office.

The information obtained from you will not in any way affect your rights to
bencefits and covetage from your Blue Cross and Blue Shield plan,

Because you are 2 current or former member of Blue Cross, your cooperation is
necessary in lawsuits seeking reimbursement of medical expenses paid for by Blue Cross.
Please complete and retum the enclosed five authorization forms and list of medical
providers in the envelope provided within seven days of receiving this letter. You will
then be contacted for the scheduling of a deposition, which will be scheduled no sooner
than 30 days from receiving the completed forms in a location near you. Upon
completion of the deposition, you will receive a check for $1000. Please note that you
must read, fill out, and sign both the form listing medical providers and five authorization
forms, and return those forms within seven days, before you can be paid any money or be
scheduled for a deposition.

g P.16

EXHIBIT H
001235 pace_l _opZ




Thank you fi me. [ apologize for any inconvenience that this
I ay CRUSE yOu, is necessary. If you have any questions, or would like help
filling out the forms, please call [name of person from indepeadent survey firm] collect at
[oomber]

Sincerely,

[Magistrate’s signature block]

S4x% P. 17

EXHIBIT H
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Pepper Hamilton LLp

Eric Rotk
I 215-981

pperiaw.com

State of Alaska v. Eli Lilly and Company
Case No.: 3AN-06-5

substance of yesterday’s telephone conversation regarding
production

¢ database files that you originally produced to us omitted patient
and orig recip fields) and you agreed to provide us with new
se f

fields. Iconfirm that we received a disk containing database

files do not have the same file names
10w each of th
the ICN field refers

as the previously
1ew files correlates to the old files. Also,

acknowledged that the datat

base files containing patient identifier
expert, Dr. Tolley

nd you agreed to advise us of the date that Dr,

patient identi ying i
Vith a patient identifier code, You advised that Dr. Tolley has
ded with this pha nacy data.

You agreed to advise us of the procedure by which you have de-identified
1 the database,

e
ew York Pitisburgh
Onange County Princeion Wilmington

EXHIBIT
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Pepper Hamilton up

1g manuals for
's Interrogatory

can only be addressed by Dave Campana when
Upon his retumn, Mr. Campana shall

007

er and race, are available;
ims data prior to 1996;

znosis column for many claims;

1:“‘!.[
ssing data in the proc column for many claims;
oc fields in five of the seventeen spreadsheets;

aside from the preferred drug list, any other listing of
ons available to Medicaid recipients, including a written

exists; and

t ince the pharmacy data have been produced, the State will have
ced claims data for every medication, service, procedure, medical
ttalization, medical visit or other claim reimbursed by

for the time period 1996 through 2007 (which should be
1991 to 2007 if that data exist),

EXHIBIT T
PAGE 2= oF 3
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Pepper Hamilton ur

sistent with your understanding of

Esquire

EXHIBIT
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Pepper Hamilton ip

hschild
981.4813
epperlaw.com

VIA FIRST CLASS MAIL AND EMAII

State of Alaska v. Eli Lilly and ( ompany
Case No.: 3AN-06-5630CIV

iments and claims data that you promised
n August 2, 2007, and our phone call later
of the State

$ Medicaid claims data from 1996 to
itify individual patients (i.e. name, social

1t much of the relevant data was omitted from the State’s
acknowledged that the claims ds

ala spreadsheets produced by the
¢ important fields, including the field identifying prescription
useless to the parties and their experts. In light of the State’s
his claims data, that it is non-objectionable, and is
n for the State’s deficient response to discovery
¥ prejudicial to Lilly's ability to submit
Ik

1e defects in the claims data production

s the identities of indivi
1d has filed
you have agreed

€r Or Co

idual patients in order
& motion to compel production
that the claims data should have

so that the medical treatment of
letermined, but the data produced lacks

such
1e absence of identifying information, the data the State produced
tields maintained by the State, which are essentia] 1o analyzing issues in

State should have produced the data with aj] fields th

at it maintains,

New York

Pittsburgh

Wilmingtan

EXHIBIT
PAGE




When we spoke on the afternoon of

| of th

e fields maintained by the
are still waiting
naintained by t

Most

he State, we confirmed that
glaring, in this case about the
y what prescription
cets produced by the State
spreadsheets, there are many gaps in

of this data, which you agree is

The end result is that the data

ce, procedure, medical supply,
Medicaid for the time period 1991

in the diagnosis code field You have
that the gaps will be remedied, or an

ILis apparent that the State failed
ider, race, claim type,
arent once the State s

to provide
category of service, and, surely
ares the information on the fields it

te produce claims data back to 1991, so that

prior mental health treatment, and diabetes

Ol have claims data prior to 1996, which

» reporting that the State wil] be replacing

State has been using the same Medicaid

MMIS) since 1987 According ve expect that the State
‘ain why the data is not
r database or other medium,

discuss the database format for the

ly,
14

you are willing 1o provide the gl

ossaries for all codes
)se 10 us Immediately

u produce th

0012y




If so, it will be produced for the entire

of Dr. Thomas Porter, the physician identified as having
complaint, and a role in Alaska’s

dint

gatories, including any supplementation

lies are operating under, we anticipate a prompt

entitled to all materials being provided 1o the
on this representation, we understand that you have

claims data. Based
Should this turn

ymplete data than has been provided to Lilly
k appropriate relief from the ( ourt

more

2
will s

Very truly yours,

y /"4
7 /sasd 4

Eric Rothschild

David Sy,
H. Blair |

¢ (all w enclosure)

EXHIBIT
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State of Alaska
DEPARTMENT OF HEALTH & SOCIAL SERVICES

Sarah Palin, Governor

Sherry Hill

c Affairs Director
907-465-1618

FAX: 907-465-3068

www.hss state.ak.us

Karleen Jackson

State selects new company to replace Medicaid claims ystem
New rec np outdated system of paying claims to providers
Dep nt of | Social Services announced today that
filiated Computer Services, Inc. to

Xt Medicaid Management Information
iated Computer Services submitted
cal component," said Tony

any provides business process and

| government clients, The system that
a also is being used in New Hampshire and

lter system here that's had 1o process an
logy that’s become obsolete. The system
or MMIS - began operating in
Nas more than tripled, increasing
the J.n.'n\pm\unmg!

ton System for Alaska is expected to
icaid Services generally pays 90
cover the remaining 10 percent

tors. Every year, the system
programs such as Medicaid,
and people with disabilities

IMIS since

112006 the
stem. Affiliated Computer
5 current MMIS while Affiliated
iliated Computer Services will operate the
tollowing its con % which is projected for summer 2009,

EXHiBIT J
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I'E OF ALASKA

ANCHORAGI

3AN-06-05630 CI

DEFENDANT ELI LILLY’S MOTION AND
MEMORANDUM IN SUPPOR'T
OF ITS APPLICATION FOR A
COMMISSION TO ISSUE A SUBPOENA

nd Company (“Lilly™) and moves that its

na to First Health Services Corporation be

I. INTRODUCTI

1.

cope of third-party discovery it seeks from
the Virginia company that has managed

Information System and provided other

-
=

ier things, a copy of the entire claims

LANF

lealth. The State opposes Lilly’s attempt

1se by reference to the data managed and maintained
-presented to the Court that it had produced to

1s¢ maintained by First Health. This proved not to be

a complete production have been frustrated by the State
produced, failing to provide basic information such as

ned by First Health, and continuing to withhold key data

001244
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: State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 cn

was maintained, not merely what the State has

y, Lilly should be permitted to obtain the complete

\, which has been the custodian of the database

sht of the November 12, 2007 deadline to serve expert

the complete database and furnish it to its exper

1. BACKGROUND

through the present, has run the State’s Medicaid

Exhibit A, July 26, 2007 News Release. First Health has

y benefit and other Medicaid related services to the State. Lilly seeks
uces tecum upon First Health, requesting production of the claims
Ith has managed for Alaska, as well as documents relating to the
h has provided to the State and First Health’s dealings with Lilly and

ychotic medications. See Exhibit B, Schedule to proposed

Lilly sought the State’s consent in securing a commission
to serve a subpoena upon First Health in Virginia, where First Health is

ised that it would oppose Lilly’s efforts to obtain claims data. The

the dispute over the scope of the subpoena should be resolved by the

Discovery Master

Defendant Eli Lilly's Motion and Memorand inS
Eli Lilly's Mot I um in Su
of Its Application for a Commission to Issue a Suhpoerll)!«m”

Page2 of 6
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11I. ARGUMENT
jatabase contains the information about the Zyprexa®

d
which the State seeks reimbursement, and, according to
ce of the alleged injuries to Medicaid beneficiaries and

s Memorandum Describing Its Claims and Proof at pp. 6-12.
t identifying information (e.g., name, social security number),
ed to all of its claims data. The claims data will be a

parties’ expert reports, which are due November 12, 2007.
ed relevance of the claims data, however, Lilly has been unable

lly served discovery demands upon the State, seeking

the Zyprexa prescriptions that the State claims were reimbursed or paid for
alleged wrongful conduct, as well as information about the treatment of
y Zyprexa for which the State seeks reimbursement. In response,

uld produce relevant Medicaid claims data in electronic form. See

1 B to Lilly’s Motion to Compel Discovery, dated August 6, 2007

» Compel”). The State has acknowledged that Lilly is entitled to the entire
See Exhibit C, August 7, 2007 letter from Eric Rothschild to

the State has produced to Lilly thus far, however, falls far short of the

I'he State refuses to produce information that specifically identifies individual patients (e g
L . s o - . - . - e . 2 Sk
name, social security number), but agrees that some unique patient identifier is required.

Defendant Eli Lilly’s Motion and Memorandum in S
of Its Applicnlion_[gr;n Commission to Issue a g‘ul;],)bﬂll:zli”)rl
State of Alaska v, Eli Lilly and Company (Case No. 3AN-06-05630 CI Page 3 of 6
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i iles of clai se files
7. the State produced seventeen files of claims data. These
points that they were useless for any purpose in this

Exhibit C. For example, the June 8 production failed to include any

which prescription drugs the State reimbursed. No data were

iod before 1996, and data for certain periods in 2002, 2003 and 2004
also stripped out all information that would allow Lilly to determine
responded to the same or to different patients. Nevertheless, at the
femorandum Regarding Its Claims and Proofs, the State
it had already produced its entire Medicaid claims database to
t G to Lilly’s Motion to Compel, July 12, 2007 Transcript at 74.
On multiple occasions Lilly demanded that the State cure or explain these defects in
duction. See Exhibit C; Exhibit D, August 10, 2007 letter from Eric Rothschild to

b

; Exhibit E, August 22, 2007 letter from Eric Rothschild to Matthew
ibit D to Lilly’s Motion to Compel, Transcript of August 2, 2007 meet and

10, 2007, the State produced a new batch of claims data, But this

is itself deficient. See generally Exhibit E. Again, no data are provided prior

acknowledging that Lilly is entitled to all claims data, the State has

Ihe State originally represented that it did not maintain data prior to 1996, see Exhibit C,
but now admitted that such data does exist and has based its non-production on the
assertion that the data maintained from 1989 to 1996 is “corrupted, invalid, and otherwise
useless.” See Exhibit F, August 27, 2007 letter from Christiaan Marcum to Eric Rothschild,
Lilly would like to test this proposition itself, rather than reply on the State’s representation.

Defendant Eli Lilly’s Motion and Memorandum in Su t
of Its Application for a Commission to Issue a Subpoc:[:gnr
State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 I Paged of 6
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ms, except antipsychotic prescriptions. See

it even assess what other data has been withheld, because the
f the data fields that are contained in the complete database. The
provide information on missing data fields as soon as the
Director Dave Campana returned from vacation on August 20. See
Exhibit D to Lilly’s Motion to Compel, Transcript of August 2, 2007
However, the State has now reneged on that promise as well. See

7 letter from Christiaan Marcum to Eric Rothschild.
ke sense of what has been produced, determine what remains to be
ind ultimately procure a complete database for its experts, Lilly noticed a Rule
position of the State for August 30 requesting the witness(es) most knowledgeable

base among other topics. But the State refused to produce any witness until

the State’s deficient production, and delay tactics, discovery of the database
I custodian is necessary to ensure that Lilly receives all of the claims data
i the case. Experience to date has demonstrated that Lilly cannot rely on the

€ 1o produce a complete set of Medicaid claims data. Lilly should be permitted to serve

Mr. Rothschild: Can you just give us a list of all available fields so we
Know what we are getting and not getting?

Mr. Steele: Yes,

Defendant Eli Lilly’s Motion and M in S
o Y204 Memorandun b Suppor
State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 Ccn

Page 5016
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|| of Its Application for a Commission to Issue a Subpoena

t can provide its experts with a complete database as

alth should permit discovery of patient specific

the same reasons set forth in Lilly’s Motion to

ss. for

d in that briefing, the Court has ruled that Lilly is entitled to

t deems apy

yropriate, which includes discovery of individual patient

IV. CONCLUSION
oing reasons, and those set forth in Lilly’s Motion to Compel, Lilly

it the Court enter an Order in the form attached to Lilly’s motion.

DATED this 28" day of August, 2007

Attorneys for Defendant

PEPPER HAMILTON LLP

Andrew R. Rogoff, admitted pro hac vice
Eric J. Rothschild, admitted pro hac vice
3000 Two Logan Square, Suite 3000
Philadelphia, Pennsylvania 19103-2711
(215) 981-4000

LANE POWELL LLC

SO0LSt, Ste 409 AK 99501 " Brewster H. Jshieson, ASBA No: 22
;ﬁ L) KOG~ Andrea E. Gik6lamo-Welp, ASBA No. 0211044
X

2 s h‘c Sla.lc appears to have no objection to Lilly’s seeking from First Health the other items
set forth in the proposed schedule to the subpoena.

Defendant Eli Lilly’s Motion and Memorandum in Support

State of Alaska v. Eli Litly and Company (Case No. 3AN-06-05630 C1) Page 6 of 6
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State of Alaska

DEPARTMENT OF HEALTH & SOCIAL SERVICES

Sarah Palin, Governor 8 Ml
3 herry
Karleen Jackson 3 Public Affairs Director
g o ; ) 907-465-1618
¢ ot s 3 FAX: 907-465-3068

NéWé-éELé‘ASE > www.hss state.ak.us

ell (907) 240-9158
Cell (907) 632-6107

State selects new company to replace Medicaid claims system
New technology will revamp outdated system of paying claims to providers

lth and Social Services announced today that

ict to Affiliated Computer Services, Inc. to

s its next Medicaid Management Information
iich Affiliated Computer Services submitted
on the technical component," said Tony
based company provides business process ¢
ind government clients. The system that
Alaska also is being used in New Hampshire and

t computer system here that's had to process an
1 that's
Information System or MMIS began operating i
olled in Medicaid has more than tripled, increasi
) in 2006. Much of the claims processing
20 years ago

t Information System for Alaska is expected to
ind Medicaid Services generally pays 90
er the remaining 10 percent

ment for doctors. Every year, the system
al assistance programs such as Medicaid,
h low incomes and people with disabilities

ginia, has been running Alaska’s MMIS since
contract with the state to update the Medicaid claims
s term *d by mutual agreement and in fall 2006 the
> ice the state’s system. Affiliated Computer
bid. First Health will continue to run Alaska’s current MMIS while Affiliated
s developing the new system. Affiliated Computer Services will operate the
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State of Alaska

f Alaska

Alaska that

1e period during which Alaska was a

base files, spreadsheet data files, or other files concerning or

procedure, medical supplies, hospitalization, medical visit or other
Responsive materials are to be produced in their

he data and data fields contained in the

between First Health and Alaska

vhich identify the cope of services and programs that First
2 but not limited to pharmacy benefit administration,
unagement, Medicaid management information
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ut not limited to documents concerning anti-

ich relate to First Health's dey elopment and operation of
including not limited to documents concerning anti-psychotic

All documents concerning any review or evaluation of anti-psychotic
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in co; st v or analysis
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Snmh Palin, Governor
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State wlml\ new company to replace Medicaid claims system

ated system of paying claims to providers
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caid Management Information
i Computer Services submitted
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yvernment clients. The system that
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has more than tripled, increasing
1e claims processing
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ining 10 percent

for doctors. Every year, the system
5 programs such as Medicaid,
and people with disabilities.
been running Alaska’s MMIS since
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Eric Rothschild
diak: 215-981-4813

@ pepperlaw.com

irm the substance of yesterday’s telephone conversation regarding
e production
iles that you originally produced to us omitted patient

g recip fields) and you agreed to provide us with new
I confirm that we received a disk containing database

but have not yet furnished us with, any pharmacy data. You

to us once you have removed the patient identifying
12 patient identifier code. You advised that Dr. Tolley has
ided with this pharmacy data.

You agreed to advise us of the procedure by which you have de-identified
the individual patients in the database.
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sed by Dave Campana when
Upon his return, Mr. Campana shall
as gender and race, are available;
ns data prior to 1996;
he diagnosis column for many claims;
roc column for many claims;
roc fields in five of the seventeen spreadsheets;

from the preferred drug list, any other listing of
ble to Medicaid recipients, including a written

macy data have been produced, the State will have
s data for every medication, service, procedure, medical
Z medical visit or other claim reimbursed by
time period 1996 it 2007 (which should be
1991 to 2007 if that data exist).
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Re State of Alaska v. Eli Lilly and Company
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ypMedl _1996-1999, JSO6H1204_ZypMed1_2000-2003_DaveC.mdb: ZypMed1_2000-
JISO6H1204_ZypMe H 2004-2006 |)1\\( mdb: thIS6H1204CExpanded files are

pl ipplement
e N r JSO06H1204_ZypMed1 _1996-
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1999 Dave(
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If hat do t reflect? Please explain the criteria for
iods are reflected in each of the 5 prescription
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The fact that the State’s
> provided to Lilly has already
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files listed are the original data files. We know of no other

files are current through November 2006. No data has been generated for

: lack of “Proc” codes for approximately 10% of the data

ubmit claims with “Proc” or procedure
votential reasons for the lack of a “Proc”

codes were not submitted by physicians,

lo not all reflect prescription medication
1 ms associated with Zyprexa use,
anti-psychotic drugs. The fifth file is the

for Zyprexa

les listed in paragraph 4 are medical claim files. The
all prescry t

> for anti-psychotic drugs and the fifth file contains all such
ph 2, the data is current through November 2006.

As noted abov
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IN THE SUPERIOR COURT FOR THE STA TE OF ALASKA

THIRD JUDICIAL DISTRICT AT ANCHORAGE

REcx
cl
STATE OF ALASKA s VED
Plaintiff © 2007
oo “Powgy, e

Case No. 3AN-06-05630 CI
ELI LILLY AND COMPANY,

Defendant

PLAINTIFF’S OPPOSITION TO DEFENDANT ELI LILLY’S MOTION AND
MEMORANDUM IN SUPPORT OF ITS APPLICATION FOR A COMMISSION
I'O ISSUE A SUBPEONA

| R Introduction

The State opposes Lilly's request for an application to issue an out of state
subpoena for records from First Health Services Corporation (“First Health”). First
Health is a contractor for the State of Alaska. Among its duties is the storage and
analysis of Alaska’s Medicaid Data. First Health has access to all Medicaid data
maintained by the State, including all data on individual Medicaid recipients. If Lilly is
able to access First Health’s data base it will have access to all individual data in
unredacted form. Essentially, Lilly is seeking access to the data on every Medicaid

recipient, whether or not a Zyprexa patient or a patient on any other antipsychotic. This

PlaintifPs Opposition to Lilly’s Motion in Support of Application
For a Commission to Issue a Subpoena

State of Alaska v, Eli Lilly and Company (Case No. 3AN-06-05630 Civil)
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_unduly burdensome and invades the priv rights of Alaska

Argument
Lilly is mischaracterizing the State’s efforts to provide it with data.

First, the State must correct the record on the core argument Lilly makes in
rt of its application for the commission. Lilly argues it needs discovery of the
from a third-party contractor because the State has misrepresented to it and
Court what it has produced, and has been non-cooperative with Lilly in discovery.
Nothing could be further from the truth. The State has never represented to the Court,
Lilly or anyone that it has produced its entire Medicaid claims database. What it has
produced is certain data from that database. It is inconceivable that Lilly would have
understood the State to say anything else in light of the conversations and correspondence
be the parties and the State’s continuing objection to producing personally

identifying data from its claims database

Further, Lilly never sought the entire database in discovery until after the informal

discussions between the parties began on an August 2™ teleconference.! The State made

Far from requesting the State’s entire Medicaid claims database
requests focused on data related to Zyprexa prescri
Zyprexa, and the State’s damages resulting from
injuries. See Interrogatories 10, 11, 12, 13, 23 and 24 of Exhibit A to Def.’s Mot. to

, Lilly’s discovery
ptions, Medicaid recipients who took
Zyprexa prescriptions and resulting
Compel Disc. and Requests for P

roduction 5, 6, 7 and 8 of Exhibit B to Def.’s Mot. to
Compel Disc.

Ifiamliﬂ‘s Opposition to Lilly’s Motion in Support of Application
For a Commission to Issue a Subpoena

State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 Civil)
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» further data to Lilly from
, Lilly at that time that it would cooperate in proy iding further data to Lilly

t reserved objections to producing certain data and was not

Since that time, the State has continued to cooperate with

g to prodt all @

Lilly in pulling and providing additional data in spite of the fact that its efforts have been
illy in pulling and providing addi I

casingly belligerent responses from Lilly which misrepresent the course of

The State has responded on multiple occasions to Lilly's

discussions

further information, but is each time met with accusations

uests for explanation and fur

and misrepresentations.’ The State has told Lilly it will no longer communicate with

~ . "4

Lilly this way if Lilly persists in such unprofessional conduct.
The dataset from which the State is producing claims data is expansive. It covers
the entire Alaska Medicaid population, including Medicaid recipients who never took

Zyprexa or any other antipsychotic. This is a population of individuals that, according to

Exhibit A to Lilly’s Motion, exceeds 130,000 individuals. Clearly much of that data is

Exhibit A, Transcript of August 2, 2007 teleconference pp. 23-24.

Exhibit B, August 8, 2007 email of Joseph W. Steele to Eric Rothschild in
response to Exhibit C to Lilly’s Mot. and Mem. in Supp. of Application for Comm’n to
Issue a Subpoena; August 16, 2007 letter of Christiaan A, Marcum to Eric Rothschild in
response to Exhibit D to Lilly’s Mot. and Mem. in Supp. of Application for Comm’n to
Issue a Subpoena; August 27, 2007 letter of Christiaan A. Marcum to Eric Rothschild in
response to Exhibit E to Lilly’s Mot. and Mem. in Supp. of Application for Comm’n to
Issue a Subpoena.

4 Exhibit C, August 30, 2007 letter of Eric Rothschild to Christiaan A. Marcum and
September 4, 2007 letter of Christiaan A. Marcum in response.

Plaintiff’s Opposinon to Lilly’s Motion in Support of Application
For a Commission to Issue a Subpoena

State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 Civil) Page 3 of 9
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ither party must make in this litigation. Beyond that, the

Ingquines ¢

ved at the push of a button. Lilly knows this. Yet, it is asking the

literally hundreds of thousands, if not millions, of pieces of

y produce lite

{ contrary to Lilly’s false accusations, the State has been and

and

ues to provide Lilly with responsive data from its claims database

B. The subpoena Lilly seeks violates HIPAA.
The government has placed limitations upon the disclosure of medically
sensitive information. These limitations are part of the Health Insurance Portability and

nerally known as HIPAA, and set out in 42 U.S.C. 1320(d) ef seq.

Accountability Act,
Health information may not be released unless the party seeking discovery complies with
the requirements of HIPAA and regulations promulgated thereunder.

It is clear that this information is “health information” under 42 U.S.C. 1320(d)(4)
as it is in the possession of a “health care clearinghouse” and relates to the past, present,

or future physical or mental condition of an individual....” It is “individually identifiable

health information” under 42 U.S.C. 1320d (6) because it identifies the individual and

there is a reasonable basis to believe that Lilly will use the information for that purpose.
Disclosure of “individually identifiable health information” is precluded by 42 U.S.C.
1320d-6(a) which provides for fines and imprisonment for unauthorized disclosure, 45

C.F.R. 164.104(3)(b) provides that a health care clearinghouse, such as the deponent,

which receives protected health information must comply with all provisions of HIPAA.

}f!amuﬂ‘s Opposition to Lilly’s Motion in Support of Application
For a Commission to Issue a Subpoena

State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 Civil) Page 4 of 9
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“ELDMAN ORLANSKY

ly not complied with the legal requirements for disclosure of

.\ 2 iudicial or administrative proceeding. The procedures
ed are set out in 45 C.FR. 164.512(e). A covered entity may
wdicial proceeding in response to an order of a court, provided
discloses only the protected information authorized by such order.
covered entity may disclose in response to a subpoena unaccompanied

by a court order if the covered entity receives satisfactory assurance that reasonable
efforts have been made to give notice of the request to the individuals who are the subject
of the protected health information. Such notice requires either a written statement from
the individual or a good faith attempt to provide written notice to the individual’s last
n address. This notice must include sufficient information concerning the litigation

to permit the individual to raise an objection to the Court. Lilly has made no effort to
comply with these procedures. It seeks an open-ended subpoena which will allow it to
roam at will through protected information. The Court has not entered an Order allowing

disclosure and Lilly has made no attempt to contact the individuals involved. The Court

should deny the application as it clearly violates HIPAA.

Plaintiff"s Opposition to Lilly’s Motion in Support of Application
For a Commission to Issue a Subpoena

State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 Civil) Page 5 of 9
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C The subpoena Lilly seeks violates Medicaid recipients’ privacy right

tiscovery sought by Lilly's proposed subpoena to First Health also violates
discovery sought 1y

ntained in the Alaska Constitution.” To determine whether

the of pnivacy co:
» disclosure of pu or in this case, private records violates the constitutional right to
pr urts apply the following test: (1) does the party seeking to come within the

t to privacy have a legitimate expectation that the materials or

(2) is disclosure nevertheless required to serve a

be disclose

rest; and (3) if so, will the necessary disclosure occur in the manner

y ] 6
which is least intrusive with respect to the right of privacy.

In this particular case, Lilly seeks disclosure of individual medical records, and

- » : : 7
s from First Health “specific patient names” without limitations.” In

specifically se

sther words, in requesting the entire Alaska Medicaid claims database from First Health,
Lilly seeks the specific identities of over 130,000 Alaska Medicaid recipients. Individual
Medicaid recipients have a legitimate expectation that their medical records will remain
confidential. Many of the records sought will be mental health records and are thus very
sensitive. Lilly has yet to show a compelling interest in disclosure of the records. If

Alaska Const. Art. 1, § 22

International Association of Fire Fighters, Local 1264 v. Municipality of
Anchorage, 973 P.2d 1132 (Alaska 1999).

Lilly’s Mot. and Mem. in Supp. of Application for Comm’n to Issue a Subpoena
at 6. ’

Ifla:mzﬁ's Opposition to Lilly’s Motion in Support of Application
For a Commission to Issue a Subpoena

State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 Civil) Page 6 of 9
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counsel. The Court should require at a minimum an expert’s testimony or

the need for such individual identification and medical records to establish

manner in which the information 1§ de-

t rds may not be traced to recipients. Lilly does not
the material i f that provides the information but does not
ecipients. To the Lilly seeks the information in Its

idual Medicaid recipients have not agreed to the disclosure of their

» mental health records. The recipients have

viewing in native format their health

Lilly should be required to make a more substantial showing of need
for the identities and medical records of Medicaid recipients.

h an invasion of the privacy of individual

, it should only do so upon a showing greater than the mere

id importance of such records outweighs the substantial invasion of

h their discovery. As noted above, some of the records will

particularly sensitive and private, and deserve the

1due disclosure

ition to Lilly’s Motion in Support of Application
1o Issue a Subpoena
Lilly and Company (Case No. 3AN-06-05630 Civil) Page 7 of 9
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111. Conclusion

{ in Plaintiff’s Response 10 Defendant’s

easons and those cited

«t should deny Lilly’s Application for a Commission to Issue a
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IN THE UNITED STATES DISTRICT COURT

FOR THE EASTERN DISTRICT OF NEW YORK

IN RE:

ZYPREXA PRODUCTS : MDL-1596
LIABILITY LITIGATION

AUGUST 2, 2007

TELECONFERENCE
(11:00 a.m. - 11:58 a.m.)

Reported and transcribed by:

constance E. Perks, CCR, CRR, CLR
certified Court Reporter
CCR License No. XI01429

GOLKOW TECHNOLOGIES, INC.
one Liberty Place, 5lst Floor
1650 Market Street
philadelphia, Pennsylvania 19103
deps@golkow.com B77.370.3377

APPEARANCES:

RICHARDSON, PATRICK,
WESTBROOK & BRICKMAN, LLC
BY: H. BLAIR HAHN, ESQUIRE
DAVID L. SUGGS, ESQUIRE
CHRISTIAAN MARCUM, ESQUIRE
174 East Bay Street, P.0. Box 879
Charleston, South Carolina 29401
COUNSEL FOR THE PLAINTIFFS

PEPPER HAMILTON, LLP

BY: ERIC ROTHSCHILD, ESQUIRE
rothsche@pepperiaw. com
ANDREW R. ROGOFF, ESQUIRE
rogoffa@pepperiaw.com

3000 Two Logan Square

Eighteenth & Arch Street

Philadelphia, Pennsylvania 19103

215,981.4813

COUNSEL FOR ELI LILLY & CO.
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Z
the database, unless somebody
understands 1t differently.

"MR. ROTHSCHILD: I_just
heard earlier in the dialog we're

going to get you answers, ﬁut we
sti11 may have objections based on
relevance.
Relates to two

k we need to be a
ecise, I think the
it may relate to

m

s available
hat is just what I
is, we will
/ you what is |
able, and then we can discuss
w we ought to do about it.
That's the only issue that is on
the table, as far as I -- as Tar
as I know.
Does anybody else have
anything else on the database
where we're saying, well, I'll
give it to you?
MR. SUGGS: No. _I think the
thing that Andy was talking about
in_terms of relevance -- or we're
talking about in terms of
relevance is the_ discoverability
of the individual medical records.
MR, STEELE: Which doesn't
have anything to do with the
database because --
MR. ROTHSCHILD: That's not
what the comment was that was

made, but that's fine. If you
told me the comments were only
referring to the date scope, then
I'11 leave it at that, I
understand you have a point there.

. MR, HAHN: Eric, this is
Blair. I hate to be contrary, but
because we don't_know.what .is
potentially available, we'ré not
going to give you a carte blanche
that we're going to give it to you
if it's available, except for
those narrow things.

: R. ROTHSCHILD: That was my
point, Blair.

% MR. HAHN: We're going to
look and see what's ava11ab?e‘ and
if it is available and we don't
have relevance objection, we'll
give it to you. Otherwise --

, . MR. ROTHSCHILD: That's my
point, Blair. That for everything
I've asked for, you guys are
reserving your relevance

objection. That's fine. I
Page 23

Kxhibit _A
Page 23 of 27
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understand that.

MR, HAHN: And one of the
reasons is the way Kou‘re asking
for things is somewhat broad, so
we don't know what may be there.
So we have to preserve that
objection. l

MR. ROTHSCHILD: Fair
enough. I'm just -- that's
exactly my point, is that we are,
severa% steps from just getting it
resolved because it is not only
finding out what you have and
reporting that, but also_decidin
relevance., So that_is all I nee
to confirm, and we'll make our
judgment about, you know, whether
what is the right posture to

le -- when motions should be
filed, given that circumstance

MR. HAHN: Fair enough.

MR. STEELE: Wait a minute,
though. And I don't mean to be

contrary, but I want to make sure
I understand what it is that we're
doing and agreein? to, S0,

You want a list of all
available fields, and as far as I
know, that would be something we
would give to_you. Is somebody
saying we would not_give them a
Tist of all available fields in a
database? Am I mistaken about
this?

MR. ROTHSCHILD: No.

MR. STEELE: Okay. If we
have pharma data that we haven't
given to you, we're going to give
you that, right? we're not
claiming the pharma data is
irrelevant, are we?

. MR. HAHN: What we're
saying, Joe, is just because it's
iUSt' quote, pharma data, I dop't

now what that ‘éncompasses, and so
we don't know for sure, There may
be some HIPAA issues with the

pharma data. we just don't know.
We don't expect it, but we don't
know. And we are going to look to
see what is available.” we will
produce what we think is relevant;
and what is not, we are going to
tell you that we're not going to
produce it on relevancy, But we
will do that as quick as we can.
That's the best we can do right
now because we don't know what is
potentially available.

MR. STEELE: well, okay. I
guess I'11 just leave it at that.
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Christiaan Marcum

Biair Hahn
Sent:  Wednesday, August 08, 2007 2:51 PM
To: Christiaan Marcum
Subject: FW: Please see attached corresopndence

H. Blair Hahn, Esquire
Richardson, Patrick, Westbrook & Brickman, LLC
P.0. Box 1007
Mt. Pleasant, SC 29465
(843) 727-6611 (Direct Dial)
(843) 727-6642 (Direct Fax)
b @rpwb.com

steeleS@att.net [mailto:jwsteele5@att.net]

+ Wednesday, August 08, 2007 2:12 PM
Hahn; David L. Suggs; Eric Sanders; Rothschild, Eric J.; Ambra Gardner; matt garretson

Subject: Re: Please see attached corresopndence

Eric--Thank you for yours of 8/7. Responding in general, your letter is argumentative and inaccurately
represents our conversation. Please do not send similar correspondence in the future. I assume this is
simply another effort to put your client in a position to ask for a continuance of the trial. I also note that
you now seem in urgent need of data for your expert's analysis-- experts you claimed last week that you
did not have and therefore could not timely name.

As I indicated in my earlier email -- we will provide further information later today that should be of
help to you. You will find that most of the information you seek is contained on the discs you have
recieved. Because Lilly has conducted numerous studies of Medicaid data we were under the
impression (apparently mistaken) that the company would be more facile in analyzing the data than it
apparently is. I enjoyed the appropriate tone of today's email from you--I would ask that we continue our
interactions in a similar vein. regards Joe

Joseph W Steele V

Steele & Biggs

9/4/2007
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Christiaan Marcum
843.727.6522 Direct Dial No.
843.216.6509 Direct Fax No.
cmarcum@rpwb.com

Gregory A, Lolstesd
August 16, 2007 Mo Llplionc
Daniel 0. Myers

Karl E Novak

Kimbarty  Palmer

irick, Jr,

Charie
Gorden C. Rhax (CA, OC & USV! enly)
Terry £. R .

Thoms

VIA FIRST CLASS MAIL AND EMAIL
Eric Rothschild, Esq.

Pepper Hamilton

3000 Two Logan Square

Eighteenth and Arch Street

Philadelphia, PA 19103-2799 e

0f Covnsal:
Jaraws H. Rion, Jr.
David L. Suggs (M & KY only)

Re:  State of Alaska v. Eli Lilly and Company
Case No: 3AN-06-5630CIV

Dear Eric:

Iam in receipt of your letter to Matt Garretson dated August 10, 2007. I write to respond
to this letter and to request that any further communication regarding discovery issues in this
case be directed to me. As to the issues outlined in your letter, please see the responses below,

1. You have confirmed that you received a disc containing the new data base files
referenced in your letter, but have asked how each of the new files correlates to the old files and
what the ICN field refers to. The ICN field (Internal Control Number) contains a non-identifying
value for each transaction (a primary key). The new files correlate as shown below:

1.mdb JSO6H1204_Med1_1996_DaveC.mdb

2.mdb JSO06H1204_Med1_1997_DaveC.mdb

3.mdb JS06H1204_Med1_1998_DaveC.mdb

4.mdb JS06H1204 Med1_1999 DaveC.mdb

5.mdb JS06H1204_Med1 2000_Davec.mdb

6.mdb JSOGHI204;Mcd1_2001_D8ch4mdb

7.mmdb JS06H1204_Medl_2002Q1Q2_DaveC.mdb
8.mdb JS06H1204_Medl_2003Q3Q4_DaveC.mdb

* JS06H1204 Med1_2002Q3Q4_DaveC.mdb

2 JS06H1204_Medl_2003Q1Q2_DaveC.mdb

# JSO6H1204H_MedI_2004QlQ2Q3Q4_DaveC.mdb
9.mdb JSO6H1204_Med1_2005Q1QZ_DaVeC‘mdb
10.mdb JSO6H1 204 Med1_2005Q3Q4_DaveC.mdb
11.mdb 1506H1204_Mcd1_2006Q1Q2_DaveC‘mdb
12.mdb JSOGHI204_Med1‘2006Q3-Nov_DaveC,mdb
13..mdb JTCO7.mdb

14.mdb JSOGH1204_Zypmed1_l996-1999_DaveC—mdb
15.mdb JSOéH1204_Zypmedl_2000-2003_DaveC.mbd
16.mbd JSO6H1204__Zpred1_20004-2006_DaveC.mdb

c §
é%zﬁlﬁ,::kuwltfz.ﬁl\;% ABLCDhGuIAul:n‘I PégASAlﬂ §C 29484 P.0.BOX 1007, NT. PLEASANT 5C 29485 pH: 843.727.6500 FAX: 43.216.6509 Wi, RPWB.COM
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001282




17.mdb JSO6H1204B_Zyprex1_DaveC.mdb

We initially provided the de-identified data to you in our supplgmema] di_sco.\'cry
responses in June. It was not until our phone conference on August 2"' that you indicated you
wanted to be able to identify discreet individuals. You now have that information.

2.-3. You have requested that we answer a number of questions concerning our expert
Dr.Tolley’s knowledge of this data base. We suggest these questions are better posed to Dr.
Tolley.

4. Tunderstand you have now been provided with an explanation of the procedure by

which the individual patient data was de-identified.

5. Documents responsive to your discovery requests for provider/billing manuals for
pharmacy and medical procedures have previously been provided to you in the State’s responses
to your requests for production and supplemental responses to the same. See specifically bates
ranges ZYP-AK-0167 through 0892 and ZYP-AK-0985 through 1910.

6. We will provide you with a verification of the State’s interrogatory answers.

7. Asto the issues you have listed that will be resolved by Dave Campana upon his
return, Inote that you have now issued a 30(b)(6) deposition notice to the State on a number of
issues which appear to overlap these. These issues can be covered during the 30(b)(6)
deposition by the deponent or deponents presented by the State.

With regard to your 30(b)(6) deposition notice, we were a bit surprised to receive it, as it
is in violation of the court’s scheduling order. That order clearly requires, I believe at your
insistence, that the parties make every effort to communicate regarding deposition notices and to
cooperate on the scheduling of depositions. As far as I know, there was no request from Lilly for
dates, nor any discussion regarding the scheduling of this deposition. The date for which the
deposition is currently noticed, August 30, 2007, is not suitable to the State and it will not have
deponents ready for presentation at that time, Please call me at your earliest convenience so that
we may discuss rescheduling of this deposition and scheduling all subsequent depos,

With kindest regards I remain
Sincerely Yours,

Christiaan Marcum, Esquire
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cc vis email: Matthew L, Garretson, Esq. mgarretson@garretsonfirm.com

Joseph W. Steele, Esq. JjwsteeleS@att.net
Eric T. Sanders, Esq sanders@frozenlaw.com

David Suggs, Esq dsuggs@attglobal.net

001284




Christiaan Marcum
843.727.6522 Direct Dial No.
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1837 CHUCK DAWLEY BLVD, BLDG-A, NT, PL,
Offizes alio in Barawell, SC & Charlesion, 5

Gregory A
Chilstiaan
0i

August 27, 2007

VIA FIRST CLASS MAIL AND EMAIL
Eric Rothschi
Pepper |
3000 T

Walter McBrayer Wood
phia, PA 19103-2799 Of Covansl:
o o A e
David L. Suggs (MN
Re:  State of Alaska v. Eli Lilly and Company ey

Case No.: 3AN-06-5630CIV
Dear Eric:

I am in receipt of your letter dated August 22™ regarding the database files recently produced
to you. Please allow the following to serve as responses to you questions regarding the same, The
responses are numbered as your questions were.

1 The data files listed are the original data files. We know of no others.

2 The data files are current through November 2006, No data has been generated for
2007.

3 The most likely reason for the lack of *Proc” codes for approximately 10% of the data
is that these are hospital claims. Hospitals generally do not submit claims with “Proc” or procedure
codes, but rather submit them with revenue codes. Other potentiel reasons for the lack of a “Proc”
code would be that some data had old unused codes, some codes were not submitted by physicians,
or some listings may have included denied claims.

4. The files you have listed in paragraph 4 do not all reflect
claims. The first three you have listed actually
The fourth file is the prescription claim file
prescription claim file for Zyprexa.

prescription medication
reflect medical claims associated with Zyprexa use.

for all anti-psychotic drugs. The fifth file is the

5. As noted above, the first three files listed in paragraph 4 are medical claim files. The
fourth file contains all Prescription claims for anti-psychotic drugs and the fifth file contains all such
claims for Z

yprexa. Asnoted above in paragraph 2, the data is current through November 2006,

6. The "D%ag.” and “Sec_Diag” fields are missing in JTC07.mdb and JS6H1204B
because they are prescription files and no diagnosis code is required. The other referenced files were
filtered to reflect anti-psychotic and Zyprexa use,

SASANT 5C 29484 P.0. BOX 1007, MT. PLEABANT §C 29455 PH: 843.727.6500

001285

Asren R. Oiny
Jorry Hudson Evans

Keaneth J, Wilsen
nd Arch Streets Rober & Weod

FAX: 843.216,5509 WWW.RPWB.COM
ATTORNEYS ALSO UICENSED I AZ €A, D5. FL. OA, , K+, W, i, 40, NC, MY, 1, US.VL W1 &y




The files referenced in your paragraph 7 do not have NDC codes because they reflect

mcdicallgmc:dums associated with the use of Zyprexa. Instead of NDC codes, they contain HCPC

procedure codes (a national standard).

8 As noted above in paragraph 5, the file JTCO07 contains all antipsyf:h(?ﬁc prescriptions
through November 2006 and the file JS6H1204B contains all Zyprexa prescriptions Lhn?ugh the
same time period. The other three files referenced in your paragraph 8 contain medical claims data
associated with Zyprexa use through the same time period.

9. The “Recip” (recipient) and “Orig_Recip” (original recipient) fields in these files
reflect a change in designation. The original recipient number and the recipient number were
necessary to identify individual users.

As to your reference to unanswered questions from your August 10" letter, I believe you
have now received my responses to those questions. I apologize that you did not receive that

correspondence by both email and U.S.P.S. as intended, but your email address was keyed in
incorrectly. I will, however, supplement those responses as follows, with numbered paragraphs

corresponding to yours.
3. You have been provided all database files received by our experts, and you received

them at approximately the same times. This includes the original de-identified data produced to you
in June, and the two sets of data produced to you in August.

6. The Alaska Medicaid population is essentially homogeneous, with approximately
95% ofrecipients being Caucasian, Data on gender has been requested, and will be provided to you
when it is received.

7 Data exists from 1989 to the present. However, according to the data managers, the
data existing prior to 1996 is corrupted, invalid and otherwise useless.

I trust these responses further addresses your questions regarding the data produced to you by
the State.

With kindest regards, I remain,

Sincerely yours,

% %bn"/stiaan Marcum

Matthew L. Garretson, Esq.
Joseph W. Steele, Esq,

Eric T, Sanders, Esq.

David Suggs, Esq.
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Pepper Hamilton 1LP

3000 Two Logan Square
Eighteenth and Arch Strects

Philadelphia, PA 19103-2799 Eric Rothschild, Esquire
215.981.4000 direct dial: 215-981-4813
Fax 215.981.4750 rothschilde@peppetlaw.com

August 30,2007

VIA EMAIL AND FIRST CLASS MAIL
Christiaan Marcum, Esquire

Richardson Patrick Westbrook & Brickman, LLC
1037 Chuck Dawley Boulevard

Building A

Mt. Pleasant, SC 29464

Re; State of Alaska v. Eli Lilly and Company
Case No: 3AN-06-5630CIV

Dear Christiaan:

1 am responding to your letters dated August 16, 2007 and August 27, 2007,
regarding issues with the State’s production of its Medicaid database. As you have
acknowledged, the letter dated August 16, 2007 was not received by Pepper Hamilton until
August 24, 2007 because of an email transmittal error by your office.

After representing to the Court that the State had produced its entire Medicaid
database to Lilly, and acknowledging that Lilly is entitled to all such data, your letters confirm
that the State’s production continues to be incomplete, and that the State is delaying the
production of a complete claims database to Lilly for as long as possible.

First, your August 27 letter represents that the only prescription drug
reimbursement claims data produced are for antipsychotic medications, including Zyprexa. See
Paragraphs 4, 5 and 8 of your August 27, 2007 letter. From our review of the file, JTC07.mdb, it
appears that there are some mental health medications other than anti-psychotics. (i.e., Xanax,
Valium). Please explain the criteria used to select claims for this file. In addition, please explain
why the State removed claims from the database for other medications, including non-mental
health medications, before producing the database to Lilly, and supplement your production with
all prescription claims data,

Second, after promising during our on-the-record meet and confer on
August 2, 2007 (see attachment), and in subsequent representations by Mr, Steele and Mr,
Garretson, that the State would disclose all data fields maintained by the State in its Medicaid
claims database, you appear to be reneging on that promise in your August 16 letter, In your

Philadelphia Boston Washiagton, D.C. Detroic New York Pituburgh

Berwyn Harmisburg Otange Counry Frinceton Wilmingron

wewpeppertaw.com
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Pepper Hamilton 1P

Christiaan Marcum, Esquire
Page 2
August 30, 2007

August 27 letter you advise that you will produce gender data, but do not mention other ﬁelt{s.
This is inconsistent with our discovery requests, and your promises. We have been, and continue
to be, asking for all fields maintained by the State in its Medicaid database. We }lngfsland that
some of the data fields maintained by the State may be found in enrollment or eligibility files.
To the extent that is correct, those files are part of the Medicaid claims database that Lilly has
requested, and we demand their production. Such production should include the reimbursement
number used for each unique Medicaid recipient in the claims data, until such time as the Court
rules on Lilly’s entitlement to other patient identification information. Additionally, please
provide us with exemplars of the forms (both current and historical) that are or were used to
apply for Medicaid in Alaska, and for submitting claims for payment, including but not limited
to claims for medication, services, procedures, medical supply, hospitalization, and medical
visits.

Third, you have represented in Paragraph 3 of your August 27, 2007 letter that the
claims submitted by hospitals do not have procedure codes, but rather revenue codes. However,
you have not provided us with a field for those revenue codes, which must be produced. In
addition, please advise what other fields for hospital claims are being withheld, including, but
not limited to any fields describing the services provided, and produce them immediately.

Fourth, you have previously advised that the State did not maintain any data prior
to 1996, Your August 27 letter reveals that, in fact, data from 1989-1996 does exist; however,
you now represent that the data prior to 1996 is “corrupted, invalid and otherwise useless,” Lilly
Would like to test that proposition itself. Please immediately produce all Medicaid data for the
1989-96 time period. This production should include all data fields maintained in the database,
including fields maintained in enrollment or eligibility data,

Fifth, you have advised that the following files “reflect medical procedures
associated with the use of Zyprexa™

JS06H1204_ZypMed]_1996-1999_DaveC.mdb:ZypMed1_1996-1999;

JS06H1204_ZypMed]_2000-2003_DaveC.mdb:ZypMed1_2000-2003;

JS06H1204_ZypMed|_2004-2006_DaveC.mdb:tb1S6H1204CExpanded.
August 27, 2907 Letter §7. Please advise what you mean by the phrase: “medical procedures
associated with the use of Zyprexa,” including what criteria were used to select claims to be

included in these files. Please also advise whether these claims overlap claims included in other
files produced by the State, Your letter also does not provide an adequate explanation for why
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Christiaan Marcum, Esquire
Page 3
August 30, 2007

cedure” or *HCPCS” codes (in the column mislabeled
offered by the State, that these files “were
» August 27 letter §6, makes no sense, and does

many of these files are missing “Pro
“NDC™, and diagnosis codes. The explanation
filtered to reflect anti-psychotic and Zyprexa use,
not explain the gaps in data.

Finally, in order to identify who the providers were for each claims entry, we need
complete provider identification lists The documents that the State has produced appear to be
from 1995 (ZYP-AK-01616 — 1675) and 1999 (ZYP-AK-00739 — 834), and apply to prescribers
only. We need provider identification numbers for all time periods and for all providers that
submitted claims, including doctors, hospitals, laboratories, and pharmacists.

Several documents in the production (e.g., ZYP-AK-00370, ZYP-AK-01023)
reference an electronic Provider Identification List that the Division of Health Care Services
makes available to providers on diskette. Please provide us with the most recent electronic
Provider Identification List, as well as all previous iterations of this electronic file, Please
provide these files in ASCII format.

As we have advised, we will be bringing these issues to the attention of the
Discovery Master through supplemental briefing, In the interim, however, we expect the State
will work to cure the deficiencies in its production.

Very truly yours,

£

Eric Rothschild

ER/awk

ce: Eric T. Sanders, Esquire
David Suggs, Esquire
H. Blair Hahn, Esquire
Brewster H. Jamieson, Esquire




tconf080207 . txt

JOSEPH STEELE ;
(Firm and address unknown)

MR. SUGGS: As Eric :
indicated in the letter or email,
the main purpose of this was to
talk about your July 25 letter
about our discovery responses, and
there we have four numbered items
to go through.

The first one was the
supplementation of the states
claims data.

MR. ROTHSCHILD: Yeah. Do
you mind if I start with that?

MR. SUGGS: O©Oh, sure.

MR. ROTHSCHILD: I think
probably the easiest way_to
proceed is for you to tell us what
you gave us; meaning, how did you
select which claims you would
produce and which fields for those
claims,

MR. SUGGS: Okay. Joe is
going to cover that.

MR. STEELE: We didn't. we
gave you the database, so

everything should be on there. In
other words, we didn't --

MR. ROTHSCHILD: oOkay. You
gave us -- I'm sorry.

MR. STEELE: We didn't take
anybody out of the -- as far as I
know, all of the data is on there.

MR. ROTHSCHILD: So clearly,
every --

MR. STEELE: Yeah.

A MR. ROTHSCHILD: We're
interrupting each other, guys.

MR. STEELE: Sorry.
Everything. In other words, we
haven't selected anything. All we
did was deidentify the database so
it wouldn't be -- you couldn't
trace it back to any particular
people. But, otherwise, my
understanding is you have all of
the data.

i MR. ROTHSCHILD: oOkay. So,
in other words, if there is
someone who was treated in

Medicaid for a heart attack or

cancer, doesn't have any

antipsychotics, they're in there
Page 2
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just as much as someone who took
antipsychotics?

MR. STEELE: Sure. IT
wouldn't make any sense,
otherwise. You can select and cut
and do whatever you want with it
we're trying to make it similar to
the way that this is usvally
studied, where, as {ou guys know,
you have done some looks at
Medicaid data, so we haven't
selected for you.

MR. ROTHSCHILD: Okay.

It appears to us_that we
don't have al] the fields that
might be available. You might
te?1 me I'm wrong, but things
1ike --

MR. STEELE: Not entirely
wrong. We have looked into it
since then. But go ahead and give

me the ones that you think you
don't have.

MR. ROTHSCHILD: And this is
not an exclusive list, but
certainly, for example, things
Tike age and gender are not on
there.

MR. STEELE: We can give you
gender. We've asked for that., we
expect to have it soon. I
can check on age.

MR. ROTHSCHILD: Race.

MR. STEELE: I don't think
we're ever going to have race
data. I can give you this
information.

In Alaska, the Native Health
takes care of the natjve
population, so our belief is that
there is no native population in
the Medicaid database. with
respect to non-white races, it
would be about three percent Asian
and three percent black, something

like that, but no specific race
data is available, I'm led to
believe.
. MR. ROTHSCHILD: Can you
just give us a Tist of all
available fields so we know what
we're getting and not getting?
MR, STEELE: Yes.
MR. ROTHSCHILD: Okay.

. MR. STEELE: So we're going
to give you the a%e data and list
of 211 available fields,

A Now, my understanding, too,
is that you do not have the pharma
data, meaning prescriptions that
went with the visits.

Page 3
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& Ko
¢ EMAIL Kibory Keeven Pinte
St i oy E. Richardsen, Jr.
P;;pc! Hamilton LLP 0. Regers
3000 Two Logan Square
Eighteenth and Arch Streets \
Philadelphia, PA 19103-2799 foward 4 ook
Robert §, Wood
Waiter MeBrayer Wood

Re:  State of Alaska v, Eli Lilly and Company
Case No.: 3AN-06-5630CIV

0f Counnel:

James K, Rion, Jr.
David L, Segge (MN & NY only)
Dear Eric:

Iam in receipt of your letter dated August 30", We will no longer engage in a letter writing
campaign with you since you insist on repeated and unfounded accusations and misrepresentations.
The better course will be formal discovery and motion practice. However, I must clarify a few
things below,

First, we agreed to have the August 2" conference call with you to discuss, among other
things, your concerns regarding the data the State produced to you in June, During that call, the
State agreed to consider your informal requests for further data and information relevant to that data.
Since that time, the State has provided you with supplemental data responsive to your informal
requests, and continues to endeavor to do so despite your repeated and insulting letters to the
contrary. This in spite of the fact that much of what you are now asking for was not covered in your
formal discovery requests, which generally seek information from 1996 to the present, with the
exception of medical records which you seek from the birth of any Medicaid recipient to the present.

Second, the State has not represented to the Court or to you that you have the State’s entire
claims database. Both our pleadings and correspondence are clear that we are continuing to provide
you further data as requested, The State has represented to you and the Court that it has provided
you with the Medicaid claims database that its experts are working with. If this is unclear to the
Court, we shall clarify any misunderstanding the Court may have on this. To the extent you have
misunderstood previous conversations with any representative of the State to mean that the State
would provide you all Medicaid data potentially at its disposal, that misunderstanding is of your own
making. To the contrary, the State has clearly and consistently maintained that it might have some
objection to producing the data you requested. See Transcript of August 2, 2007 conference. -
Notwithstanding this, the State has in fact provided you with everything that has been pulled from
the database to date, short of any information identifying individuals, As indicated in previous

data responsive to your pending requests will be provided as it is obtained,

ing that the State will review such data and reserves any and all objections to

the production of the same. In particular, a list of all available data fields should be available for
production to you this week. Beyond that, the State will do no more than it confirmed it would do

1837 CHUCK DAWLEY BLVD, BLDG-A, MT. PLEAS, 3
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2% teleconference or its previous correspondence, or asitis required to pursuant to its

on the August

obligations under the Alaska Rules of Civil Procedure or orders of the Court.

It is clear that your letters are less about data than they are about fabricating a record of
alleged delays by the State in discovery, and thus they will no longer get responses unless necessary
to correct some factual inaccuracy for the Court. The State will no longer give you the courtesy of
responding to your informal requests for information if they are going to be met with such
belligerence and distortion. If you feel the State has not responded to a formal discovery request,
then file 2 motion, If you seek information beyond your pending discovery requests, then serve
nal ones. Except as indicated above with regard to the data the State has previously agreed to
provide, there will be no more responses to your letter requests for information far beyond the scope
of your initial discovery requests, which were aimed at data related to Zyprexa prescriptions and
Medicaid recipients covered by the State’s claims, but have now mushroomed into & demand for the

Medicaid claims database. Your motive is clearly not a search for relevant data, but a never-
ending ploy to create further delay of your own making in an effort to postpone the current trial date.

al

Finally, let me point out the irony of the shrill tone of your letters and clarify the record on

her point. Though the record clearly demonstrates the State’s continued cooperation in

ng you discovery responses to both formal and informal requests, you continue with this

“parade of horribles” regarding the State’s alleged shirking of its discovery obligations. However,

you have yet to provide a single document responsive to the State’s discovery requests. Not one. I

note that David Suggs emailed you on August 28 regarding certain documents you agreed to
produce. Please advise when you intend to comply with your discovery obligations,

With kindest regards, I remain,

hristiaan Marcum

Matthew L, Garretson, Esq.
Joseph W. Steele, Esq.

Eric T. Sanders, Esq.
David Suggs, Esq.
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA
THIRD JUDICIAL DISTRICT AT ANCHORAGE

| STATE OF ALASKA,
Plaintiff, [
v J

ELI LILLY AND COMPANY, | Case No. 3AN-06-05630 CI

Defendant. J
DEFENDANT ELI LILLY AND COMPANY’S
REPLY TO ITS MOTION REGARDING ITS APPLICATION FOR A
COMMISSION TO ISSUE A SUBPOENA AND SUPPLEMENTAL
BRIEF IN SUPPORT OF ITS MOTION TO COMPEL DISCOVERY

I. INTRODUCTION'
Since Lilly filed its Motion to Compel on August 6, 2007, the State has migrated
;‘ from delay to denial regarding the production of its Medicaid database. Because its case is
‘: based almost entirely on its proposed comparison of diabetes incidence rates between Alaska
Medicaid recipients who used Zyprexa and a control group who did not, the State

acknowledged that Lilly was entitled to its entire Medicaid claims database: “it wouldn’t

i 'Lilly acknowledges that it is somewhat irregular to combine its Reply to its Motion for

‘ Application for Commission to Issue Subpoena with a Supplemental Briefing regarding its

I Motion to Compel. However, because these two pleadings share common facts and

| arguments, Lilly believes it is the most efficient way to present these issues to the Discovery

i Mgslcr. In addition, in order to adequately brief the issues in dispute and provide the
Discovery Master with complete information and concrete examples of the discovery issues
at play, Lilly submits that it has good cause to exceed both the page and exhibit limits as
outlined in July 30, 2007 Supplemental Scheduling Order.
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| make any sense otherwise.”® However, the State has not produced its entire Medicaid claims
| database, and, in its Opposition to Defendant Eli Lilly’s Motion and Memorandum in
' Support of its Application for a Commission to Issue a Subpoena (“Plaintiff’s Opposition to
| Commission”), is now taking the position that Lilly is not entitled to the complete database
|
‘|‘ production, whether from the State or its database administrator, First Health. Accordingly,
} Lilly submits this Reply to Plaintiff’s Opposition to Commission, and also supplements its
|
% Motion to Compel, to further document the State’s efforts to frustrate Lilly’s attempts to get a
full database production, and urge the Discovery Master to break the impasse by ordering the
State to provide Lilly direct access to its Medicaid database.” Through this combined filing,
| Lilly also supplements its argument in support of discovery of medical records.
II. BACKGROUND
The key extant facts regarding the State’s database production are these: (1) the
| State has proposed to prove its claim through statistics gleaned from its Medicaid database;

(2) the State has previously acknowledged that Lilly’s defense requires it to have that entire

database (sans patient identifying information); (3) the State has not produced a complete

"TranscFipt of August 2, 2007 Meet and Confer Conference Call (“Meet and Confer

Transeript”) at 5 (Exhibit D to Lilly’s Motion to Compel Discovery (“Lilly’s Motion to
Compel”), dated August 6, 2007).
“Lilly ?d\fised the State on August 30, 2007, prior to receipt of Plaintiff’s Opposition to
Commission, of its intention to file supplemental briefing in support of its Motion to Compel
and _offered to request a postponement of the September 11, 2007 hearing on the pa.rtics:
i\(;lc::iznpsré; o(;:TPeI in order to allow the State time to respond. The State has not responded

Defendant Eli Lilly & Co.’s Reply to Its Motion Re Its A issil
3 pplication for a Comm
;sue a Subpoena and Supplemental Brief in Support of Its Motion to Compel Sisslg:v;?-
late of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 Cn 7 Page2 of 19
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| Requests for Production of Documents on the State. Lilly sought documents and information
I about Zyprexa prescriptions allegedly induced by Lilly’s misconduct, and medical treatment
|

| of Zyprexa-related injuries reimbursed or paid for by the State, as well as all medical records

| of the patients associated with these claims.

|| Proofs, in which it stated that it will prove its case “through expert testimony based on
| scientifically derived statistical evidence of Zyprexa’s effect upon the State’s Medicaid
| population and the damages the State has sustained as a result of Lilly’s actions.” In that

| filing, the State disclosed that “[tlhe methodology that the State will use in this case is

; database. including enrollment data and most pharmacy data, which are essential to any
!
: T
analysis of disease incidence and treatment costs; and (4) the State now denies Lilly’s
entitlement to the entire database, making non-judicial resolution of the issue unlikely.

The facts relating to the database production are as follows:

1. On February 14, 2007, Lilly served its First Sets of Interrogatories and

On March 1, the State filed its Memorandum Describing Its Claims and

comparable to that reported in a recently published study,” Guo, et al., Risk of Diabetes

Mellitus Associated With Atypical Antipsychotic Use Among Medicaid Patients with Bipolar

‘See generally Lilly’s First Sets of Interrogatories and Requests for Production of

Eocum]cnts, encompassed within the State’s responses (Exhibits A and B to Lilly’s Motion to
“ompel).

*PI’s Memo. Describing Its Claims and Proofs, March 1,2007, at 2.

Defendant Eli Lilly & Co.’s Reply to Its Motion Re Its Applicati i
pplication for a Commissi
Issue a Subpoena and Supplemental Brief in Support of Its Motion to Compel ll)sissgv::'y

State of Alaska v, Eli Lilly and Company (Case No. 3AN-06-05630 CT) Page3 of 19
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it provides through its Medicaid program,” including “information concerning the diagnosis

| Requests for Production. Tts responses stated that it would provide in electronic form data

6
- A Nested Case-Control Study, Pharmacotherapy (Vol. 27 No. 1 January 2007).

The State represented that it maintains an “immense database” of information on the benefits

and treatment of all recipients.”’ The State represented that:

by comparing the group of Medicaid recipients who took Zyprexa
against similar, properly controlled groups who did not take Zyprexa,
the State can measure the increased incidence of diabetes in users of the
drug, and thereby prove the number of diabetes cases within the
Medicaid population that are directly attributable to Zyprexa. From its
records, the State also can accurately calculate the increased costs it
already has incurred to provide care for Zyprexa-related diabetes, and it
can project the extra costs it will incur in the future to provide care for
Medicaid recipients who developed diabetes and diabetic complications
as a result of consuming Z.yprcx:l.x

On April 23, the State served its responses to Lilly’s First Interrogatories and
“from which Alaska is extracting the comparative data which will substantiate its claims.”®

The data referred to is Alaska’s Medicaid database.

s ; 7
1d. at 10. This study (“Guo Study™) is attached as Exhibit A to PI’s Memo. Describing Its
Claims and Proofs.
Id. at 6.
¥1d. at 7.
SSee generally PI's Responses to Def’s First Sets of Int tori d R

‘ ol Interrogatories and Requests for
_Pr;)ductxgn ole;;:uments. The State also said that to the extent Lilly’s requests seek
information related to the State’s damages, its response will be
S e iy jol supplemented and made as

Defendant Eli Lilly & Co,’s Reply to Its Motion R icati
; e Its Application for a Commissi
Issue a Subpoena and Supplemental Brief in Support of Its Motion to Compellnlllsissl::v:;y

State of Alaska v. Eli Lilly and Company (Case No, 3AN-06-05630 Cn Paged of 19
0
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4 On June 8, the State served its First Supplemental Responses to Lilly’s First

Set of Requests for Production, which included the first iteration of its Medicaid database

production. "’
On July 12, the Court held oral argument on the State’s Memorandum

| Describing Its Claims and Proofs. Concerning its production, the State represented that “we

| : T sl l
| have given them the Medicaid database.’

6. The State had not, in fact, made a complete production of its Medicaid
| database. The June 8, 2007 production contained 17 tables containing claims data. The data
‘ did not contain any coded patient identifier that would allow specific patients’ claims history
“ to be tracked over time, an essential component of any epidemiological study of disease

12

| incidence. The production also did not identify what prescription medications were

| reimbursed, by medication name or NDC number, so Lilly had no way of identifying claims
|

i for Zyprexa use, or for any other medications. The State also did not produce patient fields
| : gt SR 3 -
such as gender and enrollment date, which are necessary to epidemiological studies using

claims databases.”® This information is likely maintained in enrollment records, which have

‘ not been produced by the State.
I

|
| "°See PI’s First Supplemental Responses to Def’s First Set of Requests for Production of
| Documents at 2 (Exhibit C to Lilly’s Motion to Compel Discovery, containing the written

lortion of PI’s supplemental responses).

, Transcript of Oral Argument, July 12, 2007, at 74 (Exhibit G to Lilly” i
i gt y (Exhibit G to Lilly’s Motion to Compel).

BSee id. at 28-29.

Defendant Eli Lilly & Co.’s Reply to Its Motion Re Its A issi
pplication for a Commissi
Issue a Subpoena and Supplemental Brief in Support of Its Motion to Compel Dis:o"v:‘:y

State of Alaska v. Eli Lilly and Company (Case No, 3AN-06-05630 Cn Page 5 of 19
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7. Lilly sought to meet and confer concerning deficiencies in the State’s
| responses to Lilly’s discovery, including issues related to the Medicaid database. As a
| condition of participation, the State demanded a letter identifying Lilly’s discovery issues,
;\\hich Lilly provided." In that letter, Lilly described the absence of patient identifier
‘ information, the absence of any fields identifying what prescription medications were being

| reimbursed, and the need for the State to “provide Lilly with a list of all of the data fields

[ : . 15 111y
maintained by the State so that Lilly can select which ones are necessary.”~ Lilly also made

| clear that “the State’s claims data production cannot be limited to entries for Zyprexa users
|

J only,” and that it needed “access to the State’s full Medicaid database during the relevant
years,”'

On August 2, the parties conferred concerning the State’s discovery responses
and, at the State’s insistence, the discussion was recorded. In that conference, the State
agreed that, other than the removal of patient identifying information to protect the

confidentiality of individuals, Lilly was entitled to all data regarding all Medicaid claimants

and claims, and represented that it had been produced: “all of the data is on there.... In other

words, we haven’t selected anything. All we did was identify the database so it wouldn’t

be—you couldn’t trace it back to any particular people. But otherwise, my understanding is

::Exhibil A, July 25, 2007 Letter from E. Rothschild to E. Sanders.
1d at 1-2.
Id. at 2.

Defendant Eli Lilly & Co.’s Reply to Its Motion Re Its Appli i
cation for a Commi:
Issue a Subpoena and Supplemental Brief in Support of lIJtl; Motion to Com;xlnbsissl::v:‘:y

State of Alaska v. Ell Lilly and Company (Case No. 3AN-06-05630 (6i)) Page 6 of 19
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| vou have all of the data.”"” Lest there by any confusion that its request was limited to only

| Zyprexa users or only antipsychotic users, counsel for Lilly confirmed “[s]o, in other words,
|

e ~ e ~, »
| if there is someone who was treated in Medicaid for a heart attack or cancer, doesn’t have

W ’ ;
| any antipsychotics, they’re in there.”'® The State responded: “Sure. It wouldn’t make any

| sense, otherwise.”® The State further told Lilly that it would resolve, or investigate,
:! deficiencies raised by Lilly, including: a list of all available fields; prescription (and
i!\ prescriber specialty) data; procedure codes for blank entries; and data extending back to
4’ 1991.%°
[V
I
|

|

’( requests concerning the State’s Medicaid claims database and the medical records of patients

9. On August 6, Lilly filed its Motion to Compel Discovery, which addressed its

allegedly injured by Zyprexa.*'
10. On August 7, Lilly wrote to the State to reiterate its requests for data and
’ information discussed during the parties’ August 2 conference, and another discussion later

‘ that day, including the list of fields maintained by the State.?*

:Z}\‘}cc! and Confer Transcript at 4-5.

rd. at 5.
274, at 7-10, 21-24. Regarding the timing of such supplementation, the State reported its
understanding that a top Alaska Medicaid official may be vacationing and therefore
unavailable to provide clarity, but stated its intention to respond by the end of the following
yyeek. /d. at 26, 53-54.

,See Lilly’s Motion to Compel.
MAugusl g 20_07SLctter frcfgrp E. Rt])thschild to J. Steele (Exhibit C to Lilly’s Motion and
emorandum in Support of Its Application for a Commission to Is “Lilly’
Motion Re Subpoena®), dated Augggt 28, 2007). o lisuea Sibrans (L

Defendant Eli Lilly & Co.’s Reply to Its Motion Re Its Appli issi
z pplication for a Commission to
Issue a Subpoena and Supplemental Brief in Support of Its Motion to Compel Discovery

State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 Cn Page 7 of 19
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11. On August 9, during another discussion concerning the State’s database,
| which Lilly summarized by letter dated August 10, Lilly confirmed the State’s promise, that
‘ Dave Campana, an Alaska Medicaid official, would address several outstanding issues,
‘; including identification of all files, when he returned from vacation on August 208

12. On August 10 the State produced new database files to Lilly.

13. On August 15, the State responded to Lilly’s Motion to Compel Discovery,
‘ representing to the Court that it had provided Lilly with “a useful claims database on June 8,

24

2007.”"" The State also represented that Lilly “has received or will be receiving shortly the

information it claims it needs to make the database complete.™

14. In fact, Lilly has not received the information needed to make the database
complete. The State’s August 10 production consists of 21 tables: (1) 16 tables appear to be
‘mcdicul claims from 1996 through November 2006 (the “Medl” tables); (2) 3 tables

represented by the State to reflect medical claims associated with Zyprexa use (the

| “ZypMed” tables)*; (3) 1 table represented by the State to reflect prescription claims for “all

{
| antipsychotic drugs” (the “Zyprex1” tables)’; and (4) 1 table represented by the State to

[
| ®August 10, 2007 Letter from E. Rothschild to M. Garretson at 2 (Exhibit D to Lilly’s
gxflolion Re Subpoena).
2;Pl’s Response to Def’s Motion to Compel Discovery at 5, 7.
1d. at 8 (emphasis added).

*August 27, 2007 Letter from C. Marcum to E. Rothschild at 1 4 (Exhibit F to Lilly’s Motion
ge Subpoena).
Id.

Defendant Eli Lilly & Co.’s Reply to Its Motion Re Its Appli issi
pplication for a Commissi
él;s’e il;bpoena and Supplemental Brief in Support of Its Motion to Compel Di;::v::y
tate of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 Ccn Page 8 of 19
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contain “all such claims for Zyprexa” (the “JTC07” tables).”® Lilly asked Beth A. Virnig,

Ph.D., an expert epidemiologist retained for this case, to examine the August 10 database

| production for completeness. Her conclusions are set forth in the affidavit attached as

Exhibit B.”

15. Among the deficiencies in the August 10 database production identified by

| Dr. Virnig are:

the production does not contain data typically included in enrollment or

eligibility fi such as benefits recipients’ race, gender, basis for
i e x4 : iz 7, 30

Medicaid eligibility, time on the Medicaid rolls, and other insurance;

hospital claims are missing revenue codes, procedure codes, and a
. . . 3
complete recording of diagnosis codes;

the State’s production of pharmaceutical claims includes only
antipsychotic medication, and some other mental health medications
(selected with some undisclosed criteria), but no non-mental health
medication;*

the State’s production does not include data for claims prior to 1996;”

The Med! claims appear to be incomplete, as measured by the number
of unique participants recovered in the claims data as compared to total
enrollment.**

%14 at 5.

,l ’qf;xhib'il B, f'\fﬁdavil of Beth A. Virnig, Ph.D (“Virnig Aff)). Dr. Virnig will have her
9otﬁda\'u notarized upon her return from overseas travel.

| °Id. at {D.2.

*'d at 9YD.6-D.8.
*Id at§D.9.

®Id. at §D.13.
*Id. at{D.5.

Defendant Eli Lilly & Co.’s Reply to Its Motion Re Its Applicati issi
5 pplication for a Comm
Issue a Subpoena and Supplemental Brief in Support ol‘l& Motion to Compel Il)siif:vg:'y

State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 CT) Page 9 of 19
of
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il State aQ
16. An examination of the line items in the database files that the State has

produced confirms that the production is incomplete. The State has represented to Lilly that

the 16 Med] database tables contain all medical claims (i.e., doctor’s visits, hospitalizations,

g 35 k Q 2 alg e QP >
| procedures) that the State has paid from 1996 through 2006. The State has also represented

| that the 3 ZypMed database tables represent the “medical claims associated with Zyprexa

use.”*® Accordingly, the 3 ZypMed tables should be nothing more than a subset of the 16

Med] tables. Put another way, each line-item in the ZypMed tables (Zyprexa-related

| medical claims) should also be contained in the Med1 tables (all medical claims).

To test whether this was the case, and that these tables actually reflect what

the State claims they reflect, Lilly’s attorneys compared the Med] and ZypMed entries for

five patients. This comparison revealed that the Medl tables are not complete and do not

| reflect all medication claims because, for each one of these patients, the ZypMed tables

contained unique entries not found in Medl. For example, the ZypMed tables for the patient

| identified as 130926 contains 583 more entries than the Med! tables for the same patient.”’

I The ZypMed tables for patients 32260, 5173 1, 74058, 173585 each contain 46, 29, 19 and 2

|
l!
[1

|

35

':S'c'e August 22, 2007 Letter from E. Rothschild to M. Garretson at 99 1-2 (Exhibit E to
Lilly’s Motion Re Subpoena); August 27, 2007 Letter from C. Marcum to E. Rothschild at
9 1-2 (Exhibit F to Lilly’s Motion Re Subpoena).

| **1d, at g 4.

*"The cl_uarts at.tache.d collectively hereto as Exhibit C reflect the analysis described above for
one claimant, identified as 130926. Chart | reflects this claimant’s Med] entries. Chart 2

rcﬂ_cc!s !bis claimant’s ZypMed entries. Chart 3 reflects the entries associated with this
claimant in ZypMed which do not appear in Med|.

Defendant Eli Lilly & Co.’s Reply to Its Motion Re Its Appli i
pplication for a Commissi
Eue 4 Subpoena and Supplemental Brief in Support ol'l!l; Motion to Compel l?)siss::vg:'y
te of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 CI) Page 10 of 19
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more entries than their Med] tables, respectively. The only conclusion is that the Med] files

are incomp! certainly for Zyprexa users, and most likely for non-Zyprexa users as well.

17. Lilly notified the State of deficiencies and asked that they be cured in letters

| dated August 22 and August 30.™

[ 18. Lilly took two other steps to address the database production problems before

| seeking court intervention. First, on August 8, it noticed a Rule 30(b)(6) deposition of the

| State, which included among its topics of inquiry the process by which a claim is submitted
-‘_ to and paid by Alaska, and the content of the Medicaid claims database.”’ Second, Lilly
; prepared a subpoena to First Health, the State’s pharmacy benefits manager, and
[“ administrator of its Medicaid information system, seeking, among other things, the complete
1‘ Alaska Medicaid database. The State advised that it opposed Lilly’s application for a
|

|i commission to issue this subpoena. The parties agreed that the scope of the subpoena would

| be decided by the Discovery Master. On August 28, Lilly served its Motion and

[
| Memorandum in Support of its Application for a Commission to Issue a Subpoena to First

‘{ Health Services Corporation. Lilly’s motion sought, among other things, a copy of the entire

‘l; claims database for Alaska Medicaid recipients from First Health.*’

38
| ~August 22, 2007 Letter from E. Rothschild to C Marcum (Exhibit E to Lilly’ i

: 07 ; y’s Motion Re
| 3Sgu‘bpc?cr_m); E)’(hlAbll D, August 30, 2007 Letter from E, Rothschild to C. Marcum,
2(%§;h1bn E, Notice of Rule 30(b)(6) Deposition of Plaintiff State of Alaska, dated August 8,
“See Lilly’s Motion Re Subpoena.

Defendant Eli Lilly & Co.’s Repl, i icati
5 y to Its Motion Re Its Application for a Commissi
Issue a Subpoena and Supplemental Brief in Support of Its Motion to Compe?giss?:v::‘:-y

State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 Cn Page 11 of 19
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19. The State has sent correspondence to Lilly on August 16, August 27,

| September 4, and September 5 responding to Lilly’s questions about the database. In the

i August 16 letter, the State reneged on its promise to have Dave Campana answer Lilly’s
questions, including such topics as the fields maintained by Alaska, upon his return from
vacation, advising that, instead these questions would be answered in the Rule 30(b)(6)
dcposilion.“ In the same letter, however, it refused to produce a witness on the date noticed,
and ultimately postponed the deposition until September 18 and 19. By this maneuvering,
the State continued to delay the time when Lilly can get a full database production and

| answers to all of its questions.” In the August 27 letter, the State represented that the 16

Med! files represent all “original data files” for medical claims during the period from 1996

to November 2, 2006.*

20. The State’s September 4 letter discards any pretense of cooperation in favor of

| defiance. It now admits that it has not provided the State’s entire claims database and, in

| complete contradiction of its representations to the Court and Lilly that it would receive the
I

" “'August 16, 2007 Letter from C. Marcum to E, Rothschild (Exhibit G to Lilly’s Motion Re
4S’ubp()cna). This letter was not received until August 24 because of an email transmittal error.,
“By letter dated September 5, 2007, the State provided seven pages of computer printouts
represented in the cover letter to be a list of available data fields from the Medicaid claims
database (attached hereto as Exhibit F). The letter does not clearly indicate whether it is a list
| of all available fields; and it appears that, at a minimum, it does not include fields that are
likely maintained in enrollment records, such as gender, race, and dates of participation.
Moreover, most of the fields listed are not included in the Access tables produced to Lilly.

“August 27, 2007 Letter from C. Marcum to E. Rothschild at 1 (Exhibit F to Lilly’s Motion
Re Subpoena).

Defendant Eli Lilly & Co.’s Reply to Its Motion Re Its Applicati i
plication for a Commission to

Issue a Subpoena and Supplemental Brief in Support of Its Motion to Compel Discovery

State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 (61} Page 12 of 19
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44 . .
| information it needs “to make the database complete,”" it now argues that it never

The State never describes

. . : 45
represented that it would provide the entire claims database.

what components of the database it continues to withhold, making resolution of this dispute

even more difficult.

21. On September 5, 2007, the State filed its response to Lilly’s Motion and
| Memorandum in Support of Its Application for a Commission to Issue a Subpoena.’® There,
| the State admits that it has only produced “certain data from that database,” but argues that it

has not agreed to produce the entire database, and had reserved the right to object to such
production.” It never describes what criteria were used to select the data produced to Lilly,
nor does it describe what aspects of the database it objects to producing. It opposes a
| commission for subpoena to First Health on grounds of relevance and privacy.
III. ARGUMENT

A. The State’s Production of Its Medicaid Claims Database Is Materially
Deficient.

The State has not provided the complete database it promised, and its shifting

| representations suggest that it cannot be relied upon to do so. The State’s initial database

f:P.l's'R_csponsc to Def’s Motion to Compel Discovery at 8.
I 4;l;.\:hxbn G, Sepz.ex_nbcr 4, 2007 Letter from C. Marcum to E. Rothschild at 1,
See P.l s Opposition to Def’s Motion and Memorandum in Support of Its Application for a
7C(;)Onzxmssu;m to Issue a Subpoena (“PI’s Opposition Re Subpoena”), dated September 5
2007. i
“'1d. at 2-3.

Defendant Eli Lilly & Co.’s Reply to Its Motion Re I
- ts Application for a C i
Issue a Subpoena and Supplemental Brief in Support or}l)t': Motion to Con‘:;llnli)sigsl:;,v:?'y

State of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 (6)))] Page 13 of 19
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production on June 8 did not, as the State represents, constitute a “useful” Medicaid database;

if the State persists in this position, its own experts should be limited to using these data for
their expert reports. While the second production addresses some defects from the first,
material gaps remain and impede any meaningful analysis of disease incidence and health
care costs.
This is demonstrated by the very study that the State touts as a model for its
| analysis. The Guo Study used enrollment data, including for potentially confounding patient
characteristics such as gender.*® The State, however, failed to produce its enrollment data.
The Guo Study also uses non-mental health medications to score disease incidence, and

? The State has also not produced

account for potentially confounding diabetagenic agents.*

| such claims data. Whether or not the methodology laid out in the Guo article could satisfy

| the State’s burden on causation, the State certainly cannot justify stripping data out of its
| records that is required for that method.

Moreover, as the Virnig affidavit explains, and as further exemplified by the

| findings described in paragraph 16 above, the production of medical claims data remains

| incomplete, both in terms of the quantity of unique users reported and in terms of the

RN ORI
::See Guo Study at 28-29; see also Virnig Aff. at {D.3.
See Guo Study at 30,

Defendant Eli Lilly & Co.’s Reply to Its Motion Re Its Applicati
¥ pplication for a Commis:
Issue a Subpoena and Supplemental Brief in Support of Its Motion to Compel Dii?:v:‘;y
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0

001307




Telephone 9

sdad S asthi e the cage>! "Thi
| substantive information prm‘ldc:d.’(J Indeed, the State concedes this to be the case.”” This
U discrepancy in numbers of users undercuts the validity of the State’s statistical endeavors,

i .
| while the absence of complete diagnosis, procedure, and/or revenue codes hides from Lilly a

Il clear view of the patients upon which the State rests its allegations.

[ Finally, the State has not produced data prior to 1996, which is also necessary to

| Lilly’s understanding of the full medical history of patients for whom Zyprexa-related
| )

‘ injuries are claimed.”> The State has acknowledged that such data exist and has not disputed

gt Lilly has

| its relevance, claiming that data is “corrupted, invalid and otherwise useless,
|
U
| communicated to the State that it should produce the data and allow Lilly to test the

5

reliability of the data.’* The State has not responded to this request.

B. Lilly Is Entitled to a Complete Production of the Medicaid Claims
Database.

| In its September 4, 2007 letter and its Opposition to Lilly’s Motion in Support of Its
e emagh e
| Application for a Commission to Issue a Subpoena, the State has staked out a new position: It

| argues that Lilly is not entitled to production of its complete claims database, whether

| produced from the State or subpoenaed.

" Vimig Aff. at {D.2, D.5, D.6-D.8.

I *'Exhibit G, September 4, 2007 Letter from C. Marcum to E. Rothschild; PI’s Opposition Re

Subpoena.

fzSee Virnig Aff. at § D.13.

| ;jAugust 27,2007 Letter from C, Marcum to E. Rothschild.
~August 30, 2007 Letter from E, Rothschild to C. Marcum.

Defendant Eli Lilly & Co.’s Reply to Its Motion Re I
5 ts Application for a C issil
gsaue a il;bpoenﬂ and Supplemental Brief in Support ofll)g Motion to Cor:;?lll;i?g;véo
te of Alaska v. Eli Lilly and Company (Case No, 3AN-06-05630 I ry Page 15 of 19
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This dramatically reverses the State’s position of only a month ago. As set forth in

Section I1 above, Lilly explicitly demanded a production of the State’s database no later than

in its July 25 letter,”* and the State acknowledged that Lilly was entitled to the complete

sroduction: “it wouldn’t make sense otherwise.”® The State also represented to the Court
| production:

that it was providing the information “to make the database complclcﬁ"‘7
The State has never tried to justify its data stripping operation. It has not identified
the criteria by which it selected the data produced, nor asserted objections to producing any
particular data. The criterion is not, as the State suggests in its Opposition to Commission,
simply whether the claimant used antipsychotics, as the State has produced data in the Med]
files for claimants other than antipsychotic users, and it has not produced all claims for
| antipsychotic users; for example, it has stripped out non-mental health medications.
Whatever the State’s criteria for selecting data for its experts, such criteria should not limit

| Lilly’s investigation of disease incidence and health care costs. As a practical matter, the

| **The State is correct that Lilly’s first set of discovery requests focused on information

| relating to Zyprexa users. However, these requests are supplemented by Lilly’s July 25

| letter, and the State’s subsequent acknowledgment that Lilly is entitled to the complete

f database. Moreover, the database is deficient even when limited to Zyprexa users; for
cr?'amplc, it does not fully disclose their other medication uses. In addition, the subpoena to

First Health explicitly seeks the full database, putting to rest any argument that Lilly has not

| :gqueslcd the full database.

I ;Mecl and Confer Transcript at 5.

. 'PI’s Response to Def’s Motion to Compel Discovery at 8.

|

Defendant Eli Lilly & Co.’s Reply to Its Motion Re Its Applicati issi
2 pplication for a Comm
gsue a Subpoena and Supplemental Brief in Support of Its Motion to Compel Il)sissl:onv:::
ate of Alaska v. Eli Lilly and Company (Case No. 3AN-06-05630 CI) % Page 16 of 19
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301 West

only way to make sure that Lilly gets all data that it and its experts need is to make the full

database available to it.

C. Lilly Must Be Permitted to Retrieve Relevant Information Directly from
First Health.

In light of the State’s repeated failings at production, supplementation and
clarification, and its shifting positions regarding what it is required to produce, Lilly now
seeks from the Court an Order permitting it to procure the relevant data directly from First

| Health, which has managed Alaska’s Medicaid Management Information System and
| provided other Medicaid-related services. As the sequence of events outlined in Section II
| above demonstrates, the intermediary role of the State and its counsel is not advancing this
| case. Both parties will benefit from Lilly being able to extract the data its experts need
| directly from the source, rather than continuing the unsatisfactory back and forth that has
| taken place to date.

Accordingly, Lilly seeks the Court’s authorization to retrieve data from First
Health, with the assistance of Lilly’s experts and computer forensic examiners or other
information technology specialists, while working with the State and First Health to maintain

| patient confidentiality. As regards the State’s objection to the Commission on HIPAA and

privacy grounds, that argument is no more availing in opposition to the subpoena to First

| Health than it was when raised in response to Lilly’s Motion to Compel Discovery from the

| State. As the State recognizes, HIPAA regulation 45 C.F.R. §164.512(e) permits HIPAA

Defendant Eli Lilly & Co.’s Reply to Its Motion Re Its Applicati issi
cation for a Comm
Issue a Subpoena and Supplemental Brief in Support ol‘l[,g Motion to Compel ]l)s{;g:v:c:'y

State of Alaska v. Eli Lilly and Com, g
{ ly tpany (Case No. 3AN-06-05630 CT) Page 17 of 19
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| Lilly requested in its Motion to Compel.

orotected information to be disclosed subject to an order by the Court, which is exactly what

Lilly has also agreed that the information can be
produced subject to the Protective Order entered in this case.

Even if the Discovery Master rules against Lilly’s request for patient identifying

| information, Lilly still seeks direct access to the database so it can select—without

interference by the State—the de-identified information it requires to be produced.

D. Lilly Requires Medical Records to Investigate the State’s Claims.

In addition to the database problems, Lilly’s need for medical records from the

‘ State, or its cooperation in procuring them, remains unmet. As Lilly explained in its Motion

to Compel, Lilly is entitled to discover and defend the case on an individualized basis, which

necessitates discovery of medical records and prescriber testimony. In addition, as the Virnig
Affidavit makes clear, medical records provide crucial context for claims data: among other

| things, they shed light on diabetes risk factors not recorded in claims data; they reveal

information about relevant medications, diagnoses, and procedures prior to Medicaid

| enrollment (or in between periods of coverage); and they illustrate the medical outcomes of

58

patients post-diagnosis.

*8See Vimig AfF. at §J E.1-E.6.

Defendant Eli Lilly & Co.’s Reply to Its Motion Re Its Applicati i
pplication for a Commis:
Issue a Subpoena and Supplemental Brief in Support of Its Motion to Compel Dissl::v:y
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1V. CONCLUSION

For the foregoing reasons, and those set forth in Lilly’s Motion to Compel, its
Reply Brief in Support of Its Motion to Compel, and its Motion and Memorandum in Support
requests that the Discovery

of Its Application for a Commission to Issue a Subpoena, Lilly

Master enter Orders in the forms attached to its Motions.

DATED this 7th day of September, 2007.

Attorneys for Defendant

PEPPER HAMILTON LLP

Andrew R. Rogoff, admitted pro hac vice
Eric J. Rothschild, admitted pro hac vice
3000 Two Logan Square, Suite 3000
Philadelphia, Pennsylvania 19103-2711
(215) 981-4000

" Brewster H. Ja\{){icson, ASBA No. 8411122
Andrea E. Girolamo-Welp, ASBA No. 0211044

a copy of
elivery on

Telephor
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Eric Rothschild
direct dial: 215-981-4813
rothschilde@pepperaw.com

July 25,2007

AND EMAIL

Feldman, Orlansky & Sanders
500 L Street
Suite 400
Anchorage, AK 99501-5911
Re:  State of Alaska v. Eli Lilly and Company
Case N AN

Dear Eric:

] am responding to your email of July 18, 2007 to Brewster Jamieson, regarding
our suggestion that the parties engage in a meet and confer about both parties’ discovery

respon: It has been our experience in the Zyprexa litigation that such discussions — which
have not occurred in this case — have helped narrow disputes between the parties, including for
requests similar or identical to some of those pressed by the State in its motion. For example,
Lilly has reached agreements with plaintiffs in other cases on the scope of call note production
and identification of sales representatives, We expect that we can have productive discussions
about those issues in this case, as well as other issues raised in your motion. You may be correct
that a conference call will not resolve all our disagreements, but it will be worthwhile to resolve
or narrow as many as we can. The Alaska Rules of Civil Procedure require the parties 1o make

this effort, and we owe it the Court 10 do so.

Lilly would also like 1o meet and confer regarding deficiencies in the State’s
responses 1o Lilly’s discovery, before it files its own motion to compel. Those issues include,
but are not limited to:

Supplementation of the State’s Claims Data

The State must provide Lilly with a list of all of the data fields maintained by the
State so that Lilly can select which ones are necessary for its own analysis. The claims data
produced on June § lacks numerous fields of information necessary to render it comprehensible
and usable by Lilly. There is no unique patient identifier that would allow Lilly to track the
products and services provided 10 a Medicaid recipient over time. There is no information about
what medication or service was reimbursed. Lilly cannot tel]l whether the claims entries

Philadelphis Washingion. D.C Detrain Rew York Pittsburgh

Berwrn Harrisburg Orange County Frinceton Wilmington

EXHIBIT

ww. pepperlaw.com

A
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Pepper Hamilton i

sroduced include only Zyprexa prescriptions or all mental health medications used over lim.c by
Zyprexa users, including other antipsychotics. There is no information about other medications,
! eatment of diabetes. All of this information will be necessary for Lilly’s

There are likely many other fields maintained by the State that
ded in its production. Lilly will also need a key to
that it can make an informed decision about

ata for Zyprexa users before 1996

including fo
investigation of the State’s case
will be relevant to the action that are not inclu
the provider numbers listed in the databases so
which pi bers it will depose. Lilly will also need claims d
as it may reveal, among other things, treatment for diabetes prior to 1996.

In addition, the State’s claims data production cannot be limited 1o entries for
Zyprexa users only. The State has represented that it intends 1o prove its case through an

epidemiological study comparing Zyprexa users’ medical experiences o some, as yet

unidentified, control group. Lilly will need 1o engage in the same type of analysis to defend the
case. As a practical matter, the only way that Lilly can do this is 1o have access to the State’s full
Medicaid database during the relevant years, as the State is presumably providing 1o its own
experts. As Mr. Rogoff asserted at the July 12 hearing, Lilly cannot wait until the State produces

its expert reports 10 have access to this data.

2 Medical Records

In addition 1o claims data, Lilly requires production of medical records of patients
whose Zyprexa prescriptions and medical treatment are the basis for the State’s claims. Much of
the information that will bear on the State’s allegations that Zyprexa caused Medicaid recipients’
injuries cannot be found in the claims data: i.e., date of first diabetes diagnosis; risk factors for
diabetes (weight, family history, exposure 1o diabetogenic agents); success or failure on other
mental health drugs; and the reason for changes in mental health treatment.

3. Information About Alleged Misrepresentations and Improper Promotion

Lilly has requested information about the specific misrepresentations and
improper promotion allegedly made 1o the State and Alaska prescribers. The State has
responded with generalized descriptions about the content of Lilly misrepresentations, but has
not identified who made the misrepresentations, who they were made 10, or when they were
m‘ad;, nor has it produced any documents demonstrating misrepresentations (o any Alaska state
official or prescriber. Lilly is entitled 10 production of all of this information, so, 'among other
reasons, it can notice the depositions of the individuals that were allegedly misled, or an
unqualified declaration that the State does not have such information. :

EXHIBIT __[\
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{ate to identify which prescriptions were written because
mproper promotion Lilly is entitled to a response
ue in this case, or an unqualified declaration that the

ons are at I
s alleged misconduct

State cannot ish Zyprexa prescriptions that were caused by Lilly’
m those that wel

4 Information About the State’s Administration of Medicaid

The State has provided almost no information responsive to Lilly's discovery
uests regarding the State’s own conduct. The State has identified only three individuals who
had contacts with Lilly, or with knowledge about the facts giving rise to the Complaint, one of
whom appears 1o be a private physician. We have some doubis that these are the only
individuals associated with the State who participated in decisions about Zyprexa over the more
than ten years that the State has put at issue in its Complaint.

req

also failed to provide information about its treatment of Zyprexa on

The State has a
the formulary, including what information it considered. The State has also asserted that it does
not have a P&T Committee, but such a body is identified on its website. The State must clarify

what persons were responsible for evaluating Zyprexa during the entire time period alleged in the
Complaint

We propose that the parties set a conference call for the week of July 30 to meet
and confer about discovery issues. Please advise promptly your willingness 1o participate in this
call, and when you will be available. Following that meeting, we propose to present the parties’
motions to compel on the remaining discovery issues 10 the Special Master, and request a
conference to present arguments on both parties” motions.

Very truly yours,
5 L/

Eric Rothschild

David Suggs. Esquire
Brewster H. Jamieson, Esquire
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IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT

STATE OF ALASKA,

Plaintiff,

VS.

ELI LILLY AND COMPANY,

)
)
)
)
)
)
)
)
)
)

Defendant.
) Case No. 3AN-06-5630CIV

AFFIDAVIT OF BETH A. VIRNIG, PH.D

I, Beth A. Vimig, being duly sworn, state as follows:

Background

1. I am an epidemiologist, Associate Professor at the University of
Minnesota School of Public Health, Division of Health Policy and Management, and a faculty
member and course instructor for the Research Data Assistance Center (ResDAC), which is
funded by CMS to assist researchers using Medicaid and Medicare databases.

2 In my capacities as professor, researcher and ResDAC faculty member, [
regularly work with and instruct students and other researchers about Medicaid and Medicare
databases. Iam familiar with the contents of those databases, including what information is
submitted by applicants for coverage, and by health care providers seeking reimbursement for
claims.

3. I have been retained by the law firm Pepper Hamilton LLP to serve as an
expert for Eli Lilly and Company in a case captioned State of Alaska v. Eli Lilly and Company,
Case No. 3AN-06-5630 CI (Superior Court for the State of Alaska).

B. Assignment
; Je I'have been informed by counsel for Eli Lilly that the State of Alaska has
explained 1h?.1 it intends to use its Medicaid claims database to prove that Zyprexa use caused
Alaska Medicaid recipients to develop medical conditions, including diabetes mellitus, at a
higher rate than a control group that did not use Zyprexa.

; Foe 28 I'have been advised that the State has represented that the methodology
the State will use to prove causation is comparable to that reported in an article by Guo, et al.
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ence, causation, and health

address the issues of dise

claims.

Description of Materials

1.

S

s Associated with Atypical Antipsychotic Use Amgng 1\1cz{icqirl
Nested Case-Control Study, P JARMACOTHERAPY (Vol.

T have reviewed that article.

Eli Lilly to evaluate, based on my

ve been asked by counsel for
data produced

king with Medicaid claims databases, whether the

all data maintained by the Alaska Medicaid program for the
2006, including all data that may be relevant to the issues of

) care costs raised by the State’s claims.

I have also been asked to address whether medical records are needed to

- incidence, causation, and health care costs raised by the State’s
Provided

I have reviewed 21 access tables provided to me by Pepper Hamilton LLP.

I have been advised that the 21 access tables constitute the entirety of

Medicaid data produced by the State to Eli Lilly

3.
State of Alaska

I have also reviewed letters from Christiaan Marcum, an attorney for the

to Eric Rothschild, Pepper Hamilton LLP, making representations about the

contents of the 21 access tables.

4.

The access tables provided to me can be divided into four groups, based

on format and Mr. Marcum’s descriptions.

a. “Med1” Tables

JS06H1204H_Medl

1996 _DaveC.mdb: Medl 1996

JS06H1204H_Medl

1997 DaveC.mdb: Med]l 1997

| JSO6H1204H _Medl

1998 DaveC.mdb: Medl 1998

| JS06H1204H_Medl

1999 DaveC.mdb: Medl 1999

JS06H1204H Med1

2000_DaveC.mdb: Medl 2000

JS06H1204H Medl

2001 DaveC.mdb: Medl 2001

| JSO6H1204H_Medl

2002Q1Q2 DaveC.mdb: Medl 2002Q1Q2

JS06H1204H Medl

2002Q3Q4 DaveC.mdb: Medl 2002Q30Q4

JS06H1204H Medl

2003Q1Q2 DaveC.mdb: Medl 2003Q1Q2

JS06H1204H Medl

2003Q3Q4_DaveC.mdb: Medl 2003Q3Q4

JS06H1204H Medl

2004Q102Q3Q4 DaveC.mdb: Medl 2004Q1Q2

JS06H1204H Medl

2004Q1Q2Q3Q4_DayeC.mdb: Med1_2004Q3Q4

JS06H1204H Medl

2005Q1Q2 DaveC.mdb: Med1_2005Q1Q2

JS06H1204H_Medl

2005Q3Q4 DaveC.mdb: Medl 2005Q3Q4

JS06H1204H Medl

2006Q1Q2 DaveC.mdb: Medl 2006Q1Q2

JS06H1204H Med1

2006Q3-Nov_DaveC.mdb: Med! 2006Q3-Nov
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b «7ZypMed” Tables — files represented to “reflect medical
v se * (August 27, 2007 Letter from Marcum to

ssociated with the use of Zyprexa.'

mdb: ZypMedl _1996-1999
/pMed!_2000-2003

bIS6H1204CExpanded

“Zyprex1” Tables — files represented to be “all Zyprexa :
: * (August 27, 2007 Letter from Marcum to Rothschild,

d. “JTCO7” Tables — files represented to be “all antipsychotic
preseriptions trough November 2006™ (August 27, 2007 Letter from Marcum to Rothschild, Exh,

B)

i)

I. Based on my review of the files produced by the State, it is evident that
the State has not produced all the Medicaid data for the relevant period.

Enrollment Data

2 The files produced by the State to Lilly do not contain enrollment or
eligibility files. Medicaid programs, including Alaska’s Medicaid program, maintain records
regarding their benefits recipients, which includes information that may not be separately
recorded in claims records, and which is necessary to research of disease incidence, utilization
and costs. Information that may be included in the enrollment files includes race, gender, basis
for Medicaid eligibility, exact time on the Medicaid rolls (including departures and reentry
during the studied period), and other insurance (including Medicare or private insurance).

3. The data in the enrollment or eligibility files include information relevant
to the incidence and causation issues being raised by the State. For example, patient
characteristics such as race and gender should be controlled for in the comparison between
Zyprexa users and the control group. The Guo article relied upon by the State reports that the
study used date of enrollment and gender, information that must be extracted from the
enrollment or eligibility files. Exh. A at 28.

A 4, ) In addition, it is common for individuals to move on and off the
Medicaid rolls over time. Enrollment data will reveal whether individuals stopped participating
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for lengthy periods of time, during which time treatment and medical

ay have occurred.

Medical Claims
If the sixteen “Med 1” tables are intended to be a complete production of
, they do not appear to be complete. According to the

ished by the Center for Medicare and Medicaid Services (CMS),
aid program in 2002 was 124,446. (Exh. C). However, the Med

1 tables for 2002 (JSO6H1204H_Med1_2002Q1Q2_Dav eC.mdb: Medl_2002Q1Q2 and

JSO6H1204H Medl 2002Q3Q4_DaveC.mdb: Medl_2002Q3Q4) include claims by only

! pproximately 80% the number of total enrollees. This is a lower

5

all medical and hospit
Medicaid tic E

100,999 uniqu

percentage then would be expected if all claims were included in the data.

6 “Med 1” tables also do not report all data associated with hospital
ns. Almost all of the claims entries with provider prefixes beginning with “HS” — which I
believe to be hospital claims — have no entry under the “Proc” code. The State has represented
that “[h]ospitals generally do not submit claims with “Proc” or procedure codes, but rather
submit them with revenue codes.” (August 27, 2007 Letter from Marcum to Rothschild, Exh,

B).

c

b The State has failed to provide revenue codes in the data produced to
Lilly. These codes are useful for determining what services were provided to the patient.

8. The representation that hospitals do not submit claims with “procedure
is curious. During the relevant period, Alaska, like most states, used the UB 92 claims
form for hospital claims. Exh. D. That form contains a “Principal Procedure” field, and fields
for five “Other Procedures.” /d., fields 80-81. The Alaska Medicaid Assistance Program
Inpatient/Outpatient Hospital Services Provider Billing Manual states that these are Required
Fields, if applicable (meaning a procedure was performed). Exh. E, I-36. However, almost all
hospital claims in the data produced lack procedure codes.

9. Itis also likely that the State did not include in its hospital claims all
diagnoses reported by the hospitals in their claims reimbursement forms. The UB 92
reimbursement form contains a field for “Principal Diagnosis” and 8 fields for “Other
Diagnoses” Exh.D. These are required ficlds where applicable. Exh.E, I-32, I-35. However, the
“Med 1" tables have entries only for primary and secondary diagnoses, which may result in
reported data being excluded from the production.

Prescription claims

10. The production contains two tables represented to be prescription claims:
“Zyprcx}" (represented to be claims for Zyprexa prescriptions only) and “JTC701” (reprcsented.
to be claims for all antipsychotic prescriptions). The “JTC701” table actually appears to include
some mental health medications in addition to antipsychotic medications, although it is not clear

Exhibit B
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what criteria was used to select the medications. Neither table appears to contain non-mental
health medications.
ims data for all medications are necessary to address the claims
made by the State in this matter. For example, records of diabetic medications are relevant
sue of whether Medicaid recipients developed diabetes, and the costs of treating them.
elied upon by the State used claims for anti-diabetic medications to register
etes. Exh. A at29.

The cla

In addition, some medications are believed to elevate blood glucose levels
and, therefore, could be a confounder to any study of the incidence of diabetes
some other group. The Guo article reports that their study

atric medications (e.g. beta blockers) to rule out this potential

in some pa
in Zyprexa users compared to
incorporated data on non-psy
confounder. Exh. A at 30.
13. Medication is also one of the medical costs incurred by the Alaska

Medicaid program, and is relevant to the costs associated with Zyprexa use.

Pre-1996 Data

14.  The State has not produced any data prior to 1996, the year that Zyprexa
was launched. Data prior to 1996 are helpful, among other reasons, to investigate whether
Zyprexa users for whom injuries are being claimed were diagnosed with the alleged medical

condition (i.e. diabetes) prior to using Zyprexa

15.  Data prior to 1996 will also reveal patients’ experiences on mental health
medications prior to taking Zyprexa.

E. Observations Regarding Need for Medical Records

1. Medical records are necessary for investigating the State’s claim that
Zyprexa use has caused increased disease incidence in its Medicaid population, and to study the
costs associated with Zyprexa use.

history. Any study attempting to show that an agent caused diabetes must account for these
possible confounders. Neither of these factors is recorded in claims data.

2 Two major risk factors for diabetes are being overweight and family

3 Medical records are also necessary to investigate events that may have
taken place during periods when the patient was not enrolled in Medicaid, including particularly
diabetes diagnoses. The scenario of a diabetes diagnosis prior to Medicaid enrollment is
particularly likely for Zyprexa users because mental health issues are often the point of entry to
Medicaid.

4, Medical records are also necessary to assess the medical outcomes of

patients diagnos'ed with diabetes. Some percentage of diagnosed diabetics are non-symptomatic,
and do not require treatment, which may be relevant to the State’s claims. E
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ical records are also necessary to investigate the accuracy of the
Diagnoses entered in support of claims reimbursement can
ors, coverage issues, and concerns about stigma.

Medical records may also reveal reasons for medical decisions, including

6
asons for prescribing mental health medications.
4
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Risk of Diabetes Mellitus Associated yyith Atypical Antipsychotic Use
Among Medicaid Patients with Bipolar Disorder: A Nested Case-
Control Study S y

Ph.D., Paul E. Keck, Jr., M.D., Patricia K. Corey-Lisle, Ph.D,, Hong Li, Ph.D.,
ngming Jiang, Ph.D., Raymond Jang, Ph.D,, and Gilbert J. L Italien, Sc.D.
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Risk of Diabetes Mellitus Associated with

Atypical Antipsychotic Use Among Medicaid Patients

with Bipolar Disorder: A Nested Case-Control Study

h.D., Hong LY, Ph.D,,
1 D.

managed care clalms database
cases) and 1134
hich bipol

as those having an
th Revision dlagnosis of dlabetes
¢ drugs. Both case and control
\re to either conventional or atypical
1s related to treatment for
139 (49%) received atypical
idone, quetlaptne, ziprasidone, and
entional antpsychotics, To
t diabetes associated with atypical versus
we conducted 8 Cox proportional hazard
) ; sex; duration ‘of bipolar disorder
antidepressants, and other
es. Compared with patients
k of diabetes was greatest
d [HR) 3.8, 95% confidence
95% Cl 2.5-5.3), and guetiapine
g diabetes was also associated
hypertension (HR 1.6, 95% Cl
0-2.2).
e are all associated with
ts.with bipolar
this patient population, metabolic
and hypertension need. to be

rapy 2007;27(1):27-35)

primary agents used to treat bipolar disorder,
Although conventional antipsychotics elso haye

R

mazepine have
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ACOTHERAPY Volume 27, Number 1, 2007

to treat acute mania, long-term
ten use of these agents Is Himited due to
ntolerable adverse events) including
pyramidal symptoms, and tardive

1 anupsychotics (aripiptazole,

olanzapine, quedapine, risperidone,

¢) are generally regarded a5 having

causing extrap | symptoms
wentional antipsychotics; they have been

h increasing frequency in the treatment

ce the mid-1990s.'* This

ation might
polar depres-
ychotics are
catlons that
gain, sltered

yopa
d risk for diabetes associated with

psychotlcs may reflect divect effects

of these drugs on B-cell function and insulin
action.!% " Several published studies, including a
number of retrospective cohort studies, have
own associetions between the development of
betes or glucose intolerance and the atyplcal
antipsychotics clozapine, olanzapine, and
eridone in patients with schizophrenia,'*2 A

k of 1.1-1.2
ceived stypical antipsychotics.
¢ United Kingdom found that
otics were associated with HRs

T Pharmacy, University of Cinclnati
incinnad, Ohio (Drs. Guo and Jang); the

Insticute for Health Polic ealth Services Research,
University of Cincinnati, Cincinnati, Ohlo (Dr. Guo); the
Deparment of Ps University of Cincinnati College
of Medicine, Cincinnati, Ohio (Dr, Keck); the Mental Health
Care Line and General Qlinjcal Research Center, Cincinnart
rans Affairs Medical Center, Cincinnari, Ohio (Dr,
Istol-Myers Squibb Pharmacextical Research
Wallingford, Connecticut (Drs, Corey-Lisle, Li,

and Ulalien); and the Blostatistics Division,
GlaxoSmithKline Pharmaccutical, Philudelphla,
Pennsylvania (Dr. Jlang). i
Presented st the Internationsl Conference of
:“l)l‘;:mu:n:pldcm\u]ngy. Bordesux, France, Avgust 20-25,

Supported by # grant from the Bristo)-Myers Squibb
Pharmsceutlcs] Research Institute, Wallinglord,
Connecticut.

Address reprint requests to Jelf J. Guo, Ph.D., Unlversity
of Clncianaul Medical Cenrer, 3225 Eden Avenue,
Cincinnatl, OH 45267-0004; e-mail: Jell guo@uc.cdn,

for diabetes of 4.7-5.82%3 An snalysis based on
the World Health Organization's adverse drug
reaction database found that these agents had an
HR for diabetes as high as 10.22.3 Several cases
of dinbetic ketoacldosis and diabetes assoclated
with atyplcal wntipsychotics have Dbeen reported
gmong adult’’ and pediacric?* patlents with
bipolar disorder, Although atypleal nnngsy»
chotics are widely used to treat mania, thelr
assoclation with diabetes onset has not been
adequately quantified in patieats with bipolar
disorder.®

Not only s the Medicaid program the
dominant payer for mental health services in the
United States,” but the number of Medicald
enrollees in managed care organizations has
{ncreased since the mid-1990s>? Studies using
lows snd California Medicald claims databases
have found that patients with schizophrenia
exposed to clozapine or olanzapine were at
increased risk [or type 2 diabetes>** Yet, very
litle {nformation exists about the risk of diabetes
assoclated with antipsychotic drug use among
patients with bipolar disorder in the managed
care Medicald population,

We hypothesized that atypical antipsychotics
would present a different risk for diabetes than
conventlonal antipsychotics, Our objectives were
to investigate the assoclation between atypical
antipsychotics and diabetes mellitus in patients
with bipolar disorder in the managed care
Medicaid population and compare it with the
association between conventional antipsychotics
and disbetes in the same patient population. In
assessing the risk for dizbetes, we controlled for
key covariates such as age, sex, and psychlatric
and medical comorbidities, as well as concomitant
drugs that affect patients' risk for hyperglycemia.

Methods
Data Source

Our data source was & multistate managed care
claims datebase (PharMetrics, Watertown, MA).
The database covered over 45 million individuals
enrolled In managed care organizations with 70
health plans, including seven state Medicaid
managed care programs, in four U.S, regions;
Midwest (34.1%), East (15.6%), South (23.9%),
and West (26,4%).” The database included each
patient's date of enrollment and pharmacy,
medical, and institutional claims. Each medical
claim was recorded with accompanying diag-
nostic codes from the Internationagl Classlfication
of Diseases, Ninth Revision (1CD-9) that justified
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This geographically diver-

atabe des & large quantity of

mation pertaining to the Medicald
The use of Medicald or managed
abases for pharmacoepidemiologic

studies has been well documented W03

y Design
We used a retrospec case-control
b c ntrol) design.  Claims
1,2002 (5
otect patient

hort 1dentification

Figure 1, from 1998-2002 & total

aged care Medicald patients had at

nosis of an affective disorder (ICD-

x) or cyclothymia (ICD-9 code

excluded 4841 patients with

schizophren! atients with

sion onl,

5 years or greater during the study

These exclusions enabled us to assess

{th bipolar disorder while ayolding
ateats who had sc

are and Medicaid. The final

ed of 13,471 patients with bipolar

disorder indicated by any of the [ollowing 1ICD-9

codes: 296.0, 296.1, and 296.4-296.8.  Because

less than 0. e study group had cyclothymia,

patlents with that disorder were not categorized
separately.

incident cases of diabetes, we checked m:dic.al
and prescription claim records for any diagnosis
or treatment of digbetes before the diabetes index
date, Patients were rejected as cases If they had &
prescription for oral antidiabetic agents before
the diabetes index date. The oral antidiabetie
agents identified were sulfonylurea drugs (aceto-
hexamide, glipizide, glyburide), & biguanide
(metformin), tt lidinediones (plogl
rosiglitazone), a-glhicosidase inhibitors (acarbose,
miglitol), and the new drugs repaglinide and
nateglinide.

The index date of bipolar diagnosis was the
first date of diagnosis indlcated by designated
ICD-9 codes for bipolar disorder during the
study perod. For each case we matched five
controls according to age at bipolar diagnosis
index date (standard deviation of 5 yrs), sex, and
the month and year of diagnosis of bipolar
disorder. Controls meeting the matching criteria
were selected at random using SAS, version 8,0
(SAS Institute Inc,, Cary; NC), software, Controls
were selected from a population of patents wha
had been diagnosed with bipolar disorder but
were not diagnosed with or treated for diabetes at
any tme during the study period, Because the

48,085 mansged oare Medioald patients
wih atfoctiva clsorder or Gyclothymia

4241 patlents with schizophenia
wors exohidas

44,124 pationt with ICO-B
codes 208.0¢ 0r301.13

30,624 patients with orly deprassion
(296.2x or 236,9x) and 20 patlania
Bgod 66 years were excluded

13,471 study petionts
with bipalr disorder

In keeping with other published retrospective
cohort studles,'>?* we selected a cohort of
patlents who had 2 minimum of 3 months of
exposure Lo atypical or conventional antipsy-
chotics or at least three [illed prescriptions
related to treatment of bipolar disorder during
the study period. Incident cases of diahetes were
identified by elther the earliest diagnosis of 1CD-
9 code 250.xx or treatment for diabetes after the
first identified use of antipsychotics, The date for
the [irst diabetes diagnosis or first use of
antidisbetic drugs was defined as the diabetes
index date. To ensure that we were identifying

Index month and

283 pationts with 1134 pationts without

clabotog®, ¥ (casas) diabutes (controls)
Figure 1. Patient flow diagram of incident casts of disbetes
melliws and controls from patients with bipolar disorder in
the United States managed care Medicald population,
1998-2002. *Incldent cases of diabetes were identifled by
elther earliest disgnosis of International Classification of
Discases, Ninth Revisfon (ICD-9) code 250,xx or (reatment
for dizbetes. “Efghty-nine case parients with fewer than five
matched controls were incladed {n the analysts,
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month and year of bipolar diagnosis were part of
the matching criterls, the calender time
istributions of the bipolar index date were the
same for both cases and controls.

Drug Use and Covariates

We classified antipsychotics as either conven-
tonal or atypical. The atypical antipsychotics
were olanzapine, risperidone, quetiapine,
ziprasidone, and clozaplne. Aripiprazole was not
included In this analysis as it was not available
during the study period. The conventional
sntipsychotlcs were haloperidol, chlorpromazine,
fluphenazine, loxapine, molindone, perphenazd
(hioridazine, trifluoperezine, thiothixenc, and
pimozide. Other antipsychotics su\ﬁh as thioxan-

ol

thenes (flupenthixol, zuclopenthixal), pip
and methotrlmeprazine were not Included in this
study because they were not available in the
United States.

Published reports indicate that some drugs
clevate blood glucose levels in some patients.
Thus, our analysts incorporated data on adminis-
tration of any of the followlng drugs during the
study period: a-blockers (e.g., doxazosin,
prazosin, terazosin), -blockers (e.g., atenolol,
betaxalol, bisoprolal), thiazide diuretics (e.g.,
chlorothiazide, chlorthalidone, polythiazide),
corticosteroids (e.g., methylprednisolone,
hydrocortisone), phenytoin, oral contraceptives
containing norgesterol, and valproic acid. 37

For both cases and controls, all prescription
drug clgims for treatment of bipolar disorder and
diabetes were abstracted and reviewed, The
follow-up period began with each patients first
bipoler dingnosis date and ended with the index
date of diabetes, the end of the study period, or
the end of the patient’s enrollment in the
managed care Medicaid program, whichever
came [irst. We used dichotomous variables to
indicate whether a patient had received
concomitant drugs known to be associated with
dizbetes or hyperglycemia. All drug claims were
identified by nationial drug codes.

1n addition 1o drugs known to affect the risk of
diabetes, we adjusted the analysis for psychiatric
comorbidities (alcohal abuse, substance abuse
disorder, personality disorder, anxiety disorder,
and impulse-control disorder) and medical
comorbidites (hypertension, weight gain,
arthritls, cerebral yascular disease, chronic
obstructive pulmonary disease, dyslipidemia, and
coronary heart disease. The ICD-9 codes were
used to identfy comorbid conditions from either
hospital or clinical encounters,

ine

Statistical Analysis

All analyses were performed with SAS, version
8.0. Descriptive statistics were nsed to explore
petient demographics and drug use categories.
The age of each patient was simply the age al
bipolar diagnosis. We conducted the Cox
proportlonal hazard regression (o assess the risk
for dlabetes associated with antipsychotic drugs
due to the consideration of time-to-event with
censoring and covariates. We determined hazard
ratios for each risk factor with 95% confidence
interyals. Patlents taking conventional
antipsychotics were the referent group in our
comparison of diabetes risk among ‘patients.

Results

Table 1 summarizes the characteristics of the
study population. During the 5-year study
pérlod (1998-2002), of the 13,471 managed care
Medicaid patients with bipolar disorder, 1730
(13%) had at least one prescription for atypical
antipsychotics, 1918 (14%) hed prescriptions for
conventional antipsychotlcs, 1048 (8%) for
lithfum, 3013 (22%) for anticonyulsants, and
4011 (30%) for antidepressants,

The (irst cohorts we selected consisted of 323
case patlents who deyeloped diabetes alter the
bipolar index date and after their first
antipsychotic drug exposure and 12,432 control
patients who had bipolar disorder but not
diabetes during the study period. We then
excluded eight case patients who received insulin
for type 1 diabetes and 32 case patients who were
unmatched with controls. Thls resulted in 283
cases of diabetes and matched 1134 contrals.
Eighty-nine cases that had fewer than five
controls/case were kept for the study. Most of
those cases were adults older than 50 years. The
age and sex of these cases and controls yere
similar,

As shown in Table 1, treatment with atypical
antipsychotics, conventional antipsychotics,
lithium, anticonvulsant drugs, and antldepressant
drugs was more prevalent among cases than
controls. Of the 283 cases, 133 (47%) received
conventional antipsychotics, and 139 (49%)
recelved atypical antipsychotics, Because only
five patients (< 2%) received more than one
atypical antipsychotc during the study period,
we did not categorize this patient group.

Compared with patients receiving conventional
antipsychotics, the risk for diabetes was greatest
among patients taking risperidone (HIR 3.8, 95%
Cl 2,7-5.3), olanzapine (HR 3,7, 95% CI
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fes of the Study Patlents
No. (%) of Patlents
Contrals

Cases
Characteristic (n=283) (p=1134)

Age (yrs)
<12

517N 25 (2.20)
10 (3.53) 50 (4.41)
70 (24.73) 329 (29.01)

129 (45.58) 562 (49.56)
69 (24.38) 168 (14.81)

227 (80.21) 916 (80.78),
56 (19.79) 218 (19.22)
chotherapentic drugs*
el E 153 (54.06) 119 (10.49)
Anticonwadlsants® 164 (57.95) 289 (25:48)
Atypical antipsychotice 139 (49.12) 164 (14.46)
Olanzapine 51 (16,02) 79 (6.97)
Quetiapine 18 (6.36) 20 (1.76)
Risperidone 65 (22.97) 61(5.38)
Ziprasidone 2(0.71) 3(0.26)
Clozaptne 3 (1,06) 2(0.18)
Antidepressants 174 (61.48) 374 (32,98)
Conventiona entipsychotics 133 (47.00) 213 (16.78)
Other concomirant drugs'
B-Blockers £ 63 (22,26) 86 (7.58)
a-Blockers 4 (1,41) 7(0.62)
Corticosteroids 78 (27.56) 171 (15.08)
Thiszide dluretics 30 (10.60) 38 (3.35)
Oral contraceptives 9 (3.18) 17 (1.50)
Valprole acld o lloihy) 8 (0.71)
Phenytoin 5.(1,76) 18 (1.59)
Psychiarc comarbidites*
‘Alcohol abuse 22.(1.77) 147 (12.96)
Substance sbuse 41 (14.48) 146 (12.87)
Anxicty disorder 150 (53.00) 445 (30,.24)
Irpulse-control disorder 5 (1.76) 22 (199
Personalicy disorder 21 (7.42) 65 (5.73)
Medica! comorblditiest
Hypertension 130 (45.94) 194 (17.11)
Welght gatn 79 (27.92) 90 (7.94)
Anthrlis 16 (5.65) 30 (265)
Chronic obstructive
pulmonary-disesse 41 (14.49) 71 (6.26)
Cerebral vascular disease 15 (5.30) 27 (2.38)
Coronary heart discase 11 (3.88) 5(0.44)
Dyslipi 8 (2.83) 5(054)
Some patients received more (har onE Arog
“Anticonvulsants were divalproex and catbomsasplae.
*Some patients were diagnosed with more then one comorbid condition.

2.5-5.3), quetiapine (HR 2.5, 95% Cl 1.4-4.3),
and the anticonvulsants divalproex and
carbamazepine (HR 1.6, 95% Cl 1.2-2.1; Table
2), These data were obtained in a process that
controlled for the covariates of age, sex, and
duration of follow-up; use of lithium, anti-
convulsants, and entidepressants; concomitant
drugs (not related to bipolar disorder); and
psychiatric and medical comorbidities. In

sddition, patients whose bipolar disorder was
coupled with substance abuse, hypertension,
and/or weight gain had a significantly higher risk
for diabetes than their counterparts.

Discussion

This multistate, population-based, nested case-
control study examined the risk of diabetes
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associated with use of antipsychotics In Medicaid
patients with bipolar disorder. After controlling
for personal risk factors and concomitant drug
use, we found that patients receiving atypleal
antipsychotics for bipolar disorder are at
{ncreased tisk for diabetes, Our findings add to
the body of observational evidence indicating
that certaln atypical antipsychotics may be
associated with an increased risk for diabetes
among patients with bipolar disorder. ¥ It is
unclesr, however, whether the diabetes in the
study population is due to the use of atypical
antipsychotics versus the \inderlying condltion of
bipolar disorder versus characteristics of the
Medicaid population, such as low socioeconomic
status, poor ovérall physical health, unhealthy
lifestyles, and poor access to health care services.
Atypical antipsychotics are generally regarded
as having less potential for causing extrapyra-
midal symg and a higher dopami
receptor affinity compared with conventlonal
antipsychorics.! 2 Recent literature indicates
a

received eithér clozapine or ziprasidone, Long:
term data from large, randomized, controlled
trials are needed to more explicitly examine the
assoclation between diabetes and various atypical
antipsychotic drugs,

As shown in Table 2, In addition to
antipsychotic use, diabetes risk is also assoclated
with weight gain and hypertension. As the
literature indicates, olanzapine, clozapine, and
risperidone are associated with welght galn, 454
hyperlipidemia, and hypertriglyceridemia, all of
which are independent risk factors for heart
disease. 149 Our findings of elevated HRs for
weight gain and hypertension make it likely that
the incident cases of diabetes we identified were
associated with metsbolic syndrome. Our data
also show that patients with substance abuse
have a helghtened visk for disbetes. ltis possible
that these patients might have less healthy

“lifestyles, poorer drug compliance, or poorer

access to health care services than patients
without substance abuse.***® Poor drug

that clozapine risperd are

an P
more likely to be associated with diabetes
(indicated by diabetic ketoacidosis and an
atherogenlc lipid profile) than other atyplcal
agents. 1" 22933 "Ong possible mechanism for

hyperglycémia is impairment of insulin
vesistance, which may occur because of weight
gain or a change in body [at distribution or by a
direct effect on insulin-sensitive target tissues %!

Our findings are comparable to data from
published pharmacoepidemiologlc studies of
patients with schizophrenia,'** For example,
reported HRs [or diabetes in patients with
schizophrenia were 1.2-5.8 for olanzapine and
1.1-2.2 for risperidone.* 2% These values
can be compared with the HRs we obiained for
the same drugs in patients with bipolar disorder:
HR 3.7 (95% Cl-2.5-5.3) [or olanzapine and 3.8
(95% C1 2.7-5.3) for risperidone (Table 2), After
controlling for comorbidities, personal risk
factors, and concomitant drugs, we also lound
that quetiapine increases the risk [or diabetes in
patients with bipolar disorder (HR 2.5, 95% CI
1.4-4.4). Although quetiapine has been linked
to diabetes in case reports,** earlier studies
have falled to confirm this association”® This
may be due to their small sample sizes or lack of
control [or confounding variables. The HRs
associated with clozapine (HR 2.9, 95% CI
0.9-9.6) and ziprasidone (HR 4.3, 95% Cl1
1.0-18.9) in our study were large, but they were
not statistically signilicant, This might be due to
the small number of patients in our study who

p might lead to drug overdose, which
could Increase the risk for disbetes in this
population®

Our study had several limltations, Children,
women, and low-income populations are
overrepresented in the Medicaid population.
Thus, our findings might not be Indicative of the
general population, We inferred drug use from
automated pharmacy claims data. Although
baseline drug use differed between cases and
controls, we tried to adjust for these differences
with the Cox proportional hazard model,
Because of the retrospective nature of a clatms
darabase review, we could not assess individual
patients with regard to severity of bipolar
disorder, socloeconomic class, lipid profiles,
fasting glucose concentrations, or changes in
body mass Index related to weight gain.

Moreover, data on patients' ethnicity were
missing when PharMertrics (data vendor)
collected medical claims information from
participating managed care organizations,
Another concern is that clinlclans may have
prescribed one drug versus another based on
patients' specific symptoms, We attempted Lo
reduce this potential confounding bias by
adjusting for known concomitant drugs and
comorbidities. We also included dyslipidemia
aud coronary heart disease as comorbldities, as
these provide a rough proxy for patients at high
risk for diabetes, It is possible that we
underestimated the prevalence of diabetes due to
our study's limited time window, changes in
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Van 3

Pyschotherapeatic drugs
Conventional sntipsychotle
Olmzaploe

Quetlapine

Risperidone

Ziprasidons

Anticonvulsant®
Antidepressant
Other concomltant drugs

Cortlcosteroid
Thiszide diuretlc
Oral contraceptive
Valprolc zcld
Phenytoln

Psychiatric comorbidides
Alcahol abuse
Substance abuse
Anxlety disorder
Impulse-conarol disorder
Persanality disorder

Medical comorblditles
Hypertension
Weight galn
Arthrltls
Chraonic abstructive

pulmonary discase

Cexebral vasculsr disease
Coronary heart disease
=

Table 2. Hazard Ratfos for Disbetes Risk
5 Hazard Ratio! 95% Cl

1.000 S
3,664 2542-5281
2.476 1.427-4.296
am 2,699-5.269
4207 0976-18.923
2,872 0.852-9.575
1.016 0.729-1.416
1571 1.153-2.140
0842-1.538

0.960-1.839
0.235-1.907
0,775-1.417
0.807-1.947
0.829-3.761
0.049-2.640
0.167-1.098

0.390-0.996
1,033-2.152
0.963-1.640
0.183-1.360
0.673-1.783

1,208-2.216
1.876-3,375
0,535-1.582

0.865-1.921
0.702-2.129
0.588-2.188
0.813-4.182

C1 - conbidence Interval,

*Mode] for nge, sex, bipolar follow-up months, use of drugs, psychlatric and wmedical

comorbldides.

VAntconvalsunis were divalproex and carbsmareplne,

managed care enrollment, and the fact that some
mental seryices may not have been billed to
patients’ managed care organizations. Finally, we
identificd comorbid conditions by diagnostic
codes without considering the coutribution of
drugs to weight gain, hypertension, cerebral
vascular disease, and other disorders.

Despite the above limitations, our study adds
to the limited literature about diabetes risk in
patients with bipolar disorder in managed care
Mediceid prograrns, 1t provides useful information
on disease menegement strategies in terms of
selection of mood stabil and deration of

constellation of adverse cffects related to
increased risk for weight gain, diahetes, and
dyslipidemia.!® !

Conclusion

The atypical antipsychotics ‘olanzapine,
risperidone, and quetiapine are consistently
assoctated with increased risk [or dlabetes in
patients with bipolar disorder after adjustment
for relevant risk factors. Metabollc complications
are & clinically tmportant issue for patients

relevant comorbidiries for patents with bipolar
disorder, especially the ged care Medicald
population. Atypical antipsychotics provide
great benefit 10 & wide varlety of individuals with
psychiatric disorders; nevertheless, they have a

iving antipsychotic therapy. The choice of
olanzapine, risperidone, or quetiapine for 2
specific patient with bipolar disorder should
involve consideration of each agent’s risks and
benefits, with attention to comorbid conditions
relevant to the patient’s risk for diabetes, Thus,
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the propensity of &n antipsychotic agent to
induce or exacerbate diabetes is & critical
consideration in the selection of an agent to treat
bipolar disorder.
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843.727.6522 Direct Dial No.
843.216.6509 Direct Fax No.
cmarcum@rpwb.com

August 27, 2007
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August 27, 2007

'KMAN, LLC

..

Daniel M. Bradley
James C. Bradiey
Michael J. Brlckman
Ellzabeth Middletoa Durke
J. David Butler
Wilitam M, Connelly
Auron R. Dias
Jerry Hudson Evans

a H

Wi
Thomas P. Gressette, Jr.
H. Blalr Hahn
Daalsl 8. Haltiwanger
Hatihow D. Hameick
Christian H. Hartley

A

Oardaa C. Rhes (CA, OC.
Terry E. Richards

VIA FIRST CLASS MAIL AND EMAIL
Eric Rothschild, Esquire

Pepper Hamilton LLP

3000 Two Logan Square

EBighteenth and Arch Streets

Philadelphia, PA 19103-2799

R .

Walter MeBrayer Wood

Of Counsal:

James H. Rion, Jr.

David L. Suggs (BN & KY only)

Re:  State of Alaska v. Eli Lilly and Company
Case No.: 3AN-06-5630CIV

Dear Eric:

Tam in receipt of your letter dated August 227 regarding the database files recently produced
to you, Please allow the following to serve as responses to you questions regarding the same. The
responses are numbered as your questions were.

1; The data files listed are the original data files. We know of no others,

)8 The data files are current through November 2006. No data has been generated for

3 The most likely reason for the lack of “Proc” codes for approximately 10% of the data
is that these are hospital claims. Hospitals generally do not submit claims with “Proc” or procedure
codes, but rather submit them with revenue codes, Other potential reasons for the lack of a “Proc”
code would be that some data had old unused codes, some codes were not submitted by physicians,
or some listings may have included denied claims,

4. The files you have listed in paragraph 4 do not all reflect prescription medication
claims. The first three you have listed actually reflect medical claims associated with Zyprexa use.
The fourth file is the prescription claim file for all anti-psychotic drugs. The fifth file is the
prescription claim file for Zyprexa.

5; As noted above, the first three files listed in paragraph 4 are medical claim files. The
fot{nh file contains all prescription claims for anti-psychotic drugs and the fifth file contains all such
claims for Zyprexa. As noted above in paragraph 2, the data is current through November 2006,

6. The “D@ag.” and “Sec_Diag” fields are missing in JTCO7.mdb and JS6H1204B
because they are prescription files and no diagnosis code is required, The other referenced files were
filtered to reflect anti-psychotic and Zyprexa use.

1037 CHUCK DAWLEY BLVD, BLDG-A, MT, PLEASANT SC 23484

Oflices also In Barawell, 5C 4 Charlasion, 5. P.0. BOX 1007, MT. PLEASANT SC 29485 PH: 843.727.6500 FAX: B43.216.6509 WWW.RPWB.COM

ATTORNEYS ALSO LICENSED 1N A2, CA, DC, FL, GA, 1L, K8, M, MN, MO, NC. RY, TX. US.Vi, Wi 6wy
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do not have NDC codes because they reflect

7. The files referenced in your paragraph 7 ¢
Instead of NDC codes, they contain HCPC

medical procedures associated with the use of Zyprexa.
procedure codes (2 national standard).

8. As noted above in paragraph 5, the file JTCO7 contains all antipsychotic prescriptions
through November 2006 and the file JS6H1204B contains all Zyprexa prescriptions through the
same time period. The other three files re ferenced in your paragraph 8 contain medical claims data
associated with Zyprexa use through the same time period.

9 The “Recip” (recipient) and “Orig_Recip” (original recipient) fields in these files
reflect a change in designation, The original recipient number and the recipient number were
necessary to identify individual users.

As to your reference to unanswered questions from your August 10% letter, I believe you
have now received my responses to those questions. I apologize that you did not receive that
correspondence by both email and U.S.P.S. as intended, but your email address was keyed in
incorrectly. I will, however, supplement those responses as follows, with numbered paragraphs
corresponding to yours. y

3. You have been provided all database files received by our experts, and you received
them at approximately the same times. This includes the original de-identified data produced to you
in June, and the two sets of data produced to you in August.

6. The Alaska Medicaid population is essentially homogeneous, with approximately
95% of recipients being Caucasian. Data on gender has been requested, and will be provided to you
when it is received.

_7.‘ Data exists from 1989 to the present. However, according to the data managers, the
data existing prior to 1996 is corrupted, invalid and otherwise useless.

: I trust these responses further addresses your questions regarding the data produced to you by
the State.

With kindest regards, I remain,
Sincerely yours,
%’hn/s(iaan Marcum
Matthew L. Garretson, Esg.
Joseph W. Steele, Esq.

Eric T. Sanders, Esq.
Dayid Suggs, Esq.
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CMS, an agency within the
Department of Health and Homen
Services, administers the largest
federal health care program—
Medicare—and, in partacrship
with states, administers Medicaid
and the State Children’s Health
Insurance Program. With a
combined budget of nearly $600
billion in fiscal year 2007, CMS
serves about 90 million benefi-
ciaries and has become one of the
largest purchasers of health care
in the United States.

et e o SR
Ofice of Research, Development, and informatio

ORDI, a component of CMS,
provides leadership in producing
information and knowledge to
help shape current and future
directions of CMS's programs
through cxpert consultation,
program data and statistics,
program research and evaluation
findings, and publications

MATHEMATICA

Mathematica Policy Research, Inc.,
2 nonpartisan firm, conducts policy
research and surveys for federal
and state governments, founda-
tions, and private-sector clients.
An employec-ownzd company,
Mathematica strives to improve
public well-being by bringing

the highest standards of quality,
objectivity, and excellence to
bear on the provision of informa-
tion collection and analysis to

its clients.

2 The MAX Chartbook
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Medicaid Analytic eXtract
Chartbook =

Audra T. Wenzlow, Dan Finkelstein, Ben Le Cook,
Kathy Shepperson, Christine Yip
Mathematica Policy Research, Inc.

David Baugh

Centers for Medicare & Medicaid Services
Office of Research, Development, and Information
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Table 3.1
Medicaid Enroliment in 2002

Number of

| Enrollees
SR e Eooliers P e

53,249,159
36

United States

Arizona
Arkansas

California

Colorado
Connecticut
Delaware

District of Colunibia
Florida

150,189
152,568
2745729
Georgia 1,583,105
Hawaii 206,604
Idaho 199,674
Illinois 2,104,850
Indiana 918,661
Towa 363,218
Kansas 311,084
Kentucky 788,947
Louisiana 1,046,074
Maine 359,485
Maryland 789,260
Massachusetts 1,210,399
Michigan 1,548,615
Minnesota 694,738
Mississippi 716,727
Missouri 1,128,690
Montana 108,720
Nebraska 268,306
Nevada 219,336
New Hampshire 122,576
New Jersey 1,019,452
New Mexico 465,415
New York 4,527,583
North Carolina 1,425,322
North Dakota 73,623
Ohio 1,835,819
Oklzhoma 718,198
Oregon 648,195
Pennsylvania 1,732,000
Rhode Island 206,557
South Carolina 932,954
South Dakota 117,356
Tennessee 1,660,072
Texas 3,358,234
Utah 250,703
Vermiont
Virginia
‘Washington
West Virginia
Wisconsin

739,755
1,130,908
377,326
812,511
Wyoming 69,929

158,434 <

Percentage of
Population

18.5
192
194
21.0
238
213

9.9
144
18.6
27.0
16.5
184
16.7
149
167

Percentage

Enrolled

All Year
41,437,049
707,655
89,116
816,656
510,137
7,495,989
333,131
409,689
116,657
130,079
2,072,435
1,132,073
163,175
153,537
1,628,175
715,617
274,263
228,282
628,101
838,929
311,945
636,641
1,006,099
1,230,909
526,305
589,863
942,746
78,664
214,886
148,157
90,816
824,777
382,124
3,423,283
1,114,667
54,645
1,447,435
494,117
450,664
1,429,011
173,598
805,381
90,923
1,435,695
2,403352
157,655
126,728
554260
896,710
280,689
618,992
S1,118

Number of
Enrollees in
June 2002

41,118,773
703,583
92,345
804,129
492,147
7,474,761
329,883
407,996
115312
129,808
2,070,913
1,090,633
158,636
152411
1,646,486
723,175
271,034
215,195
620,695
827,767
307,581
625,666
1,002,798
1,226,868
520,288
582,224
942,465
79,066
215,609
144,286
87,808
831,336
380,722
3,364,341
1,107,957
54,149
1,410,735
495,688
453245
1,420,974
172,422
798,351
90,428
1,447,879
2,383,807
153,520
128,067,
546,327
887,809
277,117
601,784
50,538

Source: Medicaid Analytic Extract, 2002.

26 The MAX Chartbook * Chapter 3
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UNIFORM BILL:

NOTICE: ANYONE WHO MISREP! RS
STED BY THIS FORI
INFORMATION REQUESTED BY HI kAL ANDIOR STATE CAW.

RESENTS OR FALSIFIES ESSENTIAL
UPON CONVICTION BE

SUBJECT TO FINE AND IMPRISONMENT UNDER

Cerfifications relevant to the Bill and Information Shown on the Face
Hereof: Signatures on the face hereof incorporate the following
certifications or verifications where pertinent {o this Bill:

If third party benefits are indicated as being assigned orin participation

status, on the face thersof, appropriate assignments by Ihe insured/
beneficiary and signature of patient or parenl or tegal guardian
covering authorization to release informalion are on file
Determinations as lo the release of medical and fihancial information
should be guided by the particular terms of the release forms that
wera executed by the patiant o s legal represealative.
The hospital agrees o
insurar who makes payment in reliance uf

nd against any claim lo the insurance proceads

alid assignment of benefits to the hospital was made.

If palient occupied a privale room or required private nursing for
medical necessity, any required certifications are on file.

Physician’s certifications and re-certif i required by contract
or Federal regulations, are on file.

For Christian Science Sanitoriums, verifications and if necessary re-
verifications of the patient’s need for sanitorium services are on file

Signature of patient ar histher representativa on certifications,
authori n to release information, and payment request, as required
be Federal law and regulations (42 USC 19351, 42 CFR 424.36. 10
USC 1071 thru 1086, 32 CFR 199) and. any other applicable contract
regulations, is on file.

This claim, to the best of my knowledge, Is correct and complete and

/ith the Civil Righls Act of 1964 as amended.

Records adequately disclosing services will be maintained and

ssary information will be furnished to such governmental
agencies as required by applicable law.

For Medicare purposes:

If the patient has indicated that other health insurance or a state
medical assistance agency will pay part of his/her medical expenses
and helshe wants information about hisfher claim released to them
upon their request, necessary authorization is on file. The patient's
signature on the provider's request 10 bill Medicare authorizes any
holder of medical and non-medical information. including employment
stalus, and whether the person has employer group health insurance,
liability, no-fault, workers’ compensation, or olher insurance which is
reszons:ble 1o pay for the services for which this Medicare claim is
made.

For Medicaid purposes.

This is 10 certiy thal the foregoing information is true, accurate, and
complete. 1
1 understand that payment and satisfaction of this claim will be
from Federal and State funds, and that any false claims, stalements,
or documents, o concealment of a material fact, may be prossculed
under applicable Federal or State Laws.

9.For CHAMPUS purposes:

This is to certify thal

(a) the information submitted as part of this claim Is true, accurate and
complete. and, the services shown on this form were medically
Indicated and necessary for the health of the patient;

d thal by a reported residential addross
outside a military treatment center catchment area he or she does not
live within a catchment area of a U.S. military or U.S. Public Health
Service medical facility, or if the patient resides within a catchment
area of such a facility, @ copy of a Non-Availability Statement (DD
Form 1251) is on file, or the physician has certified to a medical
emergency In any assistance where a copy of @ Naon-Availability
Statement is not on file;

(b) the palient has represente:

(c) the patient or the patient's parent of guardian has respanded direcliy
to the provider's request 1o identify all health insurance coverages,
and thal all such coverages are identified on the face the claim except
those that are exclusively supplemental paymenls 1o CHAMPUS-
determined benefits;

(d) the amount billed to CHAMPUS has been billed after all such coverages
have been billed and pald, excluding Medicaid, and the amount billed
to CHAMPUS is that remaining claimed against CHAMPUS benefils:

(e) the beneficiary’s cost share has not been waived by consent or failure
to exercise generally accepted billing and collection efforts; and,

any hospital-based physician under contract, the cost of whose
services are allocated in the charges included in 1his bill, is not an
emplayee or member of the Uniformed Services. For purposes of this
cerlification, an employee of the Uniformed Services is an employee,
appointed in civif service (refer to 5 USC 21 05). Including parl-time ot
interm but contract or othar personnel
employed by the Uniformed Services through personal service
contracts. Similarly, member of the Unilormed Services does not apply
to reserve members of the Uniformed Services nol on aclive duty.

(g) based on the Consolidated Omnibus Budgel Reconciliation Act of
1986, all providers participating in Medicare musl also participate in
CHAMPUS for inpatient haspital services provided pursuant 1o
admissions to hospitals occurring on or after January 1, 1987.

(h) if CHAMPUS bengfils are to be paid in a participaling status, | agree
to submit this claim to the appropriate CHAMPUS clalms processor
as a pgrlicipaling provider. 1 agree lo accept the CHAMPUS-
determined reasonable charge as the total charge for the medical
services or supplies listed on the claim form. | will accept the
CHAMPUS-determined reasonable charge even if il Is less lhan the
billed amount, and also agree to accept the amoun| paid by CHAMPUS,
combined with the cost-share amount and deductible amount, if any,
paid by oron behalf of the patient as full payment for the listed medical
services or supplies. | will make rio altempt to collect from the palient
(or his or her parent or guardian) amounts over the CHAMPUS-
determined reasonable charge. CHAMPUS viill make any benefits
payable directly to me. if | submit this claim as a parlicipating provider.

ESTIMATED CONTRACT BENEFITS
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Alaska Medical
Assistance Program

INPATIENT/OUTPATIENT
HOSPITAL SERVICES

Provider Billing Manual

March, 2006 Prepared By FlrSt Health
Services Corporations
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Claims Billing Procedures

Claims: General Instructions
t ing. When leted, the forms contain information

Claim forms are designed for computer p n ¢ T -
necessary to process claims for services rendered to Medical Assistance recipients. Adhere to the
following instructions for claims to be processed efficiently. Accuracy, completeness, and clarity are

important.
1. Do not fold or crease claims.

2. Fill in handwritten claims neatly and accurately.
es, numbers, codes, etc., within the designated boxes and lines.

3. Keep nam
Do not strike or write over errors to correct. Correction fluid or tape

4. Make corrections carefully.
may be used as long as the corrected information is readable.
Include a return address on all claims and mailing envelopes.

Send only required attachments.
Updated 04/02

UB-92 Claim Form

Charges for services are billed for reimbursement on a National Uniform Billing Committee Form UB-92,
CMS-1450 claim form. Instructions for completing the UB-92 are found in the National Uniform Billing
Committee (NUBC) manual and are supplemented by Alaska-specific instructions in this section. To
obtain a NUBC manual, visit www.nube.org or call (312) 422-3390.

Services can also be billed el ically, When submitting claims el ically, providers must use a
HIPAA-compliant format (refer to Understanding HIPAA earlicr in this section), For more information
about electronic billing, contact the ECCS department at First Health Services.

Note: When submitling claims electronically, fax attachments (with the attachment control
numberfidentifier) the same day the claims are transmitted. Refer to Section Il for a sample fax

cover sheet.
Updated 03/06

Reporting Revenue Codes
Specific revenue codes and descriptions must be entered in Fields 42 and 43 when completing the UB-92

claim form.
Updated 0306

Reporting Prior Authorization
The approved pr'ior authorization number must be entered in Field 63 (Treatment Authorization Code) of
the UB-92. Prowdf:rs must ensure that the authorization number is accurate. When an authorization
numbcl.on the claim cannot be found on the file, payment may be denied, delayed, or cut back. It may be
beneficial to attach a copy of the authorization to the UB-92 when

1) the original authorization has been extended or altered, or

2) services provided differ from services authorized.
Updaled 04/02

Inpatient/Outpatient Hospital 1-31
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Reporting Diagnosis Codes .
Providers must supply the ICD-9-CM diagnosis code in Ficld 67 (Principal Diagnosis Coldc) whcfl
completing the UB-92 claim form. For inpatient hospitalization, enter the code for the principal diagnosis

ing i italization. Enter cades for additional diagnoses in Fields 68 - 75.
resulting in hospitaliza e Updaled 0306

Medicare/Medical Assistance Dual Eligibility Billing

When recipients are covered by both Medicare and Alaska Medical Assistance, they will have specific
resource codes on their Medical Assistance identification card: “G,” “H,” or “J" (refer to Resource Codes
in Section III).

Medical Assistance and Medicare cover many of the same services’.
payment information is intended to autom:
Medicare establishes the allowed amount
met, and pays the appropriate percent of the M di ble amount after sub ing any unmet
deductible. The provider will receive payment or denial of payment from Medicare, along with an
Explanation of Medicare Benefits/Medicare Remittance Notice (EOMB/MRN), When the Medicare
payment information has been electronically transmitted, a statement similar to the following may appear
on the provider’'s EOMB/MRN:

"Medicare payment information has been forwarded to the supplemental insurer indicated on your claim.”

The Medicare claim and Medicare

atically cross over from Medicare to Medical Assistance.
for the service, determines if the patient’s deductible has been

If Alaska Medical Assistance is not the secondary carrier or if the claim has not been adjudicated by
Alaska Medical Assistance within 45 days of your Medicare payment, submit a claim for the residual
amount (deductible or coinsurance). Attach the EOMB/MRN or complete the appropriate data elements
with Medicare payment information from the EOMB/MRN in the HIPPA 837 claim transaction. The
Medicare non-allowed or disallowed charges shown on the EOMB/MRN are not included in the Medical
Assistance balance due. Alaska Medical Assistance will pay only for the sum of the coinsurance and
deductible, minus any third party insurance payment.
Note: As of July 1, 2005, Alaska Medical Assistance no longer requires that providers submil these

claims in the “specific crossover formal”. Submit according to NUBC guidelines.

Updated 0306

Services denied by Medicare because of non-coverage or exhausted benefits may be billed to Medical
Assistance if the recipient is eligible for these Medical Assistance services.

Ffscryiccs and supplies are listed as non-covered in The Medicare Handbook or other Medicare source,
|an1|fy l}?c source and attach a copy to the Medical Assistance claim. This can be done in place of filing
with Medicare for those services or supplies known to be non-covered, thus eliminating the wait for a
denial on an EOMB/MRN.

Updaled 12/02
Receiving Payment from Medical Assistance
Alaska Medical Assistance will pay the lesser of:
= the sum of the coinsurance and deductible amounts, or

*  the amount by which the Medical Assistance allowable fee exceeds the Medicare payment

bined Medi . . o .
The ; .“ dical A payment for a hospital’s services cannot exceed the total
amount that Medical Assistance would have paid if the recipient did not have Medicare.

3 A=
If you are billing a non-covered Medicare HCPCS code, you are not required to bill Medicare.

1-32
Inpatient/Outpatient Hospital
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r each requesting claim payment secondary/tertiary to Medicare will bcA
iders showing any overpayment, 1f Medical
dicare, no payment is due from Medical

Medical Assistance liability fo
recalculated quarterly. Recovery reports will be issued to provi
Assistance’s liability is less than the amount already paid by Me
Assistance. When applicable, overpayment will be recouped.

Updated 03006

UB-92 Instructions

FIELD DATA ELEMENT EXPLANATIONS / INSTRUCTIONS

LOCATOR Rofer to Natlonal Uniform Billing Committee
(NUBC) UB-92 Manual for codes and dotallod
Instructions *

REQUIRED Provider Namo/Addross and
Tolephone Numbor

“LEAVE BLANK _ Untitiad Fiold
OPTIONAL Patlent Control Number

If entared, patient account number will be
reported on Remittance Advice (RA) as follows:
Up to a maximum of 11 alphanumeric characters
will be referenced on paper RA
Up to a maximum of 20 alphanumerlc characters
will be refarenced on electronic 835 RA
The third digit value *7* or *8" will not be processed as
an j

REQUIRED Type of Bill

requested on paper must be submitted using form AK-
05 (roler to Section Il for instructions on complating
this form).

OPTIONAL Foderal Tax Numbor
REQUIRED Statoment Covers Period Inpatlent claims:

- “lhrough” date must be dale of discharge,
transfer, or death if Palient Stalus (Fleld 22) =
discharge, transfer, or death.

“Ihrough* date cannot extend beyond the state or
hospltal fiscal year end

date span must include all covered and non-
covered days included in Fields 7 and 8

REQUIRED - IP Coverod Days Inpationt claims:
AVE BLANK -
LEAVE K-OP - include only cerlified days or days for which
cerification is nol required

REQUIRED - IP Non-Covered Days Inpatlent claims:
LEAVE BLANK - OP .
- donotinclude date of discharge, transfer, or
death in count of non-covared days

LEAVE BLANK Colnsurance Days

LEAVE BLANK Lifetime Reserve Days

OPTIONAL Untitled Flold Although this field Is unlabeled by NUBC, Alaska
Medical Assistance requests “page 1 of 2° or *page 2
of 2° be entered here in the evenl more than 23
Revenue Code claim lines are billed for a single clalm
and a second claim form is required.
Note: A single claim may contain a maximum of 46
Revenue Code lines (2 claim forms).

REQUIRED Patient Name

OPTIONAL Patient Address

OPTIONAL Patient Birthdate

OPTIONAL Patlont Sex Required by NUBC UB-82 Manual, however, for
editing purposes, AK Medical Assistanca oblains
sex/gender information from reciplent eligibility
records

OPTIONAL Patient Marital Status

Inpatient/Outpatient Hospital 1-33
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FIELD
LOCATOR

~ REQUIRED-IP Admission Date

£ EXPLANATIONS / INSTRUCTIONS
DATAS SRCR Retor to Natlonal Uniform Billing Commitico
{NUBC) UB-82 Manual for codes and detalled
Instructions *
Outpationt clain
i o nlered date must = Fleld 6 .'mid““’_

OPTIONAL - OP

"REQUIRED -
QPYIOVAL oP IR —
JUIRE i “Outpatient c! aims:

« required only for oul-of-state providers. optional for
in-state

R‘QUXRE
REQUIRED® -

REQUIRED-1P __ Seurceof Admission ~ Giaims for newboms must be biled 3 separately from
LEAVE BLANK - OP the mother and musl be billed using the newbom'’s
Mcdlcnl Assls\an
B Dlschargn Hnur

REQUIRED - IP Patlent Status
LEAVE BLAN! P e s
OPTIONAL MedicalUHalth Record

Number _

" Condition Codes

Entries In this flald are o ot Included onRA (re(el\o
Field 3 Patien cmlml Number)

"LEAVEBLANK ____ Untitied

~REQURED  Occurrenca Codos and Datos

(If applicable) R e =
OPTIONAL Occurrence Span Codo and
Dates

~EAVEBUANK Intornal Gontrol Number [

Document Control Number

“LEAVEBLANK ___ Responsible Party Namo and _

Address
REQUIRED Valuo Codos and Amounts
icable)
CD-9-CM procedure code(s) are required in
FIE!d 80 if billing for operating room services or
surgical procedures
Maximum of 23 Revenue Code lines per claim
form. Use additional claim form(s) if necessary.
Maximum of 46 Revenue Code lines (2 claim
forms) per claim.
After Iast Revenue Code, skip a line and enter
*001", referencing lotal charges.
Enter duplicale Revenue Codes for revenue
codes charged at different rales
Inpatient Claims:
- Each IP claim requires an accommodation
Revenue Code.
Attach medical Justification for privale room
charges

Revenue Code

REQUIRED Revenus Description Required for each Revenue Code

Ater las| Revenua Description, skip a fine and enter
“Total Charges”

LEAVE BLANK—IP __ HCPCS/Rates/HIPPS Rate Outpatient Claims

REQUIRED - OP Codes
O spplicable) - Required for oulpatiant laboratory services.
- HCPCS laboralory services codes (avallable In
the current CPT-4 code book, range 80002 -
89399) are required to identify any laboratory
services (Revenue Codes 300 - 318)

OPTIONAL Seryico Date

Inpatient/Outpatient Hospltal
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v EXPLANATIONS [ INSTRUCTIONS
LoGATOR L Refor to Natlonal Uniform Billing Committee
i (NUBC) UB-92 Manual for codes and detalled
instructions *
Inpatient Claims:
- {day=1unilof service
Units must be used with Revenue Codes 110 -
218
Enter number of days during billing period patient
was registered for room and board
Total number of days may include multiple levels
of care
Total number of days must = the sum of Field 7+
Fiold 8
Outpatient Claims:
- Enter number of unils for mulliple services on
same day
Laboratory services require number of units (o be
entered

Units of Service

REQUIRED _ Total Charges (by Rovenuo __ The fast number in column represents tofal charges
Code Category) for the claim and corresponds with Revenue Code

“opTiONAL

" Payor Identification
REQUIRED Provider Numbor Enter State of Alaska Medical Assislance Provider 1D
Number
OPTIONAL Reloase of Information
Ceortification Indicator

LEAVE BLANK _ Assignment of Benefits
Certification Indlcator

“On line A enier iha fotal amount recaived loward
payment of this claim from privale insurance,
CHAMPUS, o VA
Do not Include payments received from Medicare
(refer to “Medicare/Medicaid Crossaver Billing” In
This Section)

Attach a copy of each applicable Explanation of
fits ¢

" REQUIRED _ Prior Payments
(it applicable)

“TOPTIONAL ___ Estimated Amount Dus
LEAVE BLANK Untitlod Flold

OPTIONAL " Insurad's Namo
OPTIONAL Pationt's Rolationship to
Insur
c Enler the patient's 10-digit Medical Assistance
Identification number exactly as It appears on the
eligibiity coupon/label

OPTIONAL Insured Group Number
OPTIONAL Insuranco Group Number _

ﬁlEanL:IIRcEa?ﬂa) (T:;e;elmenl Authorization Enter he 8-diglt Prior Authorization Code
OPTIONAL Employment Status Code

OPTIONAL Employer Name

OPTIONAL ___ Employer Location

REQUIRED Princlpal Diagnosis Code

REQUIRED Othor Diagnosis Codes
(if applicable)
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FIELD DATA ELEMENT EXPLANATIONS / INSTRUCTIONS

LOCATOR Rofer to Natlonal Unlform Billing Committee
(NUBC) UB-92 Manual for codes and detalled
Instructions *

" OPTIONAL ‘Admitting Disgnosis/
Patient's Reason for Visit

OPTIONAL External Cause of Injury Code
(E-Codo)

T LEAVEBLANK Unitied Flold
LEAVE BLANK Procedure Coding Mothod X
REQUIRED Principal Procedure Code Date must correspond with the “from" and "Ihrough”
(it applicable) and Dato dates in Field 6
REQUIRED Othor Procedure Codes and  Listin
(It applicablo) Datos

order of sk

~ REQUIRED Attending Physiclan ID
OPTIONAL Other Physiclan ID
OPTIONAL Remarks describe any claim attachments, special reports,
justification of medical necessity, EOBs, ete.

do not identify late charges in this area (lale

charges musi be submitied on an
Adjustment/Vold Request Form)

REQUIRED Providor Ropresontative - claim must be signed by an authorized
representalive of the facilty
facsimlla signatures are acceptable
clalm cannot be signed/dated prior to the data
services wers rendered

REQUIRED

* NUBC UB-92 Manuals are available on-line and in hard copy. To obtain a manual, visit www.nubc.org or call
(312) 422-3390.

Updated 03/06
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Med1_130926

[Pay Date |Reclp |Ong_Recip |Status [CTM [Proc_ [Prov __ [Units |Billed iAllowed |Payment [Diag

| 2111200013 1 [0215F |MHO157 $45.00 | $45.00 ;2989
21 ! §45.00 . 845,00 12989
5 $45.00 |  $45.0 12989
§45.00 |  $45.00 :2989 |
54500, | $45.00 2989
$45.00
$45,00 |
§75.92 ,
§45.00 |
$45.00 |
$45.00 !
$45.00
$7