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“Computer Readable Storage Medium”: The Parties’ Constructions

a centralized database that No specific construction offered
includes all registration
information regarding the Only a critique of Celgene's

claimed prescribers, pharmacies, construction

and patients
Argues that there can be more
than one computer readable
storage medium

IPR2015-01092, Paper 40 (“501 Resp.”) at
22-25; Ex. 2059 (“501 Frau Decl.”) 1172-73;
Ex. 2060 (“501 DiPiro Decl.”) §921-24 IPR2015-01092, Paper 49 (“501 Reply”) at 7-9
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“Computer Readable Storage Medium” Claim Construction:

The Claims Support Celgene’s Construction

What is claimed:

1. A method for delivering a teratogenic drug to patients
in need of the drug while avoiding the delivery of said drug
to a foetus comprising:

a. registering in a computer readable storage medium

prescribers who are qualified to prescribe said drug;

b. registering in said medium pharmacies to fill prescrip-
tions for said drug;

c. registering said patients in said medium, including
information concerning the ability of female patients to
become pregnant and the ability of male patients to
impregnate females;

R d. retrieving from said medium information identifying a
subpopulation of said female patients who are capable
of becoming pregnant and male patients who are
capable of impregnating females;

e. providing to the subpopulation, counseling information
concerning the risks attendant to fetal exposure to said
drug;

f. determining whether patients comprising said subpopu-
lation are pregnant; and

g. in response to a determination of non-pregnancy for
said patients, authorizing said registered pharmacies to
fill prescriptions from said registered prescribers for
said non-pregnant registered patients.

United States Patent .,

IPR2015-01092, Ex. 1001 (“501 patent”) at Claim 1;’501 Resp. at 24;
'501 Frau Decl. 73; 501 DiPiro Decl. 923
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“Computer Readable Storage Medium” Claim Construction:

The File History Supports Celgene’s Construction

This Office’s Rejection

el ]
s |
i

2. Claims 1 and 4-11 are rejected under 35 U.S.C. 103(a) as being unpatentable over

Sloane.

In regards to claims 1 and 11, Sloane discloses a method for delivering drugs to patients in

“"" need of a drug while avoiding the delivery of said drug to a foetus comprising registering qualified
prescriber (12) in a computer readable storage medium (10), registering pharmacies to fill
prescriptions (13), registering patients and patient data (11), providing counseling information to |
a patient (column 3-5, lines 38-8), determining whether the patient is pregnant (65), and

authorization of prescriptions to be filled (column 6, lines 47-51).

IPR2015-01092, Ex. 1004 (501 File History”) at 63;
The Inventor’s Response 501 Resp. at 22

Sloane fails also to teach methods in which the information regarding the parties

involved in the disclosed methods, for example, physician, pharmacy and patient, are registered

in a central computer readable storage medium.

’501 File History at 78; 501 Resp. at 22-23;
'501 Frau Decl. §72; 501 DiPiro Decl. 22




“Computer Readable Storage Medium” Claim Construction:
Dr. Fudin’s Testimony Supports Celgene’s Construction

= 001 patent require centralizing certain information

Q. Inyour opinion, do the claims of the

in a computer-readable storage medium?
A. Yes.

— Celgene

Q. Inyour opinion, do the claims of the
'501 patent require registering information in a
central computer-readable storage medium?

A. Yes.

IPR2015-01092, -1096, -1102, -1103, Ex. 2061 (“Fudin Tr.”) at 307:9-17;
’501 Resp. at 23




The Asserted References Do Not Teach Or Suggest The

“Computer Readable Storage Medium”: No Centralized Database

Celgene argued:

Moreover, CFAD glossed over the fact that Dishman also does not disclose,
nmwmmemien - tegch, or suggest the claimed centralized computer readable storage medium.
Instead, Dishman expressly discloses only decentralized computerized systems.

Specifically, as explained in detail above, Dishman discloses that “each hospital”

has its own computerized clozapine lockout system. See supra at § 111.B.2.c.
Further, even within each hospital, the lockout system is composed of two distinct,

pre-existing databases: (1) the hospital’s laboratory database; and (2) the

outpatient pharmacy dispensing software. Id. And Dishman describes the

potential for local override of the lockout, further suggesting that the system was
not centralized. Id. Accordingly, even if Dishman discloses prescriber, pharmacy,
and patient registration—it does not—it still fails to disclose that registration
occurring in any centralized computer readable storage medium. Ex. 2059 q114-

115; Ex. 2060 q64-71.

’501 Resp. at 42

— Celgene



The Asserted References Do Not Teach Or Suggest The

“Computer Readable Storage Medium”: No Centralized Database

CFAD acknowledges the “fact” that each hospital has its own separate system

| No.20at 12.) In any case, Celgene’s reliance on the fact that each VA hospital had

its “own separate system” (POR at 32) is misplaced.

'501 Reply at 19

Dr. Fudin agrees that the NCCC’s two databases—the hospital laboratory database and
the outpatient pharmacy software—existed separate and apart from the NCCC

Q. (By Mr. Chalson) So like, for example, like
we talked about, the hospital laboratory database,
the outpatient pharmacy dispensing software. Those
things just existed and the NCCC ju-st leveraged
information in them for its own purposes, right?

A. Okay. Yes.

Q. Do you agree with that?

A. Yes.

Q. The NCCC did not come in and say we're
going to create a brand-new system that has all of
these brand-new parts. It just leveraged sources
that existed already and, as you said, it took
information from different places to provide
something to a pharmacist in real time, right?

A. | suppose, yes.

Fudin Tr. 304:4-19; ’501 Resp. at 33;
’501 Frau Decl. 119 115; ’501 DiPiro Decl. §72
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The Asserted References Do Not Teach Or Suggest The

“Computer Readable Storage Medium”: No Pharmacy Registration

Dr. Fudin admitted that
Powell does not:

* Mention any registry

* Mention keeping any
records in any
computer readable
storage medium

* Mention retrieving any
information from any
computer readable
storage medium

Q. Sure. It's along day. Powell is directed
to the use of thalidomide by hospital doctors, right?

A. Yes.

Q. And it doesn't mention any registry, does
it?

A. No.

Q. There's no mention of keeping any records
in any computer-readable storage medium in Powell,
right?

A. Correct.

Q. There's no mention of retrieving any
information from any computer-readable storage medium
in Powell?

A. Correct.

Fudin Tr. 261:12-25;°501 Resp. at 26, 36;
’501 Frau Decl. §107; 501 DiPiro Decl. 156

— Celgene




The Asserted References Do Not Teach Or Suggest The

“Computer Readable Storage Medium”: No Pharmacy Registration

Dishman discloses only prescriber and patient registration:

- g

= |
= SepRpcE
= itEgt

The manufacturer, Sandoz, requires all pre-

~ scribers and patients to be registered with the Clozaril

c National Registry, which requires weekly monitoring

~ of each patient’s white blood cell (WBC) count and

' limits medication dispensing to a one-week supply.?

The registry permits community and hospital pharma-

cies to dispense clozapine only upon the pharmacist’s
verification that the WBC count is within acceptable
limits.

IPR2015-01092, Ex. 1007 (“Dishman”) at 899; 501 Resp. at 38-39;
’501 Frau Decl. 1112; ’501 DiPiro Decl. 1162-63

— Celgene



A POSA Would Not Have Been Motivated

To Arrive At The Claimed Male Subpopulation

Special Article

thalidomide

3. Damage to babies: This is very important for all women considering thalidomide. Thalidomide is toxic to the
developing baby, especially in the early months of pregnancy. If you wish to consider thalidomide you must
be prepared to use adequate contraception throughout the duration of thalidomide therapy and for 3 months
after it has finished. Should contraception fail, any resulting pregnancy may incur damage to the baby and
consequently, if you miss a period at any time during treatment, you must stop thalidomide immediately and
contact the doctor who prescribed the thalidomide. A pregnancy test would then be arranged and
appropriate counselling given. Should pregnancy be confirmed, further investigations to assess any damage
to the baby would be indicated. Your doctor can advise you about adequate contraception. No effects on
male sperm are recognized.

IPR2015-01092, Ex. 1005 (“Powell”) at 903; '501 Resp. at 43;
’501 Frau Decl. J124; ’501 DiPiro Decl. | 74, 75, 80

— Celgene
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US Patent and Trademark Office

CFAD Has No Evidence That Thalidomide, Administered To A Father,

Can Cause A Malformation Of An Embryo

US Patent and Trademark Office

Q. (By Mr. Chalson) Powell does not report any
evidence that sperm could transfer thalidomide to a
female patient and thereby potentially impact a
developing fetus, right?

A. He doesn't provide any evidence. That, |
agree with. He's not saying that it can't happen.

* % %

Q. Okay. So, again, had Powell had evidence
that sperm could transfer thalidomide to a female
patient potentially impacting a developing fetus, he
didn't report on it, right?

A. Hedidn't report on it, correct.

Coalition for Drugs VI

Q. Sitting here today, you have no actual
evidence that thalidomide administered to a father
can cause a malformation of an embryo, do you?

A. ldonot.

Q. (By Mr. Chalson) And, in fact, there is no
evidence to that point directly on this question
that, administered to a father, can cause a
malformation to an embryo, right?

A. Not that | know of.

Fudin Tr. at 258:20-25, 260:21-25; '501 Resp. at 26-27, 43;
’501 Frau Decl. §1124; ’501 DiPiro Decl. §75

Fudin Tr. at 205:8-18; 501 Resp. at 44

— Celgene
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US Patent and Trademark Office

No Motivation To Arrive At The ‘720 Patent’s Inventions:

S.T.E.P.S. Has Been 100% Successful In Preventing Birth Defects

Dr. Fudin agreed that there have been no birth defects under S.T.E.P.S.® and
that there was no problem with S.T.E.P.S.® as of October 2000

Q. (By Mr. Chalson) Despite all of that
skepticism, there had been zero birth defects
associated with the distribution of thalidomide
pursuant to the restricted distribution systems that
are claimed in the '501 and '720 patents, right?

A. | believe so.

Q. (By Mr. Chalson) | mean, that's reported in
the literature as well, right?

A. Yes.

Q. And obviously if such births defects
occurred, there would be an outcry and it would be
published, right?

A. You can be certain.

US Patent and Trademark Office

Coalition for Drugs VI

Fudin Tr. at 239:23-240:11; IPR2015-01096, Paper 40 (“-1096 Resp.”) at 17;
IPR2015-01102, Paper 41 (1102 Resp.’) at 17;
IPR2015-01103, Paper 42 (1103 Resp.”) at 17

Q. (By Mr. Chalson) Sure. Again, my -- |
think we're saying the same thing. I'm just trying
to make sure we agree that as of October of 2000, it
was public and your POSA would have known that the
original S.T.E.P.S. system was working. It had
avoided the predicted second thalidomide tragedy that
many thought was inevitable before Thalomid was
approved in 1998, right?

A. Okay. Yes.

Q. (By Mr. Chalson) There's nothing in any of
the prior art that you cite to suggest that the
original S.T.E.P.S. wasn't working, is there?

A. No.

Q. Inother words, as of October of 2000, no
prior art taught that there was some problem with
original S.T.E.P.S. that had to be addressed, right?

A. |don't believe so.

Fudin Tr. at 380:5-22; -1096 Resp. at 4, 5, 17;
-1102 Resp. at 4, 5, 17; -1103 Resp.at 4, 5, 17

— Celgene
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No Motivation To Arrive At The ‘720 Patent’s Inventions:

S.T.E.P.S. Has Been 100% Successful In Preventing Birth Defects

Celgene’s Head of Global Drug Safety & Risk Management

6. I am familiar with the restricted-distribution system known as the
System for Thalidomide Education and Prescribing Safety, or S.T.E.P.S.®
S.T.E.P.S.® was introduced with Celgene’s Thalomid® brand thalidomide capsules
in July of 1998.

7. Since July of 1998, there has not been a single birth defect in
connection with Thalomid®, in the United States or elsewhere. There have also
been zero birth defects associated with two of Celgene’s other products, Revlimid®
and Pomalyst®, both of which are believed to be teratogenic by the U.S. Food and

Drug Administration.

IPR2015-01096, -1102, Ex. 2068; IPR2015-01103, Ex. 2069 (“Freeman Decl.”) at 1 6-7; IPR2015-01096, Ex. 2059 (“-1096 Frau Decl.”) §21; Ex.
2060 (“-1096 DiPiro Decl.”) 120; IPR2015-01102, Ex. 2059 (*-1102 Frau Decl.”) §21; Ex. 2060 (“-1102 DiPiro Decl.”) §20;
IPR2015-01103, Ex. 2059 (“-1103 Frau Decl.”) §21; Ex. 2060 (“-1103 DiPiro Decl.”) §20; -1096 Resp. at 4; -1102 Resp. at 4; -1103 Resp.at 4

— Celgene

13



CFAD’s Motivation Is Based On Non-Existent Hypothetical Drugs

Dr. Fudin could only speculate about “future drugs” that “might” require modifying S.T.E.P.S.®

No Motivation To Arrive At The ‘720 Patent’s Inventions:

— Celgene

Q. Canyou answer the question that | asked
you, sir? There's nothing in this article that
specifies a specific reason to modify the original
S.T.E.P.S., is there?

A. Yes, there is.

Q. What is the --

A. Itsays--

Q. -- specific reason to modify original
S.T.E.P.S.?

A. Because future cases, future drugs that are
developed might -- might cause a need to change the
original S.T.E.P.S. based on those new drugs which we

don't even know what they are.

Fudin Tr. at 591:15-592:2; -1096 Resp. at 18-20; -1102 Resp. at 18-20; -1103 Resp. at 18-20

14



Dr. Fudin admitted that a POSA “would not know . . . what kind of development or changes

No Motivation To Arrive At The ‘720 Patent’s Inventions:

No Motivation To Arrive At The Specifically Claimed Elements

need to be made to the original S.T.E.P.S.”

Us Pa

m Q. Sure. The article doesn't disclose any
modifications that are necessary to the original

" S.T.E.P.S., does it?

Cotion o Arste e A. It doesn't specifically spell out how it

Celgene

would do that, if that's what you're asking me.

Dr.

Q. It doesn't say there's a reason to modify
Lo original S.T.E.P.S., does it?

A. Give me a second. It did say something in
here. Well, | mean the last paragraph says, "Future

— Celgene

cases are certain to arise in which a drug offers
compelling clinical benefits, but unrestricted
distribution poses profound risks to patients or
society."

So in my mind a POSA would not know
what those potential drugs might be, what's to come
in the future and what kind of developments or
changes need to be made to the original S.T.E.P.S. in
order to make those things successful with future
developments.

Fudin Tr. at 590:15-591:8; -1096 Resp. at 18-20;
-1102 Resp. at 18-20; -1103 Resp. at 18-20

15



No Motivation To Arrive At The ‘720 Patent’s Inventions:

Confidential Surveys Cannot Provide A Motivation

Thursday,

September 4,

1997

For the registry, we have been working with the

CENTER FOR DEUG EVALUATION AND RESFARGH
OO AND CRUG ADINISTRATICN

PORTY-SEVENTH NEFTING
or THE

pp—

8136 am.
Thureday, September 4, 1997

Page 164 TTT " ASSOCIATED KEPORTERS OF WASHINGTON
1533 Norts . NE

DERMATOLOGIC AXD OFWTIALNIC CRUCS ADVISORY CORMITTEE

=l

CFAD V1 1076 - 0001
CFAD VI v, CELGENE

IPR2015-0109

IPR2015-01096, Ex. 1076; IPR2015-01102, -1103, Ex. 1012 (“FDA
Meeting Part 1”) at 118-19; IPR2015-01096, Paper 52 (“-1096 Reply”) at
13-14; IPR2015-01102, Paper 54 (1102 Reply”) at 11; IPR2015-01108,

Paper 55 (1103 Reply”) at 11; IPR2015-01096, Paper 60 at 13-15;
IPR2015-01102, Paper 62 at 14-15; IPR2015-01103, Paper 63 at 14-15.

Slone Epidemiology Unit at Boston University -- Allen
Mitchell’s group particularly -- to develop the thalidomide
registry. We chose this group because they have had a lot
of experience with Accutane, they’ve understood what works
well, and they’ve got a good perspective on how things
could be improved.

All patients will participate. It resolves one
of the issues that has been raised in a number of circles
about not knowing the end for Accutane. And responses will
be confidential to the immediate health care team and the
investigators at Boston University.

Female patients will complete the survey
monthly, and male patients will complete the survey no less

frequently than ever 3 months and at any visit to the

physician office. The objectives of the registry are

twofold and I think, very importantly, to track compliance

with the program because it provides us with a continuous
feedback loop in understanding how effective the various
elements of the programming are working, what level of
compliance we are getting, whether there are pockets or
individuals who may be complying less well than all of us
would expect, and provides us the opportunity to go back

and take corrective action.

— Celgene
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No Motivation To Arrive At The ‘720 Patent’s Inventions:

CFAD’s Reliance On Cunningham Is Based On Hindsight

Tradem:

Q. So coming back to the section about state
of the art, while we're on the subject of Cunningham,
you didn't cite Cunningham at all in connection with
the '501 patent, right?

A. | don't think so.

Q. And it's certainly not one of the main
errem references you rely on for the '501 patent, is it?

A. No.

Q. That's because the '501 patent doesn't
claim a prescription approval code, right?

A. Correct.

Q. But the '720 patent does claim a
prescription approval code, and that's why you cited
Cunningham against the '720 patent?

A. Yes.

Fudin Tr. at 415:11-25; -1096 Resp. at 51-52; -1102 Resp. at 51-52; -1103 Resp. at 52-53

— Celgene
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No Motivation To Arrive At The ‘720 Patent’s Inventions:

CFAD’s Reliance On Cunningham Is Based On Hindsight

Dr. Fudin admitted that Cunningham’s system would not be applicable to distributing
drugs with dangerous side effects like thalidomide, isotretinoin, and clozapine

Q. (By Mr. Chalson) There are no samples of Q. (By Mr. Chalson) As a result, systems that
| any thalidomide product in the U.S,, are there? are designed to help track and distribute free
A. | hope not. samples don't apply to at least thalidomide,
Q. (By Mr. Chalson) There never have been, isotretinoin and clozapine, right?
7 right? ’ '
"gA No A. Correct.

Q. There are no samples of any Accutane or

57;-1103 Resp. at 56-57; ‘1096 Frau Decl. 4 61, 75-76; -1096 DiPiro Decl.

.| A Notthat | know of. 19118-19: -1102 Frau Decl. 1970, 84-85; -1102 DiPiro Decl. ]{122-23:
- Q. (By Mr. Chalson) And there never have been, -1103 Frau Decl. 1168, 82, 84; -1103 DiPiro Decl. 11 123-24
right?

A. | don't believe so.

Q. That would be, in your opinion you'd agree,
gravely irresponsible to be passing out free samples
of known human teratogens, right?

A. Yes.

Q. There are no samples of Clozaril or
clozapine either, right?

A. | don't believe so.

— Celgene 18
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“Prescription Approval Code”: The Parties’ Constructions

a code representing that an affirmative
risk assessment has been made
based upon risk-group assignment
and the information collected from the
patient, and that is generated only
upon a determination that the risk of a
side effect occurring is acceptable

-1096 Resp. at 21-24; -1102 Resp. at 21-24; -1103 Resp. at 21-24;
1096 Frau Decl. 19 50-52; -1096 DiPiro Decl. 1{36-40; -1102 Frau
Decl. §150-52; -1102 DiPiro Decl. 1936-40; -1103 Frau Decl. 950-52;
-1103 DiPiro Decl. 1136-40

No specific construction offered

Only a critique of Celgene's
construction

Argues that the only requirement for

retrieval of the prescription approval
code is registration

-1096 Reply at 8-12; -1102 Reply at 6-9; -1103 Reply at 6-9

19



“Prescription Approval Code” Claim Construction:

The File History Supports Celgene’s Construction

This Office’s Rejection:

- 1
¥ = S UTIUTY Patont Aspaion
TR

[d

It would have been obvious to one of ordinary skill

in the art at the time of the invention to implement the screening for drug contraindications

AN EEEE A

suggested in Elsayed et al. with the method of Schauss et al. since Schauss et al. teach

the particular steps for performing the analysis and further to use an automated pharmacy

I T

arrangement as taught by Boyer et al. which includes a step for generating a prescription
number or code associated with said prescription by a computer workstation since this

provides an alternate expedient to the prescription procedure of Elsayed et al.

IPR2015-01096, -1102, -1103, Ex. 1002 (“720 File History”) at 92;
-1096 Resp. at 22; -1102 Resp. at 22; -1103 Resp. at 21-22; ‘1096 Frau Decl. 150; -1096 DiPiro Decl. §37;
-1102 Frau Decl. §50; -1102 DiPiro Decl. §37; -1103 Frau Decl. §50; -1103 DiPiro Decl. {37

— Celgene

20



“Prescription Approval Code” Claim Construction:

The File History Supports Celgene’s Construction

This Inventor’s Response:

As amended on March 23, 2001, Claim 1 further requires an assessment, based upon the
risk group assignment and the information collected from the patient, as to whether the risk of the
side effect occurring is acceptable. Upon a determination that the risk is acceptable, and only

upon such a determination, a prescription approval code is generated, which must be retrieved by

é the pharmacy before the prescription may be filled. Thus, the prescription approval code is not
merely a number that is associated with the prescription, but instead represents the fact that a
determination has been made that the risk of the side effect occurring is acceptable, and that
approval-an affirmative decision— has been made for the prescription to be filled. Boyer does not

disclose or suggest such an approval code.

"720 File History at 106-107; -1096 Resp. at 22-23; -1102 Resp. at 22-23; -1103 Resp. at 22-23;
1096 Frau Decl. 51; -1096 DiPiro Decl. §937-38; -1102 Frau Decl. 51;
-1102 DiPiro Decl. 1137-38; -1103 Frau Decl. §51; -1103 DiPiro Decl. 137-38

— Celgene 21



“Prescription Approval Code” Claim Construction:
Dr. Fudin’s Testimony Supports Celgene’s Construction

Q.

right?
A.

(By Mr. Chalson) I'll ask you a different

| question. The claimed prescription approval code

| represents the fact that a determination has been
made that the risk of a side effect occurring is
acceptable and that approval and affirmative decision
has been made for the prescription to be filled,

Yes.

Fudin Tr. at 434:7-15; -1096 Resp. at 23; -1102 Resp. at 23; -1103 Resp. at 23

— Celgene
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Dr. Fudin admitted that
Cunningham does not:

» Collect patient data

* Register patients in
any system

» Use an approval code
in connection with
side effects

The Asserted References Do Not Teach Or Suggest

The Claimed “Prescription Approval Code”

Q. Infact, no patient data is collected in
Cunningham at all, right?

A. Correct.

Q. And there's no system in which any patient
Is registered, right?

A. Correct.

If we're just looking at the
disclosure of Cunningham, there's no discussion of
using an approval code in connection with side
effects, right?

A. Right.

Fudin Tr. at 428:11-16, 432:14-20; -1096 Resp. at 27-28, 37-38; -1102 Resp. at 29-30, 38-39;
-1103 Resp. at 30, 39-40; ‘1096 Frau Decl. 164; -1096 DiPiro Decl. 153; -1102 Frau Decl. {73;
-1102 DiPiro Decl. 164; -1103 Frau Decl. {71; -1103 DiPiro Decl. 165

— Celgene
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Dr. Fudin admitted that Dishman does not disclose a prescription approval code at all

The Asserted References Do Not Teach Or Suggest

The Claimed “Prescription Approval Code”

T

US Patent and Trademark Offict

Q. And Dishman does not disclose a

Video Deposition of:
effrey Fudin, Volume

prescription approval code, does it?
A. No.

Fudin Tr. at 420:18-20; -1102 Resp. at 27, 35;

— Celgene

prcT— -1103 Resp. at 28, 35
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The Asserted References Do Not Teach Or Suggest Prescriber Verification

Of Informed Consent At The Time Of Patient Registration

The prior art taught that the pharmacist verifies informed consent when registering the patient

_\_‘_\_‘;“‘

Dear Pharmacist:
mnkwufnrmpsmmwdmwnkwom‘ halid . Y our regi ard has been received and _ Patient Reglstrahon _ :
d. and your ﬁwwmﬂdﬂhmh‘r ide Education and Prescribing Safety Pieasemﬁ&dmpaﬂenrmmﬂ‘reSTEPiPameegns&ylhavevmﬂedmﬁlepaﬂenthascompletedand
srgnedﬂrereqwred.rnformedmnsemform . : ; ;
Dear P Fore ,.-‘ Pal:emlnlonnaton
__‘-III\IllHIIIIIIlII[H |||I!|I_!_|

Thank you for registening w dispense THALOMID™ {thaldomide). Y our registration card huas been received and -l : : e
processed. and your pharmacy s now regisicred i the System for Thalidomid e Education and Prescribing Sufety 5 -!ﬂ.l. el e ;‘ T g I B -IHIIHII

(ST E PS5 )Pharmacy Registry. You will receive patient registration formes that must be comsplated for every
new patient receiving THALOMLD™(thalidomide) with your fist THALOMID™ {thalidomide) shipment.

Y'our pharmacy may now dispense prescriptions for THALOMID™ (thatidomade), according o the folsowing
procedures: _

Dispensing initial prescriptions:

. nok di if jpton writted 4
*  Collect and retmin a signed informed consent form.
= If the patieni does not present a completed informed consent form with the prescription,
the physician must be notified that the form is mandatory for a prescription to be Alled,
— -The ician can order ued 5.7 EP.5 pro matérials by calling L-888-4-CELGENE.
*  Enmil the patient in the S.T.E P.5. Patien: Registry.
- Complete the patient registration form and supply the information by:a]lng I- SSS4CELGENE.nrby
fax 1o |-888-475-2672,
Dispense no more than a 4-week (28-day) supply of THALOMID™ (ﬂ'l-l-lldctuldz] therapy.

Automatic refill prescriptions are not permitted.

&  Sodial Securriy'No "(last‘su‘tdigits"are' leql.died,‘i" g ’,: . Sei(cilcl:)

: Danzome;h s

= Ph Vlﬂﬂl'l lnformannn

1 [TTITILL I'J_I

-' "PhysluanName o5

| | T | | | i ‘| e T '|~;

IO Fol T

— WeITEE prescribing and JiSpensing guidehnes, Wil 63
ing pharmaceutical educaton credits upon completion.

Tumuldcrmdlmmlpumuepmmmfoms,u'lfyon d t for
dispensing THALOMID™ (thalidomide), pleasecall 13888+ CELGENE, orfax)mrﬂm:yl) 1-8384‘!5 2572

Thank you for helplng make certan that THALOMID™ {Lhahdomule] i made avai labl: 0 your parl:nts n the
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IPR2015-01096, Ex. 2063; IPR2015-01102, -1103, Ex. 2064 (“Pharmacist Letter”); IPR2015-01096, -1102, Ex. 2065;
IPR2015-01103, Ex. 2063 (“Patient Registration Form”); -1096 Resp. at 41-45; -1102 Resp. at 43-46; -1103 Resp. at 44-47
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The Asserted References Do Not Teach Or Suggest Genetic Testing

“The link between teratology and genetic testing” was not made “explicit” in FDA Meeting
Part 1, as CFAD alleges

It may seem strange to you that a genetics

society would be standing here, commenting on potential
environmental exposures with awful fetal effects, but many

clinical geneticists around the country are expected to

provide counseling to pregnant women about exposures in

pregnancies, so the geneticists, in fact, are often the
clinical teratologists. And I am speaking myself as an

active clinical teratologist in the Boston area.

FDA Meeting Part 1 at 137; -1096 Reply at 25-26; -1102 Reply at 23; -1103 Reply at 22-23

— Celgene
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o2 United States Patent
Williams «f al.

US 6,315,720 BL
3 Nov. 13, 2001

720 Patent, Claim 1

1.

In a method for delivering a drug to a patient in need

of the drug, while avoiding the occurrence of an adverse side
effect known or suspected of being caused by said drug,
wherein said method is of the type in which prescriptions for
said drug are filled only after a computer readable storage
medium has been consulted to assure that the prescriber is
registered in said medium and qualified to prescribe said
drug, that the pharmacy is registered in said medium and
qualified to fill the prescription for said drug, and the patient
is registered in said medium and approved to receive said
drug, the improvement comprising;:

a.

b.

defining a plurality of patient risk groups based upon a
predefined set of risk parameters for said drug;
defining a set of information to be obtained from said
patient, which information is probative of the risk that
said adverse side effect is likely to occur if said drug is
taken by said patient;

. In response to said information set, assigning said

patient to at least one of said risk groups and entering
said risk group assignment in said medium;

. based upon said information and said risk group

assignment, determining whether the risk that said
adverse side effect is likely to occur is acceptable; and

. upon a determination that said risk is acceptable,

generating a prescription approval code to be retrieved
by said pharmacy before said prescription is filled.

IPR2015-01096, -1102, -1103, Ex. 1001 (“720 patent”) at Claim 1;
-1096 Resp. at 1; -1102 Resp. at 1; -1103 Resp. at 1

— Celgene
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’501 Patent

CFAD failed to show that the
prior art teaches or suggests the claimed
“computer readable storage medium”

— Celgene
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’501 Patent

CFAD failed to show that
the prior art teaches or suggests
including a male subpopulation

— Celgene

29



’501 Patent

CFAD failed to show that
the prior art teaches or suggests
actually providing contraception to a patient,
as required by claim 10

— Celgene
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’501 Patent

CFAD failed to provide a motivation
to combine elements from
Powell, Mitchell, and Dishman to arrive at
the claimed inventions as a whole

— Celgene
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’501 Patent

CFAD failed to show that the claimed
inventions achieve only predictable results

— Celgene
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’501 Patent

Secondary considerations support the
nonobviousness of the claimed inventions

— Celgene
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720 Patent

CFAD failed to provide a
motivation to modify the prior art, and
ignores that STEPS was 100% successful

— Celgene
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720 Patent

CFAD failed to provide a motivation
to combine Cunningham with the
other asserted references

— Celgene
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720 Patent

CFAD failed to show that
the prior art teaches or suggests the claimed
“prescription approval code”

— Celgene

36



720 Patent

CFAD does not dispute that
actual application of Cunningham’s
“pharmacy approval code”
is above the level of skill in the art

— Celgene
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720 Patent

CFAD failed to show that
the prior art teaches or suggests
prescriber verification of informed
consent at the time of patient registration,
as recited in claims 5 and 6

— Celgene
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720 Patent

CFAD failed to show that
the prior art teaches or suggests the
genetic testing in claim 10

— Celgene
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720 Patent

CFAD failed to show that
the prior art teaches or suggests
the IVR surveys in claim 17

— Celgene

40



