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more than 65%
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The New York Times
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never

Celgene personnel openly discussed in Company meetings that GED-0301 

would be “scrapped.”
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striking clinical data

to test if the drug works
presume that the drug has an effect
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too good to be true.

everybody

something didn’t 

seem right suspicious
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nothing added up

validating

[t]he efficacy seen in this exploratory trial . . . validates 

previous GED trials and reinforces the potential of GED for patients with active Crohn’s 

disease
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sounded like a complete 

fabrication
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GED-0301 

would be scrapped

Ozanimod
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fell $14.63 per share, or nearly 11%

Evaluate

by 2017

should spur investor excitement
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the publicly-issued 

2017 net sales guidance for Otezla could not be met

everyone knew that the actual stated forecast was not 

reasonable

“change” the numbers
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quarter of a billion dollars

falling $19.57 16% per share
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de facto
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prior to the initiation of large-

scale clinical trials

after
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the working team in “clinpharm” advocated that if Celgene submitted the NDA, it would 

get a refusal to file, and he thought other teams felt that way too from speaking with them

Phase I

Phase 

III

in fact
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the FDA explicitly informed Celgene that the 

Metabolite test results must be included in any Ozanimod NDA

just wanted to get the NDA out the door

scientific incompleteness, such as omission of critical data, information or analyses 

needed to evaluate safety, purity or potency

sixteen years
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up to three years
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$2.469 billion 70.4%

$4.980 billion 
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The New York Times

But Revlimid will eventually lose patent 
protection, and the company has been aggressively looking to expand its business and 
diversify
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 demonstrated striking clinical activity in a phase II trial for Crohn’s disease
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And then we see the clinical data, the Phase II 

data, you can see a very robust response
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EvaluatePharma
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looks too good to be true

necessary

See 

Clinical 
Gastroenterology and Hepatology

there 
is always a clinically relevant placebo effect [among CD study participants] when considering clinical response or 
remission as a primary end point
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Medpage Today

objective 
evidence 

See 
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subjectively

measurable
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poor science decision
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[s]triking Phase II data for 

GED-301

New England Journal of Medicine NEJM

Case 2:18-cv-04772-JMV-JBC   Document 40   Filed 12/10/18   Page 48 of 211 PageID: 1101



NEJM

 

. 

NEJM 
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Celgene acknowledged the limitations of the Phase II clinical trial data

[w]e are aggressively moving clinical development plans forward

NEJM

Unprecedented efficacy
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NEJM

New England Journal of Medicine

We believe CELG is 
working to address these issues with a Phase I study (matching CDAI and 
endoscopy) ahead of the launch of two Phase III trials in mid-15

[n]et-net, we view these results as impressive and believe CELG is 

working to address the shortcomings of this dataset
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NEJM
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does not reflect a change in its 

confidence in GED-0301 which remains high
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quickly followed by GED-0301 in Crohn’s disease

late-stage development program

the incredible Phase 

2 data

transform[ative]
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see supra

magic bullet too fantastic to be true

oral GED-0301 showed both endoscopic 
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improvements and clinically meaningful responses and remission at an early timepoint in this 

study

[t]he efficacy seen in this exploratory trial, in terms of clinical response, remission, and 

endoscopic improvement seen validates previous GED trials 

.   
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planning remains on track for GED submission to the FDA in 

2018 and expected approval in 2019
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GED-0301 represents our lead asset in Crohn’s disease 

inside

placebo-controlled study designs
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any
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look[ed] too good to be true

no endoscopic 

response

the GED-0301 Phase Ib trial was the only trial that the Company conducted without a control 
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group

 

not real

pissed me off, because it wasn’t
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“[i]t wasn’t possible. It sounded like a 

complete fabrication.  It didn’t make any sense.
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say I would expect the 
placebo rate in this particular population, this study from an endoscopic 
perspective to be very, very low.

you wouldn’t expect the placebo patients to be getting better, you’d 
probably expect the majority of them getting worse over that 12-week period, it 
would be unlikely that you would get many responses. So you would expect a low 
placebo rate given what we’ve done here,

we feel very comfortable 
around the size, the structure and the timing of the Phase III program given that 
we’ve just -- given the data that we’ve just seen. 
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$1B+ drug
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on track

[w]e remain on track with time lines there

mentioned during 

any of the internal quarterly review meetings 
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CD
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scrapped
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during which participants discussed the fact that the GED-0301 Phase 

III trial would not be successful

progress continues with GED-

0301 [w]e remain focused on progressing our next generation growth drivers, 

Ozanimod and GED-0301
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We still project GED-0301 data, in particular, in Crohn’s disease in ’18, with ’19 being the 

regulatory year plus launch
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$1.6 billion

Investor’s Business Daily 

Evaluate

dead
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that was just a “pipe dream

it just was never going to happen
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on track
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everyone knew that the actual stated forecast was not 

reasonable

told to change  the 

numbers
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wow, there 

is no way in the world we were going to make [it] . . . it was crazy
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impossible see supra

see supra
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reaffirmed
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see supra

see supra
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bullshit

We saw what was happening way before then We had monthly meetings with the 

contract and pricing teams . . . very early on in 2017

see 

supra 
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$6 billion
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de facto
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significant advantages
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[I]t’s not good for rival pharma companies, either
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key factor

required

Emeritus
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prior

cannot be overemphasized

as early as possible

cause development and marketing delays

at an early stage of clinical development, such that issues of disproportionate human 

metabolites may be addressed prior to the initiation of large-scale clinical trials
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required

generally [ ] accepted as the ‘gold standard’ method 

for defining the fate of a drug candidate in man

before
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safety concern

For such metabolites, the [FDA] 

Guidance recommends that they be synthesized and evaluated by direct administration to test 

animals and the study reports be submitted prior to commencement of large-scale clinical 

trials
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in general the phases are 

conducted sequentially
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see 

infra 

both
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ten to thirteen days
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contingent on that, we will file an 

NDA for Ozanimod in multiple sclerosis by the end of the year
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Journal of Clinical 

Pharmacology in Drug Development
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and its active metabolites
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the working team in 

“clinpharm” advocated that if Celgene submitted the NDA, it would get a refusal to file, and he 

thought other teams felt that way too from speaking with them

on track for regulatory submission
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just wanted to get the NDA out the 

door hustled 

forward
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[A]n RTF is based on omissions of clearly necessary information

[s]cientific incompleteness, such as omission of critical data, information 

or analyses needed to evaluate safety, purity and potency or provide adequate directions for 

use
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Forbes

the 

company clearly made a decision to file this application at risk
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gambled on the ozanimod filing in December 2017

This study seemed to duplicate the type of study that would originally have been 
completed by Receptos, and the completion of the study itself suggests some 
recognition of a deficiency in the early clinical package prepared by the prior 
owner
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up to three years
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ten to thirteen days

This work is well underway 

and will be incorporated into a new submission now targeted for Q1 2019

In the Pipeline
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in vivo But it appears that 
lack of data about the metabolite could have been one of the main reasons the 
FDA found the NDA unworkable, which just makes no sense

Financial Times I think that 99 percent of folk[s] at Celgene wouldn’t have submitted 

[the NDA],

mea culpa, it’s on us

Celgene had on-site control and 

oversight for two-and-a-half years before this filing took place
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Thanks for setting the record straight 

Faheem! You beat me to it
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[s]triking 

Phase II data for [sic] GED-301
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there is a real 
depth of information in terms of other endpoints and durability of response 
relative to severity of disease

NEJM
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Potentially Transformational Profile
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NEJM

suggest efficacy
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as you remember, we were here and told you [about] the incredible Phase 2 
data. It is our mission to ensure that we replicate that in Phase 3 and we are on 
target to do that in the timelines that we have announced
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I have line of sight -- and these are 
products in Phase 3 going through with Phase 2 profiles, giving them enormously 
high probability of success

The data sets that we’ve seen so far are spectacular.  

has a unique mechanism of action that we think works quite well in the 
treatment of Crohn’s disease

the therapeutic profile so far looks like it could 
replace a lot of existing therapy
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in a proportion of patients treated with oral GED-0301 there was endoscopic 

improvement (defined as a 25 percent improvement from baseline) and clinical response and 

remission across all treatment groups at week 12
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It was very data heavy

And so we really wanted to try the molecule out in 
a sort of a challenged environment
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validating

To me this study was validating and it was validating 
not only of the Phase II program

it’s also validating of the 
structure of the Phase III program that we put together
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Oral 

GED-0301 Phase 1b Results Show Clinical Remission and Endoscopic Response at Week 12 in 

Patients with Active Crohn’s Disease

oral GED-0301 showed both meaningful endoscopic 

improvement and clinical remission at an early time point in this study

the validating results we have seen to date

planning 
remains on track for GED submission to the FDA in 2018 and expected approval 
in 2019
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very validating of what we 
have seen in the [Phase II] program

you see signs of endoscopic improvement in all three 
treatment groups

$1B+ drug
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we’ve got data for GED We’re very excited about 
both assets.  The GED registration program has really accelerated over the last 
little while.  We remain on track with time lines there, and we think there’s 
tremendous potential

on track  
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progress continues 

with GED-0301 [w]e remain focused on 

progressing our next-generation growth drivers, Ozanimod and GED-0301
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We still project GED-0301 data, 

in particular, in Crohn’s disease in ‘18, with ‘19 being the regulatory year plus launch

on track

Case 2:18-cv-04772-JMV-JBC   Document 40   Filed 12/10/18   Page 137 of 211 PageID: 1190



Case 2:18-cv-04772-JMV-JBC   Document 40   Filed 12/10/18   Page 138 of 211 PageID: 1191



gives us great confidence that we 
are on track to really again meet or exceed the 2017 guidance
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on track

on track
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so some of those barriers that gave 
us all a little bit of caution for the uptake of Otezla early have started to present 
themselves in ways where we can manage it, understand it, and in many cases, 
we have great advantaged positions now because of the profile of the drug
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Otezla is moving along very nicely at this point in time
I feel really great 

about where we are going and the numbers both in 2017 and 2020 that we put 
out there. . . .  

But we feel great about all the guidance it is been giving, the trajectory

And for specifically the ‘17 
[guidance], I think we have a high degree of confidence
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Investor’s Business Daily
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These 
new contracts approximately doubled the number of patient lives who can now 
access OTEZLA without being required to step through a biologic therapy, which 
has already improved OTEZLA’s market share in these accounts.
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Importantly, if we look at the underlying dynamics of the business, 
they’re exceptionally strong.

we do see the net sales rebounding and on track to deliver our 2017 
guidance.
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We 
also affirmed our guidance for the year for OTEZLA, $1.5 billion to $1.7 billion, 
so year-on-year great performance and a lot of momentum for the brand.
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And 
contingent on that, we will file an NDA for Ozanimod in multiple sclerosis by the 
end of the year

Phase III data expected in 

H1:17 Planning NDA submission YE:17

The Daily Cardinal: University of Wisconsin

 If the data is good, 

an FDA filing for approval is expected before the end of 2017
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These large Phase III active comparator trials  will form the core of an 
expected NDA submission by year-end.

So 
you’re going to have the data from the 2 Phase III MS trials this year, and then 
the team will submit that by the end of the year.

submit ozanimod U.S. NDA in RMS
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submit NDA for Ozanimod in RMS

The Daily Cardinal: University of Wisconsin
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we advance toward 

planned regulatory submissions by year-end
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So, in terms of timelines in MS, we just had the first Phase 3 readout

And based upon those data sets, 
the second study, if RADIANCE is consistent with SUNBEAM, then we package 
all this into an NDA and submit it to the FDA by the end of the year.
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Celgene anticipates filing ozanimod for regulatory approval by year-end based 
on these data

submit 

ozanimod U.S. NDA in RMS [in 2017]
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submit NDA for ozanimod in RMS
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We are excited by the results seen to-date across both pivotal trials

We plan to begin submitting global registration dossiers by the end 
of the year 
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we announced the second of 2 
Phase III trials that were very positive for the drug in the setting of relapsed 
multiple sclerosis

And in fact, the results of the 2 Phase III trials separately and together for 
relapsing MS put the product at a profile that’s better than the base case we had 
when we did the deal to acquire the asset.

We announced positive results from RADIANCE, our second Phase III trial of 
ozanimod in MS and are on track to file the U.S. NDA by year end.

[p]reparing for regulatory submission to the FDA by 

YE:17

Case 2:18-cv-04772-JMV-JBC   Document 40   Filed 12/10/18   Page 161 of 211 PageID: 1214



[f]ile ozanimod U.S. NDA in RMS

we feel very, very good about the data that’s 

emerging for ozanimod and looking forward to getting it out
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positive top-line 

data in RMS [a]dvancing towards FDA filing by YE:17.

An NDA submission to the 
FDA based on the combined phase III SUNBEAM™ and RADIANCE™ trials 
for RMS is expected by the end of 2017.

Journal of Clinical Pharmacology in Drug Development
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[o]n-track for NDA submission by YE:17

The program remains on track for 
regulatory submission, beginning with the U.S. by year-end

We are highly encouraged by the results we have seen to date in both 
MS and IBD indications
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 moving forward in Multiple Sclerosis

[p]reparing for regulatory submission [of the Ozanimod NDA] to the FDA by year-end

[s]ubmit ozanimod U.S. NDA in RMS by YE:17
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[o]zanimod 

FDA filing in RMS by YE:17

Celgene 

plans to submit a New Drug Application (NDA) to the FDA for Ozanimod in RMS by year-end.

approved
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For the FDA, we are working hard as 
we speak to get ready to file by the end of the year

We announced positive top line data to ozanimod and SUNBEAM and 
RADIANCE earlier in the year

We’re tremendously thrilled with the data and satisfied and happy

very, very, very positive data

Since we went and made the acquisition and we’ve just continued to get more 
excited and more excited as we’ve continued to have data

The data around this asset is very, very solid, and it’s 
really, really exciting
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see 
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FDA decision on the submission of an NDA for ozanimod in patients with relapsing multiple 

sclerosis (RMS)

a New Drug Application (NDA) 

was submitted with the FDA for Ozanimod in relapsing multiple sclerosis

a New Drug Application 

(NDA) was submitted with the FDA for Ozanimod in RMS
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Dow Jones

Dow Jones

Case 2:18-cv-04772-JMV-JBC   Document 40   Filed 12/10/18   Page 171 of 211 PageID: 1224



Barron’s Blog

a major setback

few likely foresaw a GED-

301 termination
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Barron’s Blog
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SeekingAlpha

[T]oday’s update substantially alters our outlook and confidence in the 
company’s ability to execute
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the magnitude of the reset has clearly shaken 
investors

severely disappointed relative to expectations on Otezla

CELG put up an unusual notable revenue miss (it’s been a few years 

since that happened by this much)

greater competition

surprise
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Celgene reported alarming Q3 2017

Investors are likely to ask whether the company’s good 
fortune has run out, with disappointments (mongersen) and negative revisions 
(Otezla) left and right.  
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SeekingAlpha
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net positive

we suspect many investors will view this positively

up

some FDA discomfort

the key unknown
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setting up a 1 to 3 year delay

 

much lower

our calculations suggest the prior set of identified (and thus 
studied metabolites) produced levels barely above the human therapeutic dose, 
we believe it is increasingly unlikely CC112273 produced levels near the human 
therapeutic dose in the prior preclinical work.  Thus, mgt. will likely need to re-
run preclinical toxicology which could take 6 months (rats) to 2 years (another 
carcinogenicity study).  Given the timeline to start the study, produce the study 
reports and refile, we believe the delay is at a minimum 1 year and up to 3 years 
if mgt. must redo all animal work.
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The Motley Fool

Citywire

Marketwatch 
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NEJM
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chose not to install adequate controls
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corporate decision

not 
real
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scrapped
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everyone knew that the actual stated forecast was not 
reasonable

told to change  the numbers
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there isn’t any way to grow [Otezla] revenue by 57%  

We saw what was happening way before then We had monthly meetings with 
the contract and pricing teams . . . very early on in 2017
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de facto
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render the application incomplete on 
its face
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see

the largest single-drug acquisition in 

pharmaceutical history flagship 

product

crown jewel
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This is a 
replacement for it
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$68.4 million  $27.6 million
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5.5 times 
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five times 
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nearly 

three times

not
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see
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Affiliated Ute Citizens of Utah v. United States
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s James E. Cecchi              
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Co-Liaison Counsel for Lead Plaintiff  
and the Class 

 

Lead Counsel for Lead Plaintiff 
and the Class 

Additional Counsel for the Class
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