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ABOUT E2663: A CLINICAL
TRIAL FOR PEOPLE WITH
STAGE IIT AND IV INOPERABLE,
METASTATIC MELANOMA
(SKIN CANCER)

What is a clinical trial?

A clinical trial is a study conducted
by doctors to test new medications
or new combinations of medications.
This trial - ECOG Trial E2603 —is
what is called a “phase three”
trial. That means that the new
treatment has already been tested
in different doses. Now, it needs
to be tested to see how it
compares to standard treatments
for patients with Stage Il and IV
melanoma.

A phase three study compares the
results of people taking a new
treatment with the results of people
taking the standard treatment {for
example, which group does better
or has fewer side effects). In most
cases, studies move into phase I
only after a treatment seems to
work in phases | and Il Phase il
trials may include hundreds of

people.

What is the purpose of this trial?
The purpose of this study is to

- compare the effects of carboplatin
and paclitaxel {chemotherapy
drugs} when given with sorafenib
(specialized protein inhibitor also
called BAY 43-9006) on you and
melanoma cancer.
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What should 1 know about the trial treatments?

Patients will be randomized; meaning assigned by chance like
the flip of a coin, to receive carboplatin, paclitaxel, and sorafenib
OR carboplatin, paclitaxel, and placebo (a pill that has no active
ingredients). Neither you nor your doctor will know if you are
taking sorafenib or placebo.

Carboplatin and paciitaxel are FDA approved for use in other -
types of cancer. They are considered investigational for this
study,

Sorafenib is FDA approved for a different type of cancer but is
considered investigational in this studly.

Well 1 be getting the optimal therapy for treatment of my

stage of disease? '

Currently, there are no effective treatments for people with
Stages I and IV metastatic melanoma (skin cancer that has
spread to other parts of the body) and clinical trials are
ongoing to find a treatment. Earlier studies of paclitaxel and
carboplatin in much smaller groups of people Eave shown
some effect in slowing the spread of metastatic melanoma.
That is why it is important to conduct this trial to study the
effects of these medications in' 800 people.

What are some of the side effects cansed by these medications?
Chemotherapy drugs in general cause side effects including
loss of appetite, nausea, vomiting, numbness or tingling in
your hands and/or feet, and decreaséd blood counts with
increased risk of infection. There arg,r?qedications available that
can help control the severity of some of these side effects.
Some people tolerate side effects better than others. More
information on side effects can be found on the National
Cancer Institute Web site at http://www.cancer.gov/
cancertopics/chemotherapy-and-you/paged.

The most frequent side effects reported with the use of
sorafenib include rash, tenderness in the hands and feet,
diarthea, and increased blood pressure.

What will 1 have to do on the clinical trial?

If you decide to participate in this trial, you can expect the

following:

* Chemotherapy will be performed in an outpatient
setting through an infusion in a vein every three weeks;

* Compilete physical exam;

* Blood tests will be performed weekly;

* Scans of the brain and body;

* Pregnancy test, if appropriate }
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VW3l insurance cover the cost of

this trial?

Medicare covers the routine costs
of care required in clinical trials.

~ Many other insurers also cover

- these costs. Coverage may not,
however, be the same from plan to
plan. Please discuss these issues
with your physician and your

insurer.

Is this trial right for me?
To be accepted into this trial, you
must have stage il or IV melanoma
{skin cancer} which cannot be
surgically removed. Men and
women of all ages and ethnic

groups can participate.

if you would like to know more
about this trial, talk to your doctor.
He or she can tell you whether this
trial is right for you. If you decide to
participate, your doctor will help you

enroll.

You would most likely need to
have most of these tests and
procedures anyway as part of your
care for melanoma (skin cancer).
Your doctor or nurse will help you
set up a schedule for your tests.

What if I change my mind. afier envolling in the trial?
You may leave the trial at any time ~ please discuss your
concerns with your doctor.

Would my doctor articipation for any reason?

Your doctor will gggﬁﬁf observe yoﬂ}ez{th throughout the trial.

Your doctor may stop your participation if:

¢ Your disease worsens; ,

* You have serious side effects;

* New information on treating skin cancer becomes available
that may affect your health or welfare.

Who is conducting the trial?

The Eastern Cooperative Oncology Group (ECOG) is
coordinating this trial which is being conducted by the
NCl-sponsored cooperative groups. ECOG is one of the largest
cancer research organizations in the United States. It has a
network of researchers, physicians, and healthcare professionals
at public and private institutions across the country. ECOG
conducts clinical trials in all types of adult cancers. It receives
funding from the National Cancer Institute (NC) and other
sources. ECOG's goal is to control, effectively treat, and
ultimately cure cancer. ECOG providés research resuits to
individuals and the medical community through scientific
publications and professional meetings.

Where can I get more information?

For more information about ECOG, visit WWW.EC0g.0rg.

For more information about cancer and clinical trials, visit:

The Coalition of Cancer Cooperative Groups:
www.CancerTrialsHelp.org

The National Cancer Institute (NCI) Cancer Information
Service: 1-800-4-CANCER (1-800-422-6237) or
TTY: 1-800-332-8615, http://cancer.gov/dinical_trials for
clinical trial information and L
http://cancer.gov/cancer_information for more information

about cancer.
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Mel 45- Dates

Run on 08/08/07

02/13/63.]  01/03/05 | 01/03/05 | 01/04/03 | 05/26/05 | Completed Treatment Completed Protocol F/U
5065 | oao1/s7| 1122004 ] 011705 | 01/19/05 | 06/09/05 | Completed Treatment | 07/13/05 | Completed Protocol FUp
5104 | 0v0342| 01/06/05 | 01/24/05 | 01/25/05| 06/16/05 Completed Treatment 07/27/05 | Completed Protocel F/Up
5109 | 06/01/54 ] 01/04/05 | 02/04/05 | 02/09/05) 06/30/05 Completed Treatment 08/04/05 | Completed Protocol F/Up 07/23K79
5110 10/408/59| O1/06/05| 02/14/05| 02/15/05 07/07/05 | Completed Treatment 08/02/05 | Completed Protocel F/Up cm__c:ou.
5158 | 08/06/64 | 01/03/05 | 02/14/05) 02/23/05 07/14/05 | Completed Treatment 08/14/05 | Completed Protocol F/Up 05/30/06
5198 | 03/14/56 | 02/07/05 | 03/07/03 | 03/09/05 | 07/28/05 | Completed Treatment | 09/01/05 | Completed Protocol F/Up | 02/01/07 | Measurable Disease 1M} s b Qifonst- lg3p 22! GEHSF
<190 | 05/28/53| 0200105 | 03/14/05 | 03/16/05 | 08/11/05 | Completed Treatment | 09/13/05 | Completed Protocol F/Up Mﬁ?..,nu m,\rn o ?&Qan.m..ﬂ 09/06/06
215 | 0920/63] 02006005 | 04/25K5 | 04727/05 | 09/15/05 | Completed Treatment | 10/14/05 | Completed Protocol F/lp Torom Hovcuirs JER 4399 Mhmbl.slm
216 | 122034 | 01/13/05| 02/28/05 | 03/01/05 | 07/21/05 | Completed Treatment | 08/24/05 | Completed Protocol F/Up . (ALaeice W 1R 34428 07/18/06
5273 | 05/30/37] 02/22/05 | 032105 | 03/22/05 | 08/09/05 | Completed Treatment 09/14/05 | Completed Protocol F/Up 10/17/05 | Measurable UmwomwoMr_\»lb» }n.?\ gt &ﬁﬂm\ 05/24/07 Ceg ff23l0? U
5275 | OL/4/6A|  03/10/05 | ©3/14/05| 03/22/05 | 08/11/05 | Completed Treatment | 09/14/05 | Completed Protocol F/Up . ~T7 -~ \Av\hn\_.. I8oilps 052107 pr”
<322 | 1172368 | 02/08/05 | 03/28/05 | ©3/30/05 | 08/18/05 | Completed Treatmen: | 09/23/05 | Completed Protocol F/Up ,mu%?k& gﬂs 1836529 092205 W)
5300 | 04/08/44 | 02/06/05 | 04/726/05 | 04727/05 | 09/15/05 | Completed Treatment | 10727A5 | Completed Protocol F/Up m.r,_ - 3.\:.«& 840 &7 SHENO6 N\N\Q\\w ; $C,.
s430 | 087167421 03/28/05 | 05/0%/05 | 05/09/05 09/29/05 | Completed Treatment 11/08/05 | Completed Protocel F/Up . M\.T.N \w%.ﬂﬁl s & wn _ON. 01/29/67 llv ,\ Qﬂ%
5457 | 09716/87| 0222005 | 06/07/05 | 06/08/05 | 10/27/05 | Completed Treatment | 11/27/05 | Completed Protocol EfUp e Jemol MNovie gz 11705 | 9
612 | 100545 | 06/13/05 | 07/05/05 | 07/05/05 | 11/24/05 | Completed Treatment | 12/29/05 Completed Protocol F/Up Qw\oﬁr im\ wl 1813595 070907 | 7{ 2if o2 Cef Lee 4}\“
$625 | 12002733,  04/16/05 | 01/09/06 | 01/10/06 | 06/01/06 1 Completed Treatment 07/08/06 | Completed Protecol F/Up Qu._#gn wﬁ@mﬁmw\oo h%.mOm“N% e T \.Wb. \0“
5626 | 07728729 | 03/23/05 | 0612705 | 07/05/05 | 1172305 | Completed Treatment | 12/30/05 | Completed Protocol FUp \mn = qmess :w So g8 12728105 | £ .
5627 | 04/19/44| 0108105 | 06/27/05 | 0672805 | 11/17/05 | Completed Treatment | 12/22/05 | Completed Protocol F/Up . %ﬁH {56 fin 03/05/07 -
5730 | 0872566 | 08/12/05 | 08/15/05 | 08/15/05 | 01/05/06 | Completed Treatment | 02/09/06 | Completed Protocol F/Up . N\tﬂ e 3?&.05;. 8 Wkowe 0730074
S808 | O4/18/2| 09/07/05 | 09/26/05| 09/27/05 | 02/16/06 | Completed Treatment | 03/30/06 | Completed Protocol F/Up .&m?%r Hale. |Jgéo@E3 waver| HlisfoF &
315 | 0223763 08/08/05 | 09/19/05 | 09/19/05 | 02/09/06 | Completed Treatment | 03/08/06 | Completed Protocol F/Up . Q?J\Tim I?ET A mﬁmmh% 07/13/06 | £
5860 | 051691 | 09/26/05 | 10/17/05 | 10/17:05 | 11/03/05 | Unaceepteble AEs 11/11/05 | Completed Protocol F/Up D§ TF,STM 1878545 10720006 | 7}
5508 | 12/06/40 10/25/05 | 11/28/05 | 11/28/05 | 03/15/06 | Disease Progression 03/21/06 | Completed Protocol F/Up 03/16/06 | Measurable Disease m@bL Morasse? “Mnmﬁnﬂw 05/10/06 D
5952 | 12419430 11/28/05 | 01/09/06 | 01/16/06 | 06/08/06 | Completed Treatment 07/13/06 | Completed Protocol F/Up 07/28/06 | Measurabie Disease W%im&ﬂ \om\otom mmmmmmm Rejated 08/04/06
6072 | 12/2330| 12/23/05 | 01/23/06 | 02/06/06 | 06/29/06 | Completed Treatment | 07/28/06 | Completed Protocol F/Up “Thérags \_uac\@c, IshReze 05/07/07 { v
6083 | 11/03/60 | 11/08/05 | 01/16/06 | 01/16/06] 06/08/06 | Completed Treatment | 07/13/06 | Completed Protocol F/Up . \,r;.« t?%? 185234 2 st 4ol 0 -0%aritZ
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