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Lack of Study Volunteers Hobbles Cancer Fight

By GINA KOLATA,
Bublished: August 2, 20048

Not long ago, at a meeting of an advisory group established by
Congress to monitor the war on cancer, participants were asked
how to speed progress.

New York Times, August 2009
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Contributing to
scientific knowledge
and accelerating
research

Helping future
patients, even if not
receiving personal
benefit

Access to new
edical knowledge
(tomorrow’s drug
today)

Expanding options,
especially if standard
care is not working
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Healthy or at Early, newly Recurrent or Post-treatment
high-risk diagnosed cancer metastatic disease survivor
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» Treatment trials

Calcitriol to Prevent Hair Loss During Chemotherapy
> Ot h er ty p es Of t ri a I S: A Phase | Dose-escalation Study, to Evaluate the Safety, Tolerability and
. Pharmacokinetics of @ Topical Compound 31543 (Calcitrial, USP) in Adult
Fatients Receiving Chemotherapy for the Treatment of Breast Cancer (CTLOZ211)

o Sym ptom Mind-Body Program for Metastatic Cancer Patients
valuation of Mind-Body Groups on the Quality of Life of Cancer Patients (IRS cizted with
management #2003-412) et
researchers
o Supportive Care Summary ]
Pain, fatigue, anxiely, depression, nausea, sexual impairment, body image imen who are
: disturbance, and relationship strains are all potential "side-effects™ of living with ctl.re..'ast
o Prevention cancer and its treatment. Behavioral interventions have shown some success in Nairloss
relieving distress and improving guality of life among cancer patients. The dto receive
i purpose of this study is to find outif mind-body psychotherapy groups can help
o Screen“’]g improve the physical and emotional well-being of people facing cancer.

Participants must be on active cancer freatment




BreastCancerlrials.org

find a trial that’s right for you

Quality of Life in African-American & White Women

Quality of Life in African-American or Caucasian Female Breast Cancer Survivors

(ILUMC-0205-068)

Summanry

Researchers are trying to leam more abc ¢ One Survey
cancer and its treatmea ve on quality e Offered by phone or mail

comparing guality of |if 5L uchas:

inferfility, and spirituality in African-4merican and Caucasian female breast cancer

sunvivors. The researchers also are studying quality of life in African-American
BRCA Gene Mutations in Latinas with Breast Cancer il compare these women with

bl s Far thie stoesbs wmid mmried
BRCA1 and B 2 Mutations and Triple Megative Disease in Hispanic/Latir

Breast Cancer Subjects (11 y Mall Saliva Sample
e Complete survey

Summary
Some women who have triple negative (ER, PR, and HER2-negative) breast
cancer also have a BRCA1 or BRCAZ genetic mutation. The number of Latinas
with triple negative breast cancer who also have a BRCA1/2 mutation is not
known. Learning mare about BRCA1/Z2 mutation rates among Latinas will help
s provide better treatment to this group of women. The purpose of this
stori f
an reside

anywhere in the L5,
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 Pre-Clinical P Phasel Phase Il

 Laboratory Studies » Tests an experimental
./ Animal Studies intervention for the first time

 Evaluates drug's safety + Enrolls 20-80 people

_— Phase IlI

 Only following completion of —_
Phase |
/ Determines dosing T R TR R I A L ~ Enrolls 50-300 peaple v Enrolls 100s-1000s
S S LT T TR ST T TR T IR AT
" o s s R T T T T T T T T L LI LLLL

. sines e W (ARARRRRIARARRLRARE]]
 Determines dosing and YIITIIIIII AR ARRRRRRRRRRRRREE

administration

/ Monitors safety (ARRRRRRRRRRRRRRRRY
--*'BEfEfi"5Il“Wa'uatE predeRRRRRRRRRRIRRRRY
gieciiveness RARRRRRRRARRRARRREE

» Compares safety and effectiveness
to routine care

Placebo-controlled

Successful studies lead to FDA
approval (at least 2 Phase lll trials)
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Experimental Group:

- | s
Routine

Control Group:

Routine Placebo
care

“sugar pil "

Experimental treatment

Nobody receives only a
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Our mission is to make consideration of trials
the norm vs. the exception
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AdvancediMetastatic Breast Cancer d

Biomarker siafus:

| HEF

. e

Sites with evidence of disease:

_ Brain® _ Bone ' Liver | LungiOthe
show trials
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Metastatic Breast Cancer - Triple Negative -- Disease in: Bone and Liver

Chemotherapy

Halaven & Cytoxan for Advanced Breast Cancer

A Phase Ib/ll Study of Enbufin in Combination With Cyclophosphamide
in Patients With Solid Tumor Malignancies (NCT01554371)
@ 2 visits every 3 weeks

Summary

&% Nearest research site:
San Francisco, CA; 5
miles from 94118; 1
site total &, Contact
information

Combining two or more cancer drugs that work in different ways may be
more effective than using one cancer drug at a time. Eribulin (Halaven®)
is approved for treating metastatic breast cancer. Cyclophosphamide
(Cytoxan®) is approved for treating many different types of cancer,
including breast cancer. However, the combination of eribulin and
cyclophosphamide is considered experimental. The purpose of this
study is to test the safety and effectiveness of the two drugs when they
are given together at different doses to patients with locally advanced or
metastatic breast cancer (and other solid tumors).

This is a Phase |-l trial

What's Involved Contact information
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AdvancedMetastatic Breast Cancer METASTATIC
— TRIAL SEARCH —

Biomarker siafus:

||

|| -

- . Pe-menopaussl | Posmenopeussl
Sites with evidence of diseass:

H B me 0 | LS ||

mbc n | - L BreastCancerTrials.org
Mo finda trial that's right for you
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TripleSiop LIVING BEYOND

BREAST CANCER BREASTCANCER.ORG

Metastatic Trial Search was funded by the Avon Pfizer Metastatic Grants
Program
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X LIVING BEYOND TV B0 EEANCH Q  OR BROWSE BY TOPIC
. BREAST CANCER  L(EARN | GETSUPPORT HOW YOU CAN HELP

T e METAITATE THAL SEARTH

Metastatic Trial Search

¥ P LAgeCE

= TYPEE ) BET ] " . 2 5 &
TSI E RGN We are prouil o present Metastatie Trial Search, the first-ever clinfel
DCHR AND LO% trial search engine dexigned specificelly for people with metsstutic brmat
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= = - Clindcallricls.pov i 0 registry and resilts dotabase of publicly mnd privately supporfed
Cil"lcajnlamgﬂp climical studies gf humaon participents conducted around the workd. Leorm more showt
A service of 1ha LS. Nationa! Instiutes of Heakn olinism! studins wivd aboidt this site, icheding releene history, polieies, ard fats,

ClinicalTrials.gov curnanty lists 202,011 studies with localions in &1 50 Stales ard in 180 counlries, Tkt Skie »
Locations of Recrulting Studies.
Search for Studies Swarch Help
Exampin: Heant afack® AND Lo Angmier®
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Concomitant need to refine privacy and informed consent
issues for use of clinical trial data
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