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Alliance Inclusion Enroliment Report for Treatment Studies
Report Period = 2/1/2013 - 1/31/2014
Total Enroliment: 7696
Part A. Total Enrollment Report:Number of Subjects Enrolled to Date by Ethnicity and Race
Percentage
Percentage| Percentage| (Excluding
Unknown or| Unknown or| Unknown or
Unknown or Not Reported| Not Reported| Not Reported
Ethnic Category Females Males| Not Reported Total Gender Ethicity Ethnicity)
Hispanic or Latino 234 106 1 341 0.01% 4.69%
Not Hispanic or Latino 4748 2076 108 6932 1.40% 95.31%
Not reported: Patient refused or data not available 26 18 114 158 1.48% 2.05%
Unkown: Patient is unsure of their ethnicity 181 74 10 265 0.13% 3.44%
Tofals: 5189 2274 233 7696 3.03% 5.50%
Totals - excluding Unknown or Not reported: 4982 2182 109 7273 100.00%
Part B. Hispanic Enrollment Report - Number of Hispanics or Latinos Enrolled 1o Date
Percentage
Percentage| Perceniage Excluding
Unknown or Hispanic Hispanic
Unknown or Not Reported| Unknown or| Unknown or|
Race Females Males| Nol Reported Total Gender| Not Reporied| Not Reported
American Indian or Alaska Native i) 1 0 6 0.00% 220%
Asian 4 0 0 4 0.00% 1.47%
Native Hawaiian or Other Pacific Islander 1 1 0 2 0.00% 073%
Black or Alrican American b 3 0 I 0.00% 2.56%
White 162 91 1 254 0.29% 93.04%
Not reported: patient refused or not available 2 2 0 4 0.00% 1.17%
More than one race 0 0 0 0 0.00% 0.00%!
| Unknown. Palient unsure 56 8 0 B4 0.00% 18.77%
Totals: 234 106 1 341 0.29% 19.94%
Totals - excluding Unknown or Not reported: 176 96 1 273 100.00%
UnKnown or Hispanic Hispanic
Unknown or Not Reported| Unknown or| Unknown or
Race Females Males| Not Reported Total Gender| Not Reported| Not Reported
American Indian or Alaska Native 5 1 0 6 0.00% 2.20%
Asian 4 0 0 4 0.00% 1.47%
Native Hawaiian or Other Pacific Islander 1 1 0 2 0.00% 0.73%
Black or African American 4 3 0 7 0.00% 2.56%
White 162 91 1 254 0.29% 93.04%
Not reported: patient refused or not available 2 2 0 4 0.00% 1.17%
More than one race 0 0 0 0 0.00% 0.00%
Unknown: Patient unsure 56 8 0 64 0.00% 18.77%
Tofals: 234 106 1 341 0.29% 19.94%
Toftals - excluding Unknown or Not reported: 176 96 1 273 100.00%

Report date: 02/02/2014
Bugzilla - 10890
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Standards for the Classification of Federal Data on Race
and Ethnicity

Federal Register, August 28, 1985

AGENCY: Exscutive Office of the President, Office of Management and Budget (OMB), Office of Information
and Regulatory Affairs

ACTION: Interim Notice of Review and Possible Revision of OMB’s Statistical Policy Directive No. 15, Racs
and Ethnic Standards for Federal Statistics and Administrative Reporting: Summary and Analysis of Public
Comments and Brief Discussion of Research Agenda

Summary: In 1377, OMB issued the Race and Ethnic Standards for Federal Statistics and Administrative
Reporting that are set forth in Statistical Policy Directive No. 15. The standards in this Directive have been
used for almost two decades throughout the Federal government for recordkeeping, collection, and presentation
of data on race and Hispanic onigin. The standards have been used in two decennial censuses and in surveys of
the populstion, data collections necessary for meeting statutory requirements associated with civil rights
monitoring and enforcement, and in other administrative program reporting.
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Annual Report to the Nation on the Status of Cancer
(1973 Through 1998), Featuring Cancers With Recent

Increasing Trends
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Cancer Prevention and Control

Harmah K. Weir, Michael J. Thun, Benjamin F. Hamkey, Lynmn A. G. Ries,
Holly L. Howe, Pltyllis A. Wingo, Akmadin Jemal, Elizabeth Ward,

Robert N. Anderson, Brenda K. Edwards

Bockgroand: The American Cancer Sockly, the Centers for
Disease Control and Prevention ( CIXC), the Natlonad Cancer
Instiiute (NCI), and the North American Assoclation of Cen-
trodl Camcer (NAACCR) to
update cancer rotes and trends In the Unlked States. This
reportupdates statistics on lung, female breast, prostate, and
oolorectal cancers and highlights the uscs of sekected urvdl-
lance doln to asskt devdopment of stale-based cancer con-
trod plans. MaMods: Age-ndjusted Inddence rates from 1996
throagh 2000 are from state and metropelltan arca cancer
regstrkes that met NAACCR criterin for highest quality.
Death rafes are based oo underlying causeof-denth data.
Long-term trends and rotes for major racal and ethric
populations are based on NC1 and CDXC data. Inddence
trends from 1975 through 2000 were adjusked for reporting
deays State-spedific screening and risk fictor survey data
are from the CDC and other federsd and privale organiza-
Uores. Resoits: Cancer Inddence rutes for all cancer stks
combined Increased from the mid-1970s through 1992 and
hen decreansed from 1992 through 1995, Observed Inddence
mtes for dl cancers combined were esentially stabk from
1995 hmgh 2000, wherems the dday-ndjusted trend
showed an | at had dgnin-

cnce (P = 05 Increnses In the Inckknce rutes of bremst
cancer In women and prostate concer In men offset  long-
kerm decrorse In lung cancer In men. Death rates for all
cuncer sites combined decreased beginning In 1994 and sha-
bilized from 1998 through 2000, resulting In part from ro-
cent revisioms In couse-of-death codes. Death roles amoog
men contimed to dedine througheat the 19905, whereas
trends In death roks among women were esscntlally un-
changed from 1998 through 2000, Analysks of state dals for
e leading cancers reveded mixed progress In achleving
mtlond ob for Imp! g cancer ning, risk Mic-
tor r lll

Overdl cancer Incldence and death rales Myu to statdlize
In the mid- to lak 1990s. The recent Incrorse In the dday-
adjusted trend will require mor oring with additional years
of data. Further reduction In the burden of cancer s pasd tle
tat Wil require the continuation of strong federal, stak,
local, and privak p to of
evldence-birsd cancer coatral programs to all scgments of
e population [J Nall Cancer Inst 2003:95:1276-1299]

The Amedcmn Cascer Society (ACS), the Ceaters Ko Dizeme
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Annual Report to the Nation on the Status of Cancer,
1975-2002, Featuring Population-Based Trends in

Cancer Treatment

Brenda K. Edwards, Martin L. Brown,
Elizabeth Ward, Lynn A G. Ries, Doy
Akmedin Jemal, )ﬁmcmeCm
Joan Warran, Robart N. Andarson, L
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HISTORICAL ISSUES

PRIOR TO 1985 WOMEN EXCLUDED DUE
TO CONCERN ABOUT RISKS TO
CHILDBEARING

CARDIAC AND HYPERTENSION DRUGS
EXCLUDED ALL WOMEN INITIALLY

NOW TRIALS MUST STATE WHY WOMEN
WOULD NOT BE INCLUDED




ETHNICITY:

ONLY TWO RECOGNIZED

WHAT ARE THEY?




RACIAL CATEGORIES:
WHITE, BLACK, ASIAN, AlAN,
PI, MULTIPLE




MINORITIES

2 ETHNIC CATEGORIES

5 RACIAL CATEGORIES; NEWLY ADDED MULTIPLE

SELF IDENTIFICATION

ANALYSIS DIFFICULT

GENERALIZABILITY IN DOUBT FROM MAJOR TRIALS

EXCLUSION FELT TO BE DETRIMENT TO MANY
POPULATIONS




CHILDREN -

MOST DRUGS WERE NEVER TESTED ON
CHILDREN

IRONICALLY MORE PEDIATRIC DRUGS ARE
AVAILABLE NOW TO ADULIS (SARCOMAS)

TRIALS MUST STATE WHY CHILDREN ARE
EXCLUDED WITH BIOLOGIC SCIENTIFIC
EVIDENCE
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A new test that analyzes tu-

& mors for more than 200 genes is
attracting interest among drug
companies and researchers, re-

flecting how genetic information

is transforming drug develop-

ment and treatment for cancer.

[ Foundation Medicine Inc.,
which developed the test, plans

to disclose Thursday that Novar-

B tis SA will use it to analyze tu-
mors in most patients in early-
stage clinical trials of the drug

!  maker’s experimental cancer
agents. The intent is to direct

patients to studies of drugs they

] nﬂ%bn]u +~ hanafit fram and to

New Cancer-Gene Test Seeks

'\\‘ ;

To Match Drugs 1o Patients |

By Ron WinsLow

University Medica] - agene called ALK. 3
ville, Tenn. “Yoyu Wgﬁ'{‘ igr,gl:ta :ﬁe gPﬁzer had a drug I devex\‘c\)g :
most comprehensive information ment that targeted an ano an
to help make a decision to move in this gene, and the Compe\e
a drug forward.” used the test 1O Q\\i‘;\\g\: B\

In addition, some 20 aca- patients likely 0 ‘
demic centers, including Vander-

led to U.S. Food and Drug
bilt and a total 172 dOCtorS, in-
dies MVolvIng
ing from individual patients, ac- . 00 Spformatic
executive officer. iden
more of research on thousands

minisation, 89ROV o
cluding 20% from outside the drug»d Xag::&’ e
in ti - sed O :
U.S., have sent in tissue for test \::1 of 255 patients.
cording to Michael J. Pellini, ¢ ¢
Foundation’s president and chief geneties,
nfyne s\
ugh. Researcher
Historically, it can take about eno \
$1 billion and up to a decade Or
: cer 10
of patients to get new Cancer dor’t ‘
drugs to market. A big part ?,i macting patients fo
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“We think it has something to do with your genome.”
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