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1.1

1.2

Overview
Preliminary Remarks

This report documents the experience of the WHI Extension Study (ES) activities through
August 15, 2007, summarizing consenting activities, follow-up response rates, study
outcomes and performance. In addition, this report includes summaries of efforts using
core resources for biomarker and intermediate endpoint studies, ancillary studies with
particular focus on those using the biospecimen repository, and a summary of publications.

The implementation of the WHI Extension Study required a recruitment process to obtain
consent from WHI participants and some modification of the follow-up and outcomes
adjudication process primarily aimed at streamlining. These activities are documented
below, Data presentations on vital status and outcome rates for each study component
are provided without further explanation as these follow the same conventions as have
been previously described. A few introductory remarks are presented below as
orientation to the presentations on core and ancillary study activities.

The NHLBI contracted with 39 of the original WHI Clinical Centers (now referred to as
Field Centers) to conduct follow-up through 2010. The Principal Investigators and the
sponsoring institutions are presented in Table 1.1. Several changes have occurred during
this past year. Drs. Henry Black (Chicago-Rush Presbyterian), Denise Bonds (Wake
Forest University), Jennifer Hays (Houston—Baylor), and Judith Hsia (George
Washington University) have left WHI to pursue other activities. WHI welcomes new
Principal Investigators Drs. William Elliot, Mara Vitolins, Aleksander Rajkovic, and
Richard Katz (interim) in these sites. We also note with sadness the death of Dr. Howard
Judd, the longtime UCLA Principal Investigator.

The UCSD center (La Jolla) was not funded to conduct follbw—up during the ES. The
Clinical Coordinating Center now follows LaJolla participants who consented to the ES.

Consent to Extension Study Follow-up

Approval of WHI-ES follow-up was received from NHLBI on October 12, 2004,
Clinical trial participants were consented primarily in conjunction with their close-out
visits, scheduled to occur between October 1, 2004 and March 31, 2005. Observational
Study participants were consented by various means as determined by individual centers
(mail, phone/mail, group meetings). The opportunity to join the WHI-ES will not be
closed to any WHI participant but active efforts to recruit participants have ended.

WHI-ES consent rates are provided by study component and arm in Table 1.2, by
demographic characteristics in Table 1.3 and by center in Table 1.4. Overall, 82% of CT
participants and 73% of OS participants have agreed to further follow-up.
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1.3

1.4

Extension Study Follow-up

The ES study follow-up plan entails an annual mailed contact to obtain self-reported

outcomes (Form 33-Medical History Update), hormone therapy use (Form 150~
Hormone Use Update) among HT trial participants, and quality of life (Form 151~
Activities of Daily Life). A one-time collection of historical diagnoses of Parkinson’s
disease and diabetes (Form 134—Addendum to Medical History Updaie) was also
collected during the first ES follow-up year. A repeated attempt to capture Form 134
data was implemented by including Form 134 in the routine year 2 mailings to year ]
non-respondents.

The annual contact is primarily administered through up to three mailings from the CCC
over a five month period. Form 33-Medical History Update is viewed as the primary
indicator of response. Estimated response rates for the second follow-up year are high
(85% respond to the first mailing, 93.6% respond overall) and comparable to first year
results, as shown in Table 1.5. Response rates for other data collection instruments are
similar, except for the attempt to collect Form 134 from non-responders in year 2.
Response rates are somewhat lower in the clinical trial components than in the
observational study, but similar in the three trials.

Field centers are responsible for data collection from women that cannot be followed by
mail and from non-responders to the three CCC mailings. During the past year the
procedures for this follow-up were changed to make the effort more timely. For follow-
up year 2, 89.9% of those requiring FC follow-up responded with a Form 33, an
improvement of 10% over the previous year (Table 1.6), giving an estimated overall
response rate of 98.7%. The response rates for Form 151 are somewhat lower than for
other instruments at this stage because FC follow-up for this form is optional.
Differences between study components are small with the exception that follow-up of HT
participants appears to be somewhat more difficult.

Qutcomes

Outcomes adjudication for the WHI-ES is centralized. Field centers collect documents
from self-reported or proxy-reported cases and forward them to the CCC. The CCC
forwards purported cases of designated WHI outcomes to an adjudicator specific to the
disease category. Outcomes identified from other hospitalizations are reviewed by CCC
outcomes staff and then either forwarded to an appropriate adjudicator, or closed
administratively. Adjudicators are divided into committees responsible for
cardiovascular events (which include VTE but not stroke), stroke, hip fractures, fatal
events, and cancer. The cancer committee consists of trained cancer coders at the CCC.
All other committees consist of physician adjudicators, many of whom were local
physician adjudicators during WHI. There is a large overlap between the fatal events
committee and the cardiovascular committee. Every case is reviewed by a single
adjudicator. QA procedures, which involve double adjudication of at least 10% of the
cases by another adjudicator from the same committee, have been implemented.

RAReports\Anaual\Progress\2007\].doc




WHI, Progress Report Page 1- 3

1.5

The list of outcomes to be investigated for the WHI-ES has changed somewhat from
WHI. The most important changes are:

s Angina and CHF are no longer adjudicated
Outpatient stroke is adjudicated (not adjudicated during WHI)

» Hip fracture continues to be adjudicated but no others (during WHI other fractures
were adjudicated for Clinical Trial participants)

+ Hospitalizations of a single night are no longer investigated, unless they occur in
conjunction with a self-report of a designated WHI-ES outcome

Venous thromboembolism (VTE) events continue to be investigated only for (former) HT
participants. For each outcome type, only the first occurrence since the beginning of
WHI is investigated. For example, a woman who has a confirmed MI during WHI will
not be investigated for MI during the WHI-ES. A complete list of adjudicated outcomes
for the WHI-ES may be found in the WHI-ES protocol.

A tabulation of all designated outcomes currently available based on the current
adjudication procedures are presented by age and race/ethnicity for HT, DM, CaD, OS
and for CT participants combined in Sections 2 through 6 respectively.

Central Adjudication

Agreement rates between self-report and confirmed ocutcomes occurring during the WHI
extension are provided in Tables 7.1 and 7.2. Table 7.1 presents the final status of self-
reported events that are designated for adjudication in WHI. A self-report for a particular
outcome is considered closed if all adjudications associated with the outcome are closed.
For closed cases, a self-report is considered "confirmed" if any of the associated
adjudication cases confirms the exact self-reported outcome. If not, the result is
classified by whether a related outcome is found in the documentation. For this purpose,
all cardiovascular outcomes are considered related, all cancers are considered related, and
all fractures are considered related. If no related outcome is confirmed, we determine
whether any outcome has been confirmed. For the denied cases, we separate those that
are denied for administrative reasons (e.g., no release of information [ROI] obtained)
from those where the records indicate that no outcomes occurred. These agreement rates
vary considerably across diseases.

In the rare situation where a self-report of a specific event is associated with several
adjudication cases, perhaps because of several associated hospitalizations, the original
event would not be considered closed in this table, even if the original event has been
confirmed until all associated cases are adjudicated. This is a reason for discrepancies
between numbers in these tables and other tables in this report.

Table 7.2 examines agreement in the reverse direction, tabulating the fraction of
confirmed outcomes investigated as a result of a self-report for that exact outcome, a
related outcome, an unrelated outcome, or a hospitalization.
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1.6

1.7

1.3

Data Quality and Study Performance Reports

Reports summarizing field center activities (Tables 8.1 to 8.5) are produced mbnthly and
posted on the staff website for investigators and field center staff use. The Performance
Monitoring Committee also uses these reports to monitor study activities.

Participants return questionnaires to the CCC by mail for scanning. Forms that cannot be
scanned are key-entered. CCC staff also review all the returned forms for comments the
participant may have written on the form and indicate which forms need to be reviewed
by field center staff (Table 8.6).

The current status indicates that outcomes processing by FCs is excellent, with timeliness
of documenting and forwarding cases better than it ever was during WHI. All
adjudications are up-to-date with the flow of cases with the exception of stroke and other
hospitalizations. For stroke, additional adjudicators were engaged in the process during
the last year and have recently completed their training so we expect substantial progress
in the next year. Adjudication of other hospitalizations is a lower priority; a plan for
streamlining their processing to focus on capture of designated outcomes rather than all
2-night hospitalizations is under consideration.

Specimen Repository

The current inventory of the WHI specimen repository is described in Tables 9.1-CT
Outcomes Cases with Blood and 9.2-0S Qutcomes Cases with Blood. These tabulations
show the estimated volume of each type of specimen (serum, EDTA plasma, citrate
plasma) available according to the primary outcomes of interest in the clinical trial and
observational study components separately. Specimen availability s not shown for
women who have not experienced one of these outcomes because of the large supply of
potential controls. Urine samples, collected at the three bone mineral densitometry
clinics, are also not shown but these resources have not yet been used for any purpose.

The WHI specimen resources have been divided into three accounts, (1) that which is
available to WHI investigators now to support core or ancillary study activities, (2) that
which is reserved for Broad Agency Announcement awardees (see below); and (3) that
which is reserved for use by WHI investigators at the end of the Extension Follow-up
period. Tabulations for each of these accounts is available upon request.

Core, Ancillary Study, and Broad Agency Anrnouncement Activities

WHI investigators are involved in numerous activities funded by the program designed to
further explicate the results of the clinical trials, to expand the scope of our understanding
of intervention effects, and to identify and evaluate biomarkers of disease through use of
the WHI repository. These core studies are summarized briefly in Table 10.1.
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1.9

WHI investigators and their colleagues continue to propose ancillary studies to use WHI
resources. Together these efforts are aimed to maximize the use of these resources to
provide insight into the causes and mechanisms of disease. To date, 253 ancillary studies
have been proposed 129 approved and 102 funded, including 41 from non-WHI
investigators. Table 11.1 lists all proposed ancillary studies along with their WHI
approval and funding status.

In January 2006, the NHLBI released a Broad Agency Announcement (BAA) to the
larger scientific community, requesting proposals designed to use WHI specimens. The
12 awardees, listed in Table 11.2, were announced in January 2007 and all are now
active.

Table 11.3 provides additional information on BAA and ancillary studies that are
approved to use WHI biospecimens by disease focus.

Participant enrollments to ancillary studies requiring a separate consent are tabulated by
field center and shown in Table 11.4. Nearly 33,500 participant enrollments have
occurred in WHI. Table 11.5 provides the distribution of enrollments per participant.
Approximately 17% of ES participants are enrolled in one or more ancillary study, and of
these, the majority participate in only one.

Researchers involved in ancillary or BAA studies as either Pls or sponsortng WHI Pls are
listed in Table 11.6.

Publications

WHI investigators remain engaged in the publication process. To date, 698 manuscript
proposals have been received and 590 approved for development by the Publications and
Presentations committee. Of these, 235 have been published or are in press, including 61
since the last report (Table 12.1). Non-WHI investigators were lead authors on 58 of the
published articles. Citations of all published papers are available at www.whiscience.org.
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Tabte 1.1

WHI Centers and Principal Investigators

Principal Investigator
Annlouise Assaf, PhD
Shirley Beresford, PhD
Robert Brunner, PhD
Robert Brzyski, MD

Bette Caan, PhD

Rowan Chlebowski, MD PhD
David Curb, MD

William Elliott, MD
Margery Gass, MD
Gerardo Heiss, MD MPH
Susan Hendrix, DO
Barbara Howard, Ph»
Allan Hubbeil, MD
Rebecca Jackson, MD
Karen Johnson, MD, MPH
Richard Katz, MD (Interim)
Jane Kotchen MD MPH
Lewis Kuller, MD DrPH
Dorothy Lane, MD MPH
Norman Lasser, MD PhD
Cora Lewis, MD MSPH
Marian Limacher, MD
JoAnn Manson, MD DrPH
Karen Margolis, MD
Laurcn Nathan, MD
Mary-Jo (¥ Sullivan, MD
Judith Ockene, PhD

Larry Phillips, MD
Aleksandar Rajkovic, MD, PhD
John Robbins, MD

Gloria Sarto, MD

Marcia Stefanick, PhD
Cyndi Thomson, PhD RD
Linda Van Homn, PhD RD
Mara Vitolins, PhD

Sylvia Wassertheil-Smoller, PhD

Institution

Memorial Hospital of Rhede Island

Fred Hutchinson Cancer Research Center
University of Nevada

University of Texas

Kaiser Foundation Research Institute
University of California, Los Angeles
University of Hawaii

Rush Presbyterian/St. Luke’s Medical Ctr.
University of Cincinnati

University of North Carolina, Chapel Hill
Wayne State University

MedStar Research Institute

University of California, Irvine

Ohio State University

University of Tennessee

George Washington University

Medical College of Wisconsin
University of Pittsburgh

Rescarch Foundation SUNY, Stony Brook
University of Medicine and Dentistry
University of Alabama at Birmingham
University of Florida

Brigham and Women’s Hospital
University of Minnesota

University of California, Los Angeles
University of Miami

University of Massachusetts

Emory University

Baylor College of Medicine

University of California, Davis
University of Wisconsin

Stanford University

University of Arizona

Northwestern University

Wake Forest University

Albert Einstein College of Medicine

Location

Pawtucket, RI

Seatile, WA

Reno, NV

San Antonio, TX
Oakland, CA

Torrance, CA

Honoluiu, HI

Chicago, IL

Cincinnati, OH

Chapel Hill, NC

Detroit, MI

Washington, D.C.
Irvine, CA

Columbus, OH
Memphis, TN
Washington, DC
Milwaukee, W1
Pitisburgh, PA

Stony Brook, NY
Newark, NJ
Birmingham, AL
Gainesvillef Jacksonville, FL
Boston, MA -
Minneapolis, MN

Los Angeles, CA

Miami, FL.

Worcester, MA

Atlanta, GA

Houston, TX
Sacramento, CA
Madison, WI

San Jose, CA

Tucson and Phoenix, AZ
Chicago and Evanston, 1L
Winston-Salem/Greensboro, NC
Bronx, NY

Jean Wactawski-Wende, PhD State University of New York, Buffalo Buffalo, NY

Robert Wallace, MD University of Iowa Towa City/Bettendorf, 1A
Evelyn Whitlock, MD Kaiser Foundation Research Institute Portland, OR

Ross Prentice, PhD Clinical Coordinating Center, Seartle, WA

Sally Shumaker, PhD

Fred Hutchinson Cancer Research Center

WHI Memory Study Coordinating Center,
Wake Forest University

Winston-Salem, NC
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Table 1.2
Consent Status by Study Component and Arm

Data as of: August 15, 2007

Enrolled Eligible for Consented

WHI Enrollment in WHI - extension® N %
Hormone Therapy 27347 25193 20432 81.1
With Uterus 16608 15407 12787 83.0
E+P 8506 7877 6545 83.1
Placebo - 8102 7530 6242 829
Without Uterus 10739 9786 7645 78.1
E-alone 5310 4851 3778 179
Placebo 5429 4935 3867 78.4
Dietary Modification 48835 45560 37857 83.1
Intervention 19541 18207 14768 81.1
Comparison 29294 27353 23089 84.4
Calcium and Vitamin D 36282 34447 20861 86.7
Active 18176 17280 15024 86.9
Placebo 18106 17167 14837 86.4
Clinical Trial Total 68132 63331 52174 82.4
Observational Study 93676 86744 63229 729
Total 161808 150075 115403 76.9

" Eligibility defined as alive at the beginning of consent and willing to be contacted.
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Table 1.3
Consent Status by Age and Race/Ethnicity

Data as of; August 15, 2007

Enrolled  Eligible for Consented
‘WHI Enrollment in WHI extension’ N To
Clinical Trial 68132 63331 52174 824
Age
50-54 9188 8754 7237 827
55-59 14661 13940 11723 84.1
60-69 31389 29290 24527 837
70-79 12894 11347 - 8687 76.6
Race/Ethnicity
American Indian 292 260 185 71.2
Asian/Pacific Islander 1519 1414 1105 781
Black 6983 6423 4769 74.2
Hispanic 2875 2686 1791 66.7
White 55525 51681 43678 84.5
Unknown 938 867 646 74.5
Observational Study 93676 86744 63229 729
Age
50-54 12381 11969 8995 75.2
55-59 17329 16565 12732 769
60-69 ' 41200 38502 28581 742
70-79 22766 19708 12921 65.6
Race/Ethnicity
American Indian 421 372 217 58.3
Asian/Pacific Islander 2671 2444 1291 52.8
Black 7635 6868 3585 52.2
Hispanic 3609 3333 1598 479
White 78016 72504 55765 76.9
Unknown 1324 1223 773 63.2

! Eligibility defined as alive at the beginning of consent and willing to be contacted.
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Table 1.6
Response Rates to Field Center Follow-up and Cumulative Response--Extension Study Follow-up Year 1

Data as of August 15, 2007

Eligible Total
for FC Estimated
Study Form Follow-up Respondents Response Rate
Total 33 6254 4983 79.7% 98.3%
134 6924 4970 71.8% 97.9%
150 1667 1150 69.0% 96.8%
151 5708 1667 29.2% 94.8%
HT 33 1592 1326 83.3% 97.6%
134 1730 1302 75.3% 97.0%
150 1667 1150 69.0% 96.8%
151 1684 602 35.8% 94.0%
DM 33 2240 1876 83.8% 98.4%
134 2437 1839 75.5% 98.0%
150 556 390 70.1% 96.7%
151 2354 736 31.3% 95.49
CaD 33 1771 1477 834% 98.2%
134 1932 1457 154% 97.8%
150 974 672 69.0% 96.9%
151 1866 621 33.3% 95.4%
0§ 33 2959 2231 75.4% 98.4%
134 3330 2271 68.2% 98.0%
151 2228 525 23.6% 94.2%
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Table 1.6 {(continued for year 2)

Response Rates to Field Center Follow-up and Cumulative Response--Extension Study Follow-up Year 2

Data as of August 15, 2007

Eligible for Total
FC Follow- Estimated
Study Form up Respondents Response Rate
Total 33 1439 1294 89.9% 98.7%
134 451 117 25.9% 61.1%
150 176 122 69.3% 95.8%
151 1569 331 53.0% 97.2%
HT 33 171 137 80.1% 96.6%
134 51 16 31.4% 50.6%
150 176 122 69.3% 95.8%
151 178 93 52.3% 94.3%
DM 33 220 188 85.9% 97.9%
134 67 15 22.4% 44.0%
150 67 49 13.1% 95.5%
151 241 120 49 8% 95.8%
CaD 33 181 156 86.2% 97.9%
134 48 12 25.0% 50.0%
150 112 82 73.2% 96.2%
151 194 104 53.6% 95.8%
0S 33 1113 1022 91.8% 98.9%
134 352 92 26.1% 63.8%
151 1219 658 54.0% 97.5%

\
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Table 2.1

Hormone Therapy Component Age — and Race/Ethnicity

Data as of August 15, 2007

Total % of Overall Design
HT Participants Randomized Goal Distribution Assumption
Age
Overall 27,347
50-54 3,420 125% 13% 10%
55-59 5,413 99% 20% 20%
60-69 12,360 100% 45% 45%
70-719 6,154 90% 23% 25%
Without Uterus 10,739
50-54 1,396 113% 13% 10%
55-59 1,917 78% 18% 20%
60-69 4,851 38% 45% 45%
70-79 2,575 84% 24% 25%
With Uterus 16,608
50-54 2,024 135% 12% 10%
55-59 3,496 116% 21% 20%
60-69 7,509 45% 45%
70-79 3,579 22%
Race/Ethnicity
Overall 27,347
American Indian 130 <1%
Asian 527 2%
Black 2,738 10%
Hispanic 1,537 6%
White 22,030 81%
Unknown 385 1%
130 <1%
Without Uterus 10,739
American Indian - 75 1%
Asian 164 2%
Black 1,616 15%
Hispanic 651 6%
White 8,084 75%
Unknown 149 1%
With Uterus 16,608
American Indian 55 <1%
Asian 363 2%
Black 1,122 7%
Hispanic 886 5%
White 13,946 84%
Unknown 236 1%
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Table 2.2
Lost-to-Follow-up and Vital Status: HT Participants by Hysterectomy Status
Data as of: August 15, 2007
Extension Participants Only
Without Uterus With Uterus HT Participants
(N=7,645) (N=12,787) (N=20,432)
N % N To N %
Vital Status/Participation
Deceased 186 24 290 23 476 23
Alive: Current Participation’ 7144 934 11988 93.8 19132 93.6
Alive: Recent Participation® 182 24 302 2.4 484 24
Alive: Past/Unknown Participation® 5 0.1 13 0.1 18 0.1
Stopped Fouow-Ug“ 61 0.8 103 08 164 0.8
Lost to Follow-Up 67 0.9 91 0.7 158 0.8

Data as of: September 12, 2005

Events through Study Closeout

Without Uterus With Uterus HT Participants
(N=10,739) (N=16,608) (N=27,347)
N %o N % N D
Vital Status/Participation ‘

Deceased 727 6.8 918 5.5 1645 6.0
Alive: Current Participation® 9302 86.6 14897 8§9.7 24199 88.5
Alive: Recent Participation’ 89 0.8 78 0.5 167 0.6
Alive: Past/Unknown Participation® 4 <01 4 <0.1 - B <0.1
Stopped Follow-Up* 475 44 538 3.2 1013 3.7
Lost to Follow-Up 142 1.3 173 1.0 315 12

L R R R Y

Participants who have filled in a Form 33 within the last 15 menths.

Participants who last filled in a Form 33 between 15 and 24 months ago. .
Participants without a Form 33 within the last 24 menths, who have been located (as indicated on Form 23) within the last 6 months.
Participants with codes 5 {no follow-up) or 8 (absclutely no foliow-up) on Form 7 or 9.
Participants not in any of the above categories,
Participants who have filled in a Form 33 within the tast 9 months,

Participants who last filled in a Form 33 between 9 and 18 months ago.
Participants without a Form 33 within the last 18 months, who have been located (as indicated on Form 23) within the last 6 months.
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Age
QOutcomes Total 50-54 55.59 60-69 70-79
Number randomized 27347 3420 5413 12360 6154
Mean follow-up (months) 113.0 119.2 116.4 112.7 107.2
Cardiovascular
CHD' 1233 (0.48%) 61 (0.18%) 134 (0.26%) 571 (0.49%) 467 (0.85%)
CHD death?® 366 (0.14%) 13 (0.04%) 29  (0.06%) 151 (0.13%) 173 (0.31%)
Total MI? 976 (0.38%) 50 (0.15%) 112 (0.21%) 456 (0.39%) 358 (0.65%)
Clinical M1 942 (0.37%) 49 (0.14%) 110 (0.21%) 439 (0.38%) 344 (0.63%)
CABG/PTCA 1481 (0.58%) 70 (0.21%) 189 (0.36%) 743 (0.64%) 479 (0.87%)
Carotid artery disease 252 (0.10%) 5 (0.01%) 27 (0.05%) 135 (0.12%) 85 (0.15%)
Stroke 837 (0.33%) 32 (0.09%) 77 (0.15%) 375 (0.32%) 353 (0.64%)
Non-disabling stroke* 463 (0.18%) 26 (0.08%) 52 (0.10%) 199  (0.17%) 186 (0.34%)
Fatal/disabling stroke® 311 (0.12%) 3 (0.01%) 19 (0.04%) 143 (0.12%) 146 (0.27%)
Unknown status from stroke* 63 (0.02%) 3 (0.01%) 6 (0.01%) 33 (0.03%) 21 (0.04%)
PVD 248 (0.10%) 12 (0.04%) 25 (0.05%) 132 (0.11%) 79 (0.14%)
DVT 467 (0.18%) 26 (0.08%) 67 (0.13%) 215 (0.19%) 159 {0.29%)
Pulmonary embolism 333 (0.13%) 22 (0.06%) 47 (0.09%) 156 (0.13%) 108 (0.20%)
Coronary disease® 2989 (1.16%) | 160- (0.47%) 353 (0.67%) 1406 (1.21%) 1070 (1.95%)
DVT/PE 647 (0.25%) 35 (0.10%) 88 (0.17%) 312 (0.27%) 212 (0.39%)
Total cardiovascular disease 4415 (1.71%) | 229 (0.67%) 522 (0.99%) 2081 (1.79%) 1583 (2.88%)
Cancer
Breast cancer 1099 (0.43%) | 111 (0.33%) 203 (0.39%) 517 (0.45%) 268 (0.49%)
Invasive breast cancer 890 (0.35%) 85 (0.25%) 163 (0.31%) 411 (0.35%) 231 (0.42%)
Non-invasive breast cancer 219 (0.09%) 27 (0.08%) 4] (0.08%) 112 (0.10%) 39 (0.07%)
Owvarian cancer 88 (0.03%) 4 (0.01%) 17 (0.03%) 47 (0.04%) 20 (0.04%)
Endometrial cancer® 115 (0.04%) 9 (0.03%) 26 (0.05%) 38 (0.05%) 22 (0.04%)
Colorectal cancer 368 (0.14%) 21 (0.06%) 43 (0.08%) 181 (0.16%) 123 (0.22%)
Other cancer’ 1475 (0.57%) | 111 (0.33%) 220 (0.42%) 696 (0.60%) 448 (0.81%)
Total cancer 3014 (1.17%) | 246 (0.72%) 497 (0.95%) 1430 (1.23%) 841 (1.53%)
" Fractures
Hip fracture 490 (0.19%) 7 (0.02%) 33 (0.06%) 165 (0.14%) 285 (0.52%)
Deaths
Cardiovascular deaths 647 (0.25%) 23 (0.07%) 48 (0.09%) 256 (0.22%) 320 (0.58%)
Cancer deaths 859 (0.33%) 42 (0.12%) 101 (0.19%) 407 (0.35%) 309 (0.56%)
Other known cause 429 (0.17%) 17 (0.05%) 52 (0.10%) 173 (0.15%) 187 (0.34%)
Unknown cause 70 (0.03%) 5 (0.01%) 7 (0.01%) 33 (0.03%) 25 (0.05%)
Not yet adjudicated 194 (0.08%) 11 (0.03%) 26 (0.05%) 71 (0.06%) 86 (0.16%)
Total death 2199 (0.85%) 98 (0.29%) 234 (0.45%) 940 (0.81%) 927 (1.69%)

Table 2.3
Veriflied Outcomes (Annualized Percentages) by Age for Hormone Therapy

Data as of: August 15, 2007

AW R e

E -

“CHD" includes clinical ML evolving Q-wave ML and CHD death; Q-wave Ml is not collecied in the WHI Extension Study.
“CHD death” includes definite and possible CHD death.
“Total MI" includes clinical Ml and evolving Q-wave MI; Q-wave M1 is not collected in the WHI Extension Study.
Non-disabling stroke includes Glasgow scales 1 and 2; fatal/disabling includes Glasgow scales 3-5 and death within 1 month of stroke; and unknown status includes
Glasgow scale 6 and status not yet known,
“Coronary disease™ includes clinical MI, evolving Q-wave MI, possible evolving Q-wave MI, CHI} death, angina, congestive heart failure, and CABG/PTCA; Q-
wave MI, angina, and congestive heart failure are not collected in the WHI Extension Study.

Only women without a baseline hysterectomy are used to computc the annual rates of endometrial cancer.

Only one report of "other cancer” is counted per woman; however, the first of each type is adjedicated. Excludes non-melanoma skin cancer.
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Table 2.3 (continued)
Verified Outcomes (Annualized Percentages) by Race/Ethnicity for Hormone Therapy
Data as of: August 15, 2007

Race/Ethnicity
American
Indian/ Asian/Pacific Black/African  Hispanic/
QOutcomes Alaskan Native Islander American Latino White Unknown
Number randomized 130 527 2738 1537 22030 385
Mean follow-up (months) 106.8 107.0 110.7 106.0 1140 107.8
Cardiovascular
CHD' 5 (0.43%) 16 (034%) 126 (0.50%) 36 (0.27%) 1028 (0.49%) 22 (0.64%)
CHD death’ 2 (0.17%) 6 (0.13%) 60 (0.24%) 6 (0.04%) 28% (0.14%) 3 (0.09%)
Total MI® 4 (035%) 14 (0.30%) 81 (0.32%) 31 (0.23%) 826 (0.39%) 20 (0.58%)
Clinical MI 4 (0.35%) 13 (0.28%) 80 (032%) 29 (0.21%) 797 (0.38%) 19 (0.55%)
CABG/PTCA 7 0.61%) 16 (0.34%) 120 (048%) 54 (0.40%) 1262 (0.60%) 22 (0.64%)
Carotid artery disease 1 (009%) 1 (0.02%) 10 (0.04%) 2 (0.01%) 235 (0.11%) 3 (0.09%)
Stroke 6 (0.52%) 14 (030%) 109 (0.43%) 25 (0.18%) 669 (0.32%) 14 (0.40%)
Non-disabling stroke” 3 (026%) 8 (017%) 56 (022%) 15 (0.11%) 374 (0.18%) 7 {(0.20%)
Fatal/disabling stroke® 3 (026%) 6 (0.13%) 43 (0.17%) 6 (0.04%) 249 (0.12%) 4 (0.129%)
Unknown status from stroke* 0 (0.00%) O (0.00%) 10 (0.04%) 4 (0.03%) 46 (0.02%) 3 (0.09%)
PVD 2 (0.17%) 3 (0.06%) 27 (0.11%) 2 (0.01%) 214 (0.10%) O (0.00%)
DVT 3 (026%) 2 (0.04%) 49 (0.19%) 7 (0.05%) 403 (0.19%) 3 (0.09%)
Pulmonary emboltsm 3 {(0.26%) 1 (0.02%) 41 (0.16%) 4 (0.03%) 282 (0.13%) 2 (0.06%)
Coronary disease® 12 (1.04%) 36 (0.77%) 325 (1.29%) 108 (0.80%) 2464 (1.18%) 44 (1.27%)
DVT/PE 6 (052%) 2 (6.04%) 73 (029%) 9 (0.07%) 553 (0.26%) 4 (0.12%)
Total cardiovascular disease 22 (190%) 51 (1.09%) 482 (1.91%) 140 (1.03%) 3667 (1.75%) 53 (1.53%)
Cancer
Breast cancer 3 (0.26%) 24 (051%) 97 (0.38%) 36 (027%) 927 (0.44%) 12 (0.35%)
Invasive breast cancer 3 (026%) 18 (0.38%) 79 (0.31%) 27 (0.20%) 755 (036%) & (0.23%)
Non-invasive breast cancer 0 (0.00%) 7 (0.15%) 18 (0O7%}y 9 (0.07%) 181 (0.09%) 4 (0.12%)
QOvarian cancer 0 (0.00%) 1 (0.02%) 6 (0.02%) 0 (0.00%) 79 (0.04%) 2 (0.06%)
Endometrial cancer® 1 (0.09%) 1 (0.02%) 7 003%) 5 (0.04%) 100 (0.05%) 1 (0.03%)
Colorectal cancer 1 (0.09%) 9 (0.19%) 28 (0.11%) 14 (0.10%) 307 (D.13%) 9 (0.26%)
Other cancer’ 7 (0.61%) 29 (0.62%) 107 (0.42%) 47 (0.35%) 1267 (0.61%) 18 (0.52%)
Total cancer 12 (1.04%) 64 (1.36%) 236 (0.93%) 96 {0.71%) 2567 {(1.23%) 39 (1.13%)
Fractures
Hip fracture 3 (026%) 4 (0.09%) 10 (0.04%) 7 (0.05%) 462 (0.22%) 4 (0.12%)
Deaths
Cardiovascular deaths 4 (0.35%) 11 (0.23%) 99 (0.39%) 11 (0.08%) 516 0.25%) o6 (0.17%)
Cancer deaths S (043%) 18 (0.38%) 72 (0.29%) 31 (0.23%) 722 (0.34%) 1! (0.32%)
Other known cause 4 (035%) 3 (006%) 36 (0.14%)y 7 (0.05%) 372 (0.18%) 7 (0.20%)
Unknown cause 0 (000%) 2 (004%) 14 (0.06%) 3 (0.02%) 50 (0.02%) 1 (0.03%)
Not yet adjudicated 1 (0.09%) 1 (002%) 13 (0.05%) 9 (0.07%) 167 (0.08%) 3 (0.09%)
Total Death 14 (1.21%) 35 (0.74%) 234 (0.93%) 61 (0.45%) 1827 (0.87%) 28 (0.81%)

“CHD"” includes clinical MI, evolving Q-wave MI, and CHD death; Q-wave MI is not collected in the WHI Extension Study.

“CHD death” includes definite and possible CHD death.

“Total MTI" includes clinical MK and evolving Q-wave MI; Q-wave Ml is not collected in the WHI Extension Study.

Non-disabling stroke includes Glasgow scales 1 and 2, farail/disabling includes Glasgow scales 3-5 and death within 1 month of stroke; and unknown status includes
Glasgow scale 6 and status not yet known.

* “Coronary disease” includes clinical M1, evolving Q-wave M, possible evolving Q-wave M1, CHD death, angina, congestive heart failure, and CABG/PTCA; Q-
wave MJ, angina, and congestive heart failure are not collected in the WHI Extension Study.

Only women without a baseline hysterectomy are used to compute the annual rates of endometrial cancer.

Only one report of “other cancer” is counted per woman; however, the first of each type is adjudicated. Excludes non-melanoma skin ecancer.

A ow o
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Table 2.4

Verified Outcomes (Annualized Percentages) for HT Participants Without and With Uterus

Dala as of: August 15, 2007

Qutcomes Without Uterus With Uterus
Number randomized 10739 16608
Mean follow-up (months) 111.7 113.9
Cardiovascular
CHD' 570 (0.57%) 663  (0.42%)
CHD death® 190  (0.19%) 176 (0.11%)
Total MI® 440  (0.44%) 536 (0.34%)
Clinical MI 425  (0.43%) 517 (0.33%)
CABG/PTCA 691 (0.69%) 790  (0.50%)
Carotid artery discase 128 (0.13%) 124 (0.08%)
Stroke 374 (0.37%) 463 (0.29%)
Non-disabling stroke® 196  (0.20%) 267 (0.17%)
Fatal/disabling stroke® 144 (0.14%) 167 (0.11%)
Unknown status from stroke® 34 (0.03%) 29  (0.02%)
PVD 116 (0.12%) 132 (0.08%)
DVT 187  (0.19%) 280 (0.18%)
Pulmonary embolism 124 (0.12%) 209 (0.13%)
Coronary disease’ 1438 (1.44%) 1551  (0.98%)
DVT/PE 260  (0.26%) 387 (0.25%)
Total cardiovascular discase 2044  (2.05%) 2371 (1.50%)
Cancer
Breast cancer 373 (0.37%) 726 (0.46%)
Invasive breast cancer 307 (0.31%) 583  (0.37%)
Non-invasive breast cancer 68 (0.07%) 151  (0.10%)
Ovarian cancer 22 (0.02%) 66 (0.04%)
Endometrial cancer® 0 N/A 115  (0.07%)
Colorectal cancer 149 (0.15%) 219 (0.14%)
Other cancer’ 579 (0.58%) 896  (0.57%)
Total cancer 1087 (1.09%) 1927  (1.22%)
Fractures
Hip fracture 181 (0.18%) 309 (0.20%)
Deaths
Cardiovascular deaths 313 (0.31%) 334 (0.21%)
Cancer dcaths 357 (0.36%) 502 (0.32%)
Other known cause 169 (0.17%) 260 (0.17%)
Unknown cause 30 (0.03%) 40 (0.03%)
Not yet adjudicated 33 (0.08%) 111 (0.07%)
Total death 952  (0.95%) 1247 (0.79%)

“CHD death” includes definite and possible CHD death.

R CRN

Glasgow scale 6 and status not yet known.

“Total MI” includes clinical MI and evolving Q-wave MI; Q-wave M1 is not collected in the WHI Extension Study.
Non-disabling stroke includes Glasgow scales 1 and 2; fatalfdisabling includes Glasgow scales 3-5 and death within 1 month of stroke; and unknown status includcs

“CHD" includes clinical ML, evolving Q-wave M1, and CHD death; Q-wave M1 is not collected in the WHI Extcnsion Study.

% “Coronary disease” includes clinical ML, evolving Q-wave M, possible evolving Q-wave M1, CHD death, angina, congestive heart failure, and CABG/PTCA; Q-
wave MI, angina, and congestive heart failure are not collected in the WHI Extension Study.

¢ Only women without a baseline hysterectomy are used to compute the annual rates of endometrial cancer.
7 Only one report of "other cancer” is counted per woman; however, the first of each type is adjudicated. Excludes non-melanoma skin cancer.
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Table 2.5

Counts (Annualized Percentages) of Participants with Self-Reported Outcomes by Age and Race/Ethnicity
for HT Participants Who Did Not Report a Prevalent Condition at Baseline
Data as of: August 15, 2007

Age
QOutcome Total 50-54 55-59 60-69 706-79
Number randomized 27347 3420 5413 12360 6154
Mean follow-up (months) 113.0 119.2 1164 112.7 107.2
Hospitalizations
Ever 15443 (6.00%) | 1400 (4.12%) 2470 (4.70%) 7236 (6.23%) 4337 (7.89%)
Two or more 9292 (3.61%)| 675 (1.99%) 1343 (256%) 4355 (3.75%) 2919 (5.31%)
Other
Diabetes (treated) 2793 (1.14%) | 400 (1.23%) 545 (1.10%) 1296 (1.18%) 552 (1.06%)
Gallbladder disease' > 2117 (1.07%) | 282 (1.04%) 443 (1.07%) 988 (1.12%) 404 (0.98%)
Hyslerectomy 828 (0.53%) 74 (0.37%) 171 (050%) 405 (0.57%) 178 (0.55%)
Glaucoma® 3203 (1.41%)| 287 (0.93%) 548 (L.16%) 1519 (1.49%) 849 (1.80%)
Osteoporosis’ 6115 (2.72%)| 477 (155%) 962 (2.05%) 2955 (292%) 1721 (3.75%)
Osteoarthritis® 5728 (3.57%) | 737 (2.85%) 1169 (3.18%) 2631 (3.78%) 1191 (4.26%)
Rheumatoid arthritis® 1698 (0.75%) | 211 (0.70%) 341 (0.73%) 764 (0.75%) 382 (0.80%)
Intestinal polyps 4771 (1.99%) | 526 (1.60%) 922 (1.84%) 2365 (2.19%) 958 (1.97%)
Lupus 305 (0.12%) 35 (0.10%) 65 (0.12%) 138 (0.12%) 67 (0.12%)
Kidney stones™? 769 (0.38%) 94 (0.36%) 143 (0.35%) 346 (0.38%) 186 (0.42%)
Cataracts™ ? 8650 (4.85%) | 505 (1.94%) 1345 (3.33%) 4578 (5.61%) 2222 (7.40%)
Pills for hypertension 8485 (4.63%) | 973 (3.54%) 1675 (4.12%) 3897 (4.83%) 1940 (5.59%)
Race/Ethnicity
Am Indian/
Alaskan Asian/Pacific Black/African  Hispanic/
Outcomes Native Istander American Latino White Unknown
Number randomized 130 527 2738 1537 22030 385
Mean follow-up (months) 106.8 107.0 110.7 106.0 114.0 107.8
Hospitalizations
Ever 75 (6.48%) 221 (4.70%) 1553 (6.15%) 663 (4.88%) 12727 (6.08%) 204  (5.90%)
Two or more 52 (4.50%) 116 (247%) 935 (3.70%) 332 (2.45%) 7741 (3.70%) 116  (3.35%)
Other
Diabetes (treated) 14 (139%) 59 (137%) 429 (194%) 243 (1.94%) 2007 (1.00%) 41 (1.28%)
Gallbladder disease" ? 13 (1.58%) 32 (0.81%) 187 (0.89%) 129 (1.35%) 1730 (1.08%) 26 (0.99%)
Hysterectomy 2 (042%) 7 (0.21%) 53 (0.51%) 39 (0.50%) 718 (0.54%) 9 (0.42%)
Glaucoma® 16 (1.59%) 60 (1.44%) 410 (1.90%) 190 (1.55%) 2480 (1.34%) 47 (1.58%)
(')stf:opomsis2 32 (3.13%) 141 (3.39%) 349 (1.55%) 338 (2.85%) 5162 (2.83%) 93 (3.08%)
Osteoarthritis’ 38 (4.85%) 119 (3.58%) S71 (3.71%) 401 (4.25%) 4508 (3.49%) 91 (4.05%)
Rheumatoid arthritis® 15 (1.58%) 30 (0.73%) 272 (1.27%) 220 (1.82%) 1126 (0.61%) 35 (1.16%)
Intestinal polyps 23 (215%) 72 (1.69%) 498 (2.12%) 223 (1.72%) 3901 (2.01%) 54  (1.70%)
Lupus 2 (017%) 4 (0.09%) 34 (0.14%) 24 (0.18%) 240 (0.12%) 1 (0.03%)
Kidney stones® ? 9 (1.04%) 25 (0.67%) 82 (041%) 62 (0.58%) 583 (0.36%) 8 (0.29%)
Cataracts™* 44 (526%) 143 (4.35%) 790 (4.45%) 450 (4.34%) 7110 (4.95%) 113  (4.69%)
Pills for hypertension 49  (5.96%) 150 (4.56%) 753 (598%) 513 (5.03%) 6920 (4.49%) 100 (4.41%)

? Data not collected for WHI Extension Study.
3 These outcomes have not been self-reported on all versions of Form 33 during WHI follow-up. The annvalized percentages are comrected for the different amounts of

follow-up.

“Gallbladder disease” includes self-reports of both hospitalized and non-hospitalized events.
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Table 2.6
Sclected Medication Use after Stopping of the HT Intervention

Data as of: August 15, 2007

With Uterus

Without Uterus
E-alone Placebo E+P Placebo
N o N %o N % N %

Use after stopping but before closeout'

Number due for medication collection 7063

% missing medication information 20.3% 21.0%

Estrogen N/A N/A 385 6.5 301 54

Osteoporosis’ N/A N/A 739 12.4 949 17.0

SERM N/A N/A 124 2.1 118 2.1
Use during extension’

Number in extension 3778 3867 6242
Extension Year 1

Any prescription hormone 219 6.6 122 3.6 241 42 177 3.2

E-alone use 154 4.6 92 2.7 152 2.6 122 22

E+P use 18 0.5 16 0.5 110 1.9 43 0.8

Non-prescription (natural) hormone 92 2.8 84 2.5 172 30 155 28

Osteoporosis’ 572 17.5 690 20.9 1276 225 1458 26.9

SERM 72 2.2 95 2.9 224 3.9 167 3.0
Extension Year 2 ;

Any prescription hormone 164 " 5.6 929 33 200 338 121 24

E-alone use 122 4.1 92 3.0 137 26 109 2.1

E+P use 19 0.6 16 0.5 79 1.5 36 0.7

Non-prescription (natural} hormone 54 1.8 65 22 104 20 111 22

Osteoporosis 513 174 621 20.6 1173 22.5 1328 26.8

SERM 73 2.4 89 2.9 180 3.4 155 3.1

t
2
3
4

Collected at annual visits 1, 3,6, and 9. Insuificient data available on the E-alone participants.

Bisphosphonate or calcitonin.
Use at any time during the exiension ycar.
Bisphosphonate, calcitonin, or PTH.
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Table 3.1
Dietary Modification Component Age — and Race/Ethnicity — Specific Recruitment

Data as of August 15, 2007

Total % of Design
Randomized QOverall Goal Distribution Assumption

Age 48,835

50-54 6,961 149% 14% 10%

55-39 11,037 118% 23% 20%

60-69 22,715 108% 47% 45%

70-79 8,122 70% 17% 25%
Race/Ethnicity 48,835

American Indian 202 <1%

Asian 1,105 2%

Black 5,262 11%

Hispanic 1,845 4%

White 39,762 81%

Unknown 659 1%
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Table 3.2

Lost-to-Fellow-up and Vital Status: DM Participants

Data as of: August 15,2007

Extension Participants Only

DM Participants
(N=37,857)
N %
Vital Status/Participation

Deceased 641 1.7
Alive: Current Participation’ 36122 95.4
Alive: Recent Participation® 710 1.9
Alive: Past/Unknown Participation® 18 <0.1
Stopped Follow-U?" 176 0.5
Lost to Follow-Up 190 0.5

Data as of: September 12, 2005
Events through Study Closeout

DM Participants
(N =48,835)
N %
Vital Status/Participation

Deceased 2404 49
Alive: Current Participation® 44116 90.3
Alive: Recent Participation’ 235 0.5
Alive: Past/Unknown Participation® 5 <0.1
Stopped Follow-Up* 1553 3.2
Lost to Follow-Up 522 1.1

Participants who have filled in a Form 33 within the [ast 15 months.
Participants who last filled in a Form 33 between 15 and 24 months ago.

Participants with codes 5 (no follow-up) or § {absolutely no follow-up) on Form 7 and 9.
Participants not in any of the above categories.

Panticipants who have filled in a Form 33 within the last 9 months.

Participants who Jast filled in a Form 33 between 9 and 18 months ago.

W el Bt B W R

Participants without a Form 33 within the last 18 months, who have becn located (as indicated on Form 23) within the last 6 months.

Participants without a Form 33 within the last 24 months, who have been Jocated (as indicated on Form 23) within the last 6 months.
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Table 3.3
Nutrient Intake Monitoring

Data as of August 15, 2007

Intervention Control Difference
N Mean SD N Mean SD | Mean' SE  p-value®

% Energy from Fat

24 Hr Recall, post-baseline 226 23.0 92 262 32.1 7.6 9.2 0.8 <01

24 Hr Recall, Year 3 Cohort 787 24.8 8.5 1183 33.0 7.6 8.3 0.4 <01

24 Hr Recall, Year 6 Cohort 766 26.6 a1 1167 339 7.8 73 0.4 <01

24 Hr Recall, Year 9 Cohort 154 285 8.6 264 35.2 8.4 6.7 0.9 <.01

24 Hr Recall, Ext. Year 1 Cohort| 146 30.6 94 176 351 9.7 4.6 1.1 <01
Total Energy (kcal)

24 Hr Recall, post-baseline 226 1519.8 4182 262 16528 5165 |133.0 43.0 <.01

24 Hr Recall, Year 3 Cohort 787 14318 3916 1183 15899 4893 1158.1 20.8 <01

24 Hr Recall, Year 6 Cohort 766 1388.8 3910 1167 15442 4821 |1554 20.8 <.01

24 Hr Recall, Year 9 Cohort 154 14067 384.6 264 1516.8 4529 |110.2 435 0.02

24 Hr Recall, Ext. Year | Cohort| 146 14506 4588 176 1588.1 538.1 [1375 56.4 0.01
Total Fat (g)

24 Hr Recall, post-baseline 226 39.6 21.9 262 60.5 26.9 209 2.2 <.01
24 Hr Recall, Year 3 Cohort 787 39.8 18.7 1183 59.9 25.6 20.0 1.1 <01
24 Hr Recall, Year 6 Cohort 766 41.5 20.0 1167 59.7 26.1 18.1 1.1 <.01
24 Hr Recall, Year 9 Cohort 154 451 18.6 264 609 263 159 2.4 <0l
24 Hr Recall, Ext. Year 1 Cohort| 146 497 23.7 176 64.0 339 143 33 <.01
Saturated Fat (g)
24 Hr Recall, post-baseline 226 2.9 7.9 262 20,1 . 96 7.2 0.8 <.01
24 Hr Recall, Year 3 Cohort 787 124 6.8 1183 19.7 9.3 7.3 0.4 <.01
24 Hr Recall, Year 6 Cohort 766 13.1 7.1 1167 19.5 9.7 6.4 0.4 <.01
24 Hr Recall, Year 9 Cohort 154 14.5 6.8 264 20.6 10.2 6.1 0.9 <0
24 Hr Recall, Ext. Year 1 Cohort 146 15.6 8.8 176 22.1 16.5 6.5 1.5 <.01
Polyunsaturated Fat (g)
24 Hr Recall, post-baseline 226 8.3 50 262 12.6 73 4.3 0.6 <.01
24 Hr Recall, Year 3 Cohort 787 8.7 4.6 1183 12.2 6.9 36 0.3 <.01
24 Hr Recall, Year 6 Cohort 766 8.8 4.6 1167 12.3 6.2 3.5 0.3 <.01
24 Hr Recall, Year 9 Cohort 154 9.6 4.4 264 12.2 5.7 2.7 05 <.01
24 Hr Recall, Ext. Year 1 Cohort| 146 11.1 7.0 176 13.6 8.6 2.4 0.9 <.0]

! Absolute difference.
2 P-values based on testing in the natural log scale except for % Energy from fat.
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Table 3.4
Verified Outcomes (Annualized Percentages) by Age for Dietary Modification

Data as of: August 15, 2007

Age
Outcome Total 50-54 55-59 60-69 70-79
Number randomized 48835 6361 11037 22715 8122
Mean follow-up (months) 1164 123.8 120.1 114.8 : 109.5
Cancer
Breast cancer 2474 (0.52%) 307 (0.43%) 565 (051%) 1168 (0.54%) 434  (0.59%)
Invasive breast cancer 2001 (042%) 1228 (0.32%) 459 (042%) 957 (0.44%) 357 {0.48%)
MNon-invasive breast cancer 499  (0.11%) 82 (0.11%) 112 (0.10%) 223 (0.10%) 82 (0.11%)
Ovarian cancer 214 (0.05%) 24 (0.03%) 41 (0.04%) 106 (0.05%) 43  (0.06%)
Endometrial cancer' 352 (0.07%) | 44 (0.06%) 85 (0.08%) 166 (0.08%) 57 (0.08%)
Colorectal cancer 585 (0.12%) 37 (0.05%) 97 (0.09%) 206 (0.14%) 155 (0.21%)
Other cancer’ 2400 (0.51%) (209 (0.29%) 419 (0.38%) 1214 (0.56%) 558 (0.75%)
Total cancer 5739 (1.21%) | 594 (0.83%) 1150 (1.04%) 2800 (1.29%) 1195 (1.61%)
Cardiovascular
CHD? 1673 (0.35%) 90 (0.13%) 204 (0.18%) 809 (0.37%) 570 (0.77%)
CHD death* 456 (0.10%) | 21 (0.03%) 34 (0.03%) 217 (0.10%) 184 (0.25%)
Total MI° 1361 (0.29%) 72 (0.10%) 178 (0.16%) 655 (0.30%) 456 (0.62%)
Clinical MI 1307 (0.28%) 66 (0.09%) 171 (0.15%) 629 (0.29%) 441 (0.60%)
CABG/PTCA 2187 (0.46%) | 106 (0.15%) 300 (027%) 1177 (0.54%) 604 (0.82%)
Carotid artery disease 344 (0.07%) 12 (0.02%) 42 (0.04%) 186  (0.09%) 104 (0.14%)
Stroke 1153 (0.24%) | 49 (0.07%) 119 (0.11%) 542 (0.25%) 443 (0.60%)
PVD 300 (0.06%) 15 (0.02%) 40 (0.04%) 150  (0.07%) 95 (0.13%)
Coronary disease® 4378 (0.92%) | 245 (034%) 584 (053%) 2215 (1.02%) 1334 (1.80%)
Total cardiovascular disease 5683 (1.20%) | 302 (042%) 743 (0.67%) 2851 (1.31%) 1787 (241%)
Fractures
Hip fracture 635 (0.13%) 15 (0.02%) 45 (0.04%) 266 (0.12%) 309 (0.42%)
Deaths
Cardiovascuiar deaths 858 (0.18%) 36 (0.05%) 62 (0.06%) 371 (0.17%) 389 (0.53%)
Cancer deaths 1349 (0.28%) 83 (0.12%) 195 (0.18%) 671 (0.31%) 400 (0.54%)
Other known cause 596 (0.13%) 32 (0.04%) 64 (0.06%) 250 (0.12%) 250 (0.34%)
Unknown cause B2 (0.02%) 2 (<0.01%) 8 (0.01%) 43 (0.02%) 29 (0.04%)
Not yet adjudicated 275 (0.06%) 10 (0.01%) 27 (0.02%) 137 (0.06%) 101 (0.14%)
Total death 3160 (0.67%) | 163 (0.23%) 356 (0.32%) 1472 (0.68%) 1169 (1.58%)

Only women without a baseline hysterectomy arc used to compute the annual rates of endometrial cancer.

Only one report of “other cancer” is counted per woman; however, the first of each type is adjudicated. Excludes non-melanema skin cancer.

“CHD" includes clinical MI, evolving Q-wave MI, and CHD death; Q-wave M1 is not collected in the WHI Extension Study.

“CHD death™ includes definite and possible CHD death.

“Total MI" includes clinical MY and evolving Q-wave MI is not collected in the WHI Extension Study.

“Coronary disease™ includes clinical M1, evolving Q-wave M1, possible evolving Q-wave MI, CHD death, angina, congestive heart failure, and CABG/PTCA; Q-
wave ML angina, and congestive heart failure are not collected in the WHI Extension Study.

1
2
3
4
5
[}
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|

Race/Ethnicity
American
; Indian/Alaskan  Asian/Pacific  Black/African Hispanic/
| Qutcome Native Islander American Latino White Unknown
Number randomized 202 1105 5262 1845 39762 659
Mean follow-up (months) 112.0 1125 1124 107.3 117.6 110.3
Cancer
Breast cancer 5 027%) 57 (055%) 204 (041%) 61 (0.37%) 2118 (0.54%) 29 (0.48%)
Invasive breast cancer 4 (021%) 44 (042%) 155 (031%) 49 (030%) 1726 (044%) 23 (0.38%)
Non-invasive breast cancer 1 (0.05%) 13 (0.13%) 51 (0.10%) 13 (0.08%) 415 (0.11%) 6 (0.10%)
Ovarian cancer 1 (0.05%) 6 (0.06%) 11 (0.02%) 8 (0.05%) 185 (0.05%) 3 (0.05%)
Endometrial cancer! 0 (0.00%) 3 (0.03%)y 21 (0.04%) 9 (0.05%) 313 (0.08%) 6 (0.10%)
Colorectal cancer 3 (0.16%) 10 (0.10%) 66 (0.13%) 18 (D.11%) 481 (0.12%) 7 (0.12%)
| Other cancer? 7 037%) 37 (036%) 180 (0.37%) 50 (030%) 2096 (0.54%) 30 (0.50%)
‘ Total cancer 14 (0.74%) 108 (1.04%) 459 (0.93%) 137 (0.83%) 4953 (1.27%) 68 (1.12%)
Cardiovascular
CHD’ 4 (0.21%) 18 (0.17%) 176 (0.36%) 29 (0.18%) 1425 (0.37%) 21 (0.35%)
CHD death® 0 (0.00%) 4 (004%)y 68 (0.14%) 9 (0.05%) 365 (0.09%) 10 (0.17%)
Total MI° 4 (021%) 17 (0.16%) 127 (026%) 23 (0.14%) 1173 (0.30%) 17 (0.28%)
Clinical MI 4 (0.21%) 17 {0.16%) 122 (0.25%) 22 (0.13%) 1126 (029%) 16 (0.26%)
CABG/PTCA 7 (037%) 19 (0.18%) 202 (0.41%) 48 (0.29%) 1889 (0.48%) 22 (0.36%)
Carotid artery disease 2 (0.11%) 1 (0.01%) 22 (0.04%) 3 {0.02%) 311 (0.08%) 5 (0.08%)
Stroke 5 (027%) 20 (0.19%) 160 (0.32%) 28 (0.17%) 924 (0.24%) 16 (0.26%)
PVD 3 (0.16%) 3 (0.03%) 55 (0.11%) 3 (0.02%) 232 (0.06%) 4 (0.07%)
Coronary discase® 16 (0.85%) 48 (0.46%) 540 (1.10%) 110 (0.67%) 3610 (093%) 54 (0.89%)
Tetal cardiovascular disease | 24 (1.27%} 71 (0.69%) 695 (1.41%) 140 (0.85%) 4681 (1.20%) 72 (1.19%)
Fractures
Hip fracture 2 (0.11%) 4  (0.04%) 16 (0.03%) 12 (0.07%) 593 (0.15%) 8 {0.13%)
Deaths
Cardiovascular deaths 2 (0.11%) 12 (0.12%) 123 {(0.25%) 15 (0.09%) 695 (0.18%) 11 (0.18%)
Cancer deaths 7 (037%) 21 (020%) 111 (0.23%) 35 (0.21%) 1155 (030%) 20 (0.33%)
Other known cause 9 (0.48%) § (0.08%) 66 (0.13%) 13 (0.08%) 492  (0.13%) g (0.13%)
Unknown causc 0 (0.00%) 1 (0.01%) 15 (0.03%) 1 (0.01%) 61 (0.02%) 4 (0.07%)
Not yet adjudicated 1 (0.05%) 0 ©000%) 37 (0.08%) 3 (0.02%) 230 (0.06%) 4 (0.07%)
Total death 19 (1.0i%) 42 (041%) 352 (0.71%) 67 (041%) 2633 (0.68%) 47 (0.78%)

Only women without a baseline hysterectomy are used to compute the annual rates of endometrial cancer.

Only one report of “other cancer” is counted per woman; however, the first of each type is adjudicated. Excludes non-melanoma skin caneer.

“CHD” includes ¢linical MI, evolving Q-wave ML and CHD death; Q-wave M1 is not collected in the WHI Exiension Study.

“CHD death” includes definite and possible CHD death.

“Total MI"” includes clinical MI and evolving Q-wave MI; Q-wave Ml is not collected in the WHI Extension Study.

“Coronary discase™ includes clinical ML evolving Q-wave ML, possible evolving Q-wave M1, CHD death, angina, congestive heart faiture, and CABG/PTCA; Q-
wave M, angina, and congestive heart fajlure are not collected in the WHI Extension Study,

B R W ow —
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Table 3.5
Counts {Annualized Percentages) of Participants with Self-Reported Outcomes by Age and Race/Ethnicity
for DM Participants Who Did Not Report a Prevalent Condition at Baseline

Data as of: August 15, 2007

Age
Outcome Total 50-54 55-59 60-69 70-79
Number randomized 48835 6961 11037 22715 8122
Mean follow-up (months) 1164 123.8 120.1 114.8 109.5
Hospitalizations
Ever 27161 (5.73%) | 2898 (4.04%) 5236 (4.74%) 13252 (6.10%) 5775 (1.79%)
Two or more 15811 (3.34%) | 1355 (1.89%) 2747 (2.49%) 7884 (3.63%) 3825 (5.16%)
Other
DVT 638 (0.14%) 39 (0.06%) 95 (0.09%) 307 (0.15%) 197 (0.28%)
Pulmonary embolism 452 (0.10%) 33 (0.05%) 73 (0.07%) 229 (0.11%) 117 (0.16%)
Diabetes (treated) 4598 (1.01%) 663 (0.95%) 1046 (098%) 2145 (1.03%) 744 (1.06%)
Gallbladder disease™ * 3830 (1.06%) 573 (0.98%) 902 (1.05%) 1802 (1.11%) 553 (1.00%)
Hysterectomy 1784 (0.66%) 263 (0.64%) 430 (0.64%) 850 (0.70%) 241 (0.60%)
Glaucoma® 5318 (1.28%) 567 (0.87%) 1098 (1.119%) 2589 (1.36%) 1064 (1.68%)
Osteoporosis® 10221 (2.50%) | 1129 (1.75%) 1969 (2.02%) 5021 (2.71%) 2102 (3.44%)
Osteoarthritis® 11091 (3.78%) | 1700 (3.16%) 2648 (3.50%) 5081 (4.01%) 1662 (4.49%)
Rheumatoid arthritis® 2849 (0.68%) 399 (0.62%) 631 (0:65%) 1319 (0.69%) 500 (0.77%)
Intestinal polyps 9249 (2.10%) | 1246 (1.79%) 2113 (2.01%) 4547 (2.27%) 1343 (2.04%)
Lupus 503 (0G.11%) 82 (011%) 116 (0,11%) 237 . (0.11%) 68  (0.09%)
Kidney stones™* 1319 (0.36%) | 175 (0.33%) 281 (0.34%) 654 (0.39%) 209 (0.36%)
Cataracts™ * 15485 (4.68%) | 1157 (2.14%) 2859 (3.43%) 8462 (5.55%) 3007 (7.36%)
Pills for hypertension 14387 (4.34%) ! 1932 (3.34%) 3263 (3.91%) 6827 (4.67%) 2365 (5.36%)
Race/Ethnicity
Am Indian/
Alaskan  Asian/Pacific Black/African Hispanic/
Outcomes Native Islander American Latino ‘White Unknown
Number randomized 202 1105 5262 1845 39762 659 |
Mean follow-up {months) 112.0 112.5 112.4 107.3 117.6 110.3
Hospitalizations
Ever 105 (5.57%) 443 (4.28%) 2843 (5.77%) R17 (4.95%) 22615 (5.80%) 338 (5.58%)
Two or more 68 (3.61%) 206 (1.99%) 1704 (3.46%) 428 (2.59%) 13213 (3.39%) 192 (3.17%)
Other
DVT! 2 (0.11%) O (0.00%) 61 (0.13%) 10 (0.06%) 555 (0.15%) 10 (0.17%)
Pulmonary embolism 2 (0.11%) 1 (0.01%) 47 (0.10%) 5 (0.03%) 391 (0.10%) 6 (0.10%)
Diabetes (treated) 21 (1.20%) 125 (1.28%) 796 (1.82%) 240 (1.55%) 3344 (0.89%) 72 (1.25%)
Gallbladder disease™ 14 (1.12%) 60 (0.70%) 304 (0.75%) 152 (1.32%) 3250 (1.10%) 50 (1.05%)
Hysterectomy 5 (0.57%) 32 (0.49%) 113 (051%) 54 (0.61%) 1568 (0.69%) 12 (0.35%)
Glaucoma® 30 (1.80%) 108 (1.19%) 763 (1.80%) 201 (1.36%) 4152 (1.21%) 64 (1.22%)
Osteoporosis” 43 (2.59%) 272 (3.04%) 679 (1.55%) 409 (2.87%) 8678 (2.59%) 140 (2.72%)
Osteoarthritis* 47 (4.34%) 257 (3.42%) 1137 (3.84%) 457 (4.07%) 9026 (3.76%) 167 (4.45%)
Rheumatoid arthritis® 23 (1.47%) 49 (0.54%) 506 (1.19%) 222 (1.53%) 1998 (0.58%) 51 (0.97%)
Intestinal polyps 47 (2.68%) 197 (2.08%) 1020 (2.22%) 292 (1.86%) 7563 (2.09%) 130 (2.33%)
Lupus 4 (0.22%) 8 (0.08%) 72 (0.15%) 20(0.12%) 392 (0.10%) 7 (0.12%)
Kidney stones™* S (0.64%) 27 (0.34%) 137 (0.36%) 58 (0.45%) 1071 (0.36%) 17 (0.36%)
Cataracts™* 61 (4.74%) 306 (4.17%) 1510 (4.29%) 537 (4.34%) 12867 (4.76%) 204 (4.78%)
Pills for hypertension 50 (4.10%) 250 (4.16%) 1451 (5.87%) 584 (4.77%) 11835 (4.19%) 177 (4.34%)

b W R =

Inpatient DVT only.

“Gallbladder disease” includes self-reports of both hospitalized and non-hospitalized events.

Data not collected for WHI Extension Study.

These outcomes have not been sclf-reported on all versions of Form 33 during WHI follow-up. The annualized percentages are corrected for the different amounts

of follow-up.
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Table 4.1

Calcium and Vitamin D Component Age — and Race/Ethnicity ~ Specific Recruitment

Data as of August 15, 2007

4

Total % of Overall Design
Randomized Goal Distribution Assumption

Age 36,282

50-54 5,153 118% 14% 10%

55-59 8,269 95% 23% 20%

60-69 16,519 84% 46% 45%

70-79 6,341 58% 17% 25%
Race/Ethnicity 36,282

American Indian 149 <1%

Asian 721 2%

Black 3,315 9%

Hispanic 1,502 4%

White 30,155 83%

Unknown 440 1%
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Table 4.2
Lost-to-Follow-up and Vital Status: CaD Participants

Data as of August 15, 2007
" Extension Participants Only

CaD Participants
(N=29,861)
N %
Vital Status/Participation
Deceased 558 1.9
Alive: Current Participation' 28402 95.1
Alive: Recent Participation’ 563 1.9
Alive: Past/Unknown Participation® 16 0.1
Stopped Follow-U?“ 152 0.5
Lost to Follow-Up 170 0.6
Data as of: September 12, 2005
Events through Study Closeout
CaD Participants
(N =36,282)
N %
Vital Status/Participation

Deceased 1551 43
Alive: Current Participation® 32652 90.0
Alive: Recent Participation’ 1099 3.0
Alive: Past/Unknown Participation® 27 0.1
Stopped Foliow-Up* 684 1.9
Lost to Follow-Up 269 0.7

Participants who have filled in a Form 33 within the last 15 months.

Participants who last filled in a Form 33 between 15 and 24 months ago.

Participants without a Form 33 within the last 24 months, who have been located (as indicated on Forin 23) within the last 6 months.
Participants with codes 5 (no follow-up) or 8 (absolutely no follow-up) on Form 7 or 9,

Participants not in any of the above categories.

Participants who have filled in a Form 33 within the last 9 months.

Participants who last filled in a Form 33 between 9 and 18 months ago.

Participants without a Form 33 within the last 18 months, who have been located (as indicated on Form 23) within the last 6 months.

M oo oA W R -
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Table 4.3

Verified Outcomes {Annualized Percentages) by Age for Calcium and Vitamin D

Data as of August 15, 2007

. Age
Outcome Total 50-54 55-59 60-69 70-79
Number of participants 36282 5153 8269 16519 6341
Mean follow-up {months) 105.0 111.3 108.4 103.7 99.0
Fractures
Hip fracture 487 (0.15%) 10 (0.02%) 49 (0.07%) 177 (0.12%) 251 (0.48%)
Cancer
Colorectal cancer 396 (0.12%) 27 (0.06%) 57 (0.08%) 198 (0.14%) 114 (0.22%)
Breast cancer 1601 (0.50%) 197 (0.41%) 378 (0.51%) 745 (0.52%) 281 (0.54%)
Invasive breast cancer 1284 (0.40%) 149 (0.31%) 303 (0.41%) 604 (042%) 228 (0.44%)
Non-invastve breast cancer 334 (0.11%) 49 (0.10%) 78  (0.10%) 149 (0.10%) 58 (0.11%)
Ovarian cancer 142 (0.04%) 17 (0.04%) 36 (0.05%) 63 (0.04%) 26 (0.05%)
Endometrial cancer' 215 (0.07%) 30 (0.06%) 52 (0.07%) 95  (0.07%) 38 (0.07%)
Other cancer’ 1669 (0.53%) 145 (0.30%) 289  (0.39%) 831 (058%) 404 (0.77%)
Total cancer 3861 (1.22%) 404 (0.85%) 786 (1.05%) 1844 (1.29%) 827 (1.58%)
Cardiovascular
CHD? 1202 (0.38%) 61 (0.13%) 145 (0.19%) 576 (0.40%) 420 (0.80%)
CHD death® 324 (0.10%) 13 (0.03%) 27 (0.04%) 137  (0.10%) 147 (0.28%)
Total MI® 977 (0.31%) 51 (0.11%) 122 (0.16%) 482 (0.34%) 322 (0.62%)
Clinical MI 926 (0.29%) 47  (0.10%) 117 (0.16%) 458 (0.32%) 304 (0.58%)
CABG/PTCA 1582 (0.50%) 80 (0.17%) 208 (0.28%) 842 (0.59%) 452 (0.86%)
Carotid artery disease 268 (0.08%) 11 (0.02%) 31 {0.04%) 151 (0.11%) 75 (0.14%)
Stroke 835 (0.26%) 37 (0.08%) 88 (0.12%) 367 (0.26%) 343 (0.66%)
PVD 231 (0.07%) 8 (0.02%) 30 (0.04%) 116 (0.08%) 77 (0.15%)
Coronary disease® 3126 (0.98%) 174 (0.36%) 417 (0.56%) 1558 (1.09%) 977 (1.87%)
Total cardiovascular disease 4101 (1.29%) 219 (0.46%) 536 (0.729%) 2020 (1.41%) 1326 (2.53%)
Deaths
Cardiovascular deaths 599 {0.19%) 24 (0.05%) 47 (0.06%) 246 (0.17%) 282 (0.54%)
Cancer deaths 921 (0.29%) 66 (0.14%) 133 (0.18%) 452 (0.32%) 270 (0.52%)
Other known cause 399 (0.13%) 19 (0.04%) 52 (0.07%) 169 (0.12%) 159 (0.30%)
Unknown cause 63 (0.02%) 3 (0.01%) 10 (0.01%) 31 (0.02%) 19  (0.04%)
Not yet adjudicated 226 (0.07%) 13 (0.03%) 27 (0.04%) 108 (0.08%) 78 (0.15%)
Total death 2208 (0.70%) 125 (0.26%) 269 (0.36%) 1006 (0.70%) BO8 (1.54%)

Only women without a baseline hysterectomy are used to compute the annual rates of endometrial cancer,

Only one report of "other cancer” is counted per woman; however, the first of each type is adjudicated. Excludes non-melanoma skin cancer.

“CHD" includes clinical MI, evolving Q-wave M1, and CHD death; Q-wave M is not collected in the WHI Extension Study,

“CHID) death” includes definite and possible CHD death.

“Total MI"” includes clinical MI and evolving Q-wave MI; Q-wave MI is not collected in the WHI Extension Study.

“Coronary discase” includes clinical ML, evolving Q-wave M1, possible evolving Q-wave ML CHD death, angina, congestive heart failure, and CABG/PTCA; Q-
wave MU, angina, and congestive heart failure are not collected in the WHI Extension Study.

- T SRR S
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Table 4.3 (continued)
Verified Outcomes (Annualized Percentages) by Race/Ethnicity for Calcium and Vitamin D

Data as of August 15, 2007

Race/Ethnicity
American
Indian/Alaskan Asian/Pacific Black/African  Hispanic/
QOutcome Native Islander American Latino White Unknown
Number of participants 149 721 3315 1502 30155 440
Mean follow-up (months) 102.1 100.1 101.7 99.0 105.9 99.3
Fractures
Hip fracture 3 (024%) 6 (0.10%) T (0.02%)y 4 (0.03%) 466 (0.18%) 1 (0.03%)
Cancer
Colorectal cancer 2 (0.16%) 6 (0.10%) 37 (0.13%) 10 (008%) 335 (0.13%) 6 (0.16%)
Breast cancer 4 (0.32%) 31 (0.52%) 120 (0.43%) 43 (0.35%) 1387 (0.52%) 16 (0.44%)
Invasive breast cancer 3 (0.24%) 22 (037%) 92 (033%) 34 (0.27%) 1119 (042%) 14 (0.38%)
Non-invasive breast cancer I (0.08%) 10 (0.17%) 29 (0.10%) 10 (0.08%) 282 (0.11%) 2 (0.05%)
QOvarian cancer 0 (0.00%) 5 (0.08%) 7 (0.02%) 6 (0.05%) 122 (0.05%) 2 {(0.05%)
Endometrial cancer’ 1 (0.08%) 3 (0.05%) 9 (0.03%) 5 (004%) 194 (0.07%) 3 (0.08%)
Other cancer? 5 (0.39%) 28 (047%) 107 (0.38%) 37 (030%) 1477 (0.55%) 15 (0.41%)
Total cancer It (0.87%) 70 (L.16%) 270 (096%) 94 (0.76%) 3375 (1.27%) 41 (1.13%)
Cardiovascular
CHD’ 5 (0.39%) t0 (0.17%) 108 (0.38%) 26 (0.21%) 1036 (0.39%) 17 (0.47%)
CHD death* 1 (0.08%) 2 (003%) 45 (0.16%) 7 (0.06%) 262 (0.10%) 7 (0.19%)
Total MI® 5 (03%%) 9 (0.15%) 74 (0.26%) 22 (0.18%) 853 (0.32%) 14 (0.38%)
Clinical M1 5 (039%) 9 (0.15%) 71 (0.25%) 21 (0.17%) 807 (0.30%) 13 (0.36%)
CABG/PTCA 5 (0.39%) 15 (0.25%) 128 (0.46%) 47 (0.38%) 1367 (0.51%) 20 (0.55%)
Carolid artery disease 1 (0.08%) 1 (0.02%) 12 (0.04%) 3 (002%) 247 (0.09%) 4 (0.11%)
Stroke 6 (047%) 18 (030%) 91 (032%) 22  (0.18%) 685 (0.26%) 13 (0.36%)
PVD 2 (16%) 3 (0.05%) 30 (0.11%) 1 (0.01%) 194 (0.07%) 1 (0.03%)
Coronary disease® 10 (0.79%) 31 (0.52%) 326 (1.16%) 94 (0.76%) 2627 (0.99%) 38 (1.04%)
Total cardiovascular disease 16 (1.26%) 49 (0.81%) 423 (1.51%) 118 (0.95%) 3445 (1.29%) 50 (1.37%)
Deaths '
Cardiovascular deaths 1 (0.08%) 10 (0.17%) 78 (0.28%) 14 (0.11%) 487 (0.18%) 9 (0.25%)
Cancer deaths 2 (0.16%) 20 (0.33%) 64 (0.23%) 24 (0.19%) 798 (030%) 13 (0.36%)
" Other known cause 7 (055%) 5 (0.08%) 33 (0.12%) 7 (0.06%) 341 (0.13%) 6 (0.16%)
Unknown cause 0 (0.00%) 1 (0.02%) 12 (0.04%) 1 (0.01%) 47 (0.02%) 2 (0.05%)
Not yet adjudicated 1 (0.08%) 0O (0.00%) 19 (0.07%) 9 (0.07%) 194 0.07%) 3 (0.08%)
Total death 11 (0.87%) 36 (0.60%) 206 (0.73%) 55 (0.44%) 1867 (0.70%) 33 (0.91%)

Only women without a baseline hysterectomy are used to compute the annual rates of endometrial cancer,
Only one report of "other cancer” is counted per woman; however, the first of each type is adjudicated. Excludes non-melanoma skin cancer.
“CHD" includes clinical M1, evolving Q-wave M1, and CHI> death; Q-wave Ml is not collected in the WHI Extension Study.

“Total MI” includes clinical MI and evolving Q-wave ME Q-wave Ml is not collected in the WHI Extension Study.

¥

2

3

* “CHD death” includes definite and possible CHD death,
5

1

“Coronary disease” includes clinical MI, evolving Q-wave MI, possible evolving Q-wave M1, CHD death, angina, congestive heart failure, and CABG/PTCA; Q-
wave MI, angina, and congestive heart failure are not collected in the WHI Extension Study.

R:AReporis\AnnualProgress\ 200NFINAL DOCUMENTS\Annuald_aug07.doc




WHI, Annual Progress Report Page 4-5

Table 4.4
Counts (Annualized Percentages) of Participants with Self-Reported Outcomes by Age and Race/Ethnicity
for CaD Participants Who Did Not Report a Prevalent Condition at Baseline

Data as of August 15, 2007

: Age
Qutcome Total 50-54 55-59 60-69 70-79
Number randomized 36282 5153 8269 16519 6341
Mean follow-up (months) 105.0 111.3 108.4 103.7 99.0
Hospitalizations
Ever 19090 (6.01%) 1960 (4.16%) 3649 (4.89%) 9169 (642%) 4282 (8.18%)
Two or more 10666 (3.36%) 866 (1.81%) 1878 (251%) 5223 (3.66%) 2699 (5.16%)
Other
DVT' 455 (0.15%) 28 (0.06%) 79 (0.11%) 203 (0.15%) 145 (0.29%)
Pulmonary embolism 310 (0.10%) 26 (0.05%) 58 (0.08%) 156 (0.11%) 70 (0.13%) -
Diabetes (treated) 3403 (1.12%) 514 (1.10%) 753 (1.05%) 1575 (1.15%) 561 (1.13%)
Gallbladder discase®? 2485 (1.02%) 367 (0.95%) 602 (1.03%) 1157 (1.07%) 3539 (0.91%)
Hysterectomy 1151 {0.62%) 158 (0.57%) 293 (0.64%) 533  (0.64%) 167 (0.57%)
Glaucoma® 3730 (1.33%) 401 (0.93%) T (1.16%) 1773 (1.42%) 786 (1.75%)
Osteop:orosis3 T136 (2.58%) 736 (1.71%) 1362 (2.06%) 3451 (2.80%) 1587 (3.63%)
Osteoarthritis® : 7815 (3.93%) 1198 (3.34%) 1849 (359%) 3548 (4.19%) 1220 (4.56%)
Rheumatoid arthritis® 1879 (0.67%) 267 (0.63%) 435 (0.66%) 834 (0.67%) 343 (0.75%)
Intestinal polyps 6436 (2.17%) 878 (1.90%) 1450 (2.04%) 3095 (234%) 1013 (2.17%)
Lupus 352 (0.11%) 57 (0.12%) 82 (0.11%) 149 (0.10%) 64 (0.12%)
Kidney stones™* 819 (0.33%) 111 (0.30%) 180 (0.31%) 383  (0.34%) 145 (0.34%)
Cataracts™ * 11122 (5.02%) 818 (2.27%) 2096 (3.71%) 5937 (5.92%) 2271 (7.85%)
Pills for hypertension 10914 (4.80%) 1460 (3.74%) 2486  (4.32%) 5048 (5.14%) 1920 (5.95%)
Race/Ethnicity
American
Indian/ Asian/Pacific Black/African Hispanic/
QOuicomes Alaskan Native Islander American Latino White Unknown
Number randomized 149 721 3315 1502 30155 440
Mean follow-up (months) 102.1 100.1 101.7 90.0 105.9 99.3
Hospitalizations
Ever 74 (5.84%) 280 (4.66%) 1723 (6.14%) 620 (5.00%) 16175 (6.08%) 218 (5.99%)
Two or more 51 (4.02%) 13¢ (2.16%) 995 (3.54%) 300 (2.42%) 9065 (3.41%) 125 (3.43%)
Other
DVT' 5 (041% 1 (0.02%) 43 (0.16%) 9 (0.07%) 392 (0.15%) 5 (0.14%)
Pulmonary embolism 3 (0.24%) 0 (0.00%) 31 (0.11%) 4 (003%) 268 (0.10%) 4 0.11%)
Diabetes (treated) 14 (1.19%) B4 (1.48%) 495 (197%) 216 (1.85%) 2542 (0.99%) 52 (1.53%)
Gallbladder disease™ > 10 (1.119%) 39 (0.78%) 169 (0.72%) 121 (1.37%) 2118 (1.04%) 28 (1.00%)
Hysterectomy 2 (0.38%) 18 (0.46%) 58 (048%) 39 (0.57%) 1025 (0.64%) 9 (0.44%)
Glaucoma® 20 (1.79%) 59 (1.12%) 472 (195%) 177 (1.59%) 2969 (1.27%) 33 (1.04%)
Ostu::oporosis3 30 (2.68%) 156 (2.95%) 409 (1.64%) 299 (2.77%) 6160 (2.67%) 82 (2.63%)
Osleoarthritis® 43 (5.33%) 158 (3.59%) 691 (4.05%) 376 (4.43%) 6438 (3.89%) 109 (4.54%)
Rheumatoid arthritis 17 (1.64%) 29 (0.55%) 304 (1.27%) 152 (1.38%) 1349 (0.58%) 28 (0.89%)
Intestinal polyps 35 (3.00%) 103 (1.86%) 624 (2.38%) 210 (1.77%) 5388 (2.17%) 76 (2.27%)
Lupus 4 (0.32%) 3 (0.05%) 41 (015%) 16 (0.13%) 236 (0.11%) 2 (0.06%)
Kidney stones>* 7 (0.70%) 18 (0.37%) 73 (0.33%) 46 (046%) 667 (0.32%) 8 (0.27%)
Cataracts™ * 51 (5.56%) 178 (4.20%) 909 (4.55%) 440 (4.73%) 9409 (5.09%) 135 (5.16%)
Pills for hypertension 38 (4.73%) 188 (4.52%) 969 (6.64%) 494 (5.18%) 9112 (4.65%) 113 (4.89%)

' Inpatient DVT only.

? “Gallbladder disease™ includes self-reports of both hospitalized and non-hospitalized cvents.

3 Data not collected for WHI Extension Study,

* These outcomes have not been self-reported on all versions of Form 33 duting WHI follow-up. The annualized percentages are corrected for the different amounts of
follow-up.
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Table 5.1

Observational Study Age and Race/Ethnicity Specific Recruitment

Data as of August 15, 2007

Total
Enrolled Distribution
Age 93,676
50-54 12,381 13%
55-59 17,329 18%
60-69 41,200 44%
70-79 22,766 24%
Race/Ethnicity 93,676
American Indian 421 <1%
Asian 2,671 3%
Biack 7,635 8%
Hispanic 3,609 4%
White 78,016 83%
Unknown 1,324 1%
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Table 5.2
Lost-to-Follow-up and Vital Status: OS Participants

Data as of August 15, 2007

Extension Participants Only

OS Participants
(N=63,229)
N %
Vital Status/Participation

Deceased ) 1184 1.9
Alive: Current Participation' 61066 96.6
Alive: Recent Participation® 603 1.0
Alive: Past/Unknown Participation® 49 0.1
Stopped Follow-Up* 218 0.3
Lost to Follow-Up 109 0.2

Data as of: September 12, 200
Events through Study Closeout

OS Participants
(N =93,676)
N %
Vital Status/Participation

Deceased 6260 6.7
Alive: Current Participation’ 78092 834
Alive: Recent Participation® 4818 5.1
Alive: Past/Unknown Participation” 51 0.1
Stopped Follow-Up* 2347 25
Losl to Follow-Up 2105 2.2

i
2
k]

Participants who have filled in 2 Form 33 within the last 15 months.

Participants who last filled in a Form 33 between 135 and 24 months ago.

Participants without a Form 33 within the last 24 months, who have been located (as indicated on Form 23) within the last 6 months.
* Participants with codes § (no follow-up) or 8 (absolutely no follow-up) on Form 7 ot 9.

5 Participants not in any of the above eategories. :
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Table 5.3
Verified Outcomes (Annualized Percentages) by Age for OS Participants

Data as of August 15, 2007

Age
Qutcome Total 50-54 55-59 60-69 70-79 1
Number enrolled 93676 12381 17329 41200 22766
Mean follow-up (months) 109.4 115.6 114.2 109.1 102.8 |
Cardiovascular
CHD' 2968 (0.35%) 98 (0.08%) 232 (0.14%) 1222 (0.33%) 1416 (0.73%)
CHD death? 988 (0.12%) 25 (0.02%) 48 (0.03%) 328 (0.09%) 587 (0.30%)
Clinical MI 2276 (0.27%) 79 (0.07%) 196 (0.12%) 991 (0.26%) 1010 (0.52%)
Angina 2837 (0.33%) 124 (0.10%) 318 (0.19%) 1320 (0.35%) 1075 (0.55%)
CABG/PTCA 3760 (0.44%) 144 (0.12%) . 396 (0.24%) 1843 (049%) 1377 (0.71%)
Carotid artery disease 678 (0.08%) 32 (0.03%) 58 (0.04%) 295 (0.08%) 293 (0.15%)
Congestive heart failure 2305 (0.27%) 81 (0.07%) 174 (0.11%) 886 (0.24%) 1164 (0.60%)
Stroke 2131 (0.25%) 55 (0.05%) 169 (0.10%) 835 (0.22%) 1072 (0.55%)
PVD 630 (0.07%) 19 (0.02%) 59 (0.04%) 209 (0.07%) 283 (0.15%)
Coronary disease’ 7567 (0.89%) 303 (0.25%) 732 (0.44%) 3325 (0.89%) 3207 (1.65%)
Total cardiovascular disease 10240 (1.20%) 389 (0.33%) 969 (0.59%) 4409 (1.18%) 4473 (2.29%)
Cancer
Breast cancer 4735 (0.55%) 530 (0.44%) 822 (0.50%) 2207 (0.59%) 1176 (0.60%)
Invasive breast cancer 3933 (0.46%) 428 (0.36%) 665 (0.40%) 1832 (0.49%) 1008 (0.52%)
Non-invasive breast cancer 834 (0.10%) 108 (0.09%) 160 (0.10%) 391 (0.10%) 175 (0.09%)
Ovarian cancer 407 (0.05%) 42 (0.04%) 70 (0.04%) 184 (0.05%) 111 (0.06%)
Endometrial cancer® 642 (0.07%) 55 (0.05%) 102 (0.06%) 297 (0.08%) 188 (0.10%)
Colorectal cancer 1026 (0.12%) 56 (0.05%) 107 (0.06%) 461 (0.12%) 402 (0.21%)
Other cancer’ 4747 (0.56%) 333 (0.28%) 623 (0.38%) 2223 (0.59%) 1568 (0.80%)
Total cancer 10955 (1.28%) 975 (0.82%) 1643 (1.00%) 5084 (1.36%) 3253 (1.67%)
Fractures
Hip fracture 1428 (0.17%) 32 (0.03%) 93 (0.06%) 477 (0.13%) 826 (0.429%)
Deaths
Cardiovascular deaths 2082 (0.24%) 50 (0.04%) 117 (0.07%) 689 (0.18%) 1226 (0.63%)
Cancer deaths 3004 (0.35%) 175 (0.15%) 345 (0.21%) 1316 (0.35%) 1168 {(0.60%)
Other known cause 1623 (0.19%) 76 (0.06%) 134 (0.08%) 590 (0.16%) 823 (042%)
Unknown cause 285 (0.03%) 15 (0.01%) 26 (0.02%) 107 (0.03%) 137 (0.07%)
Not yet adjudicated 663 (0.08%) 22 (0.02%) 44 (0.03%) 255 (0.07%) 342 (0.18%)
Total death 7657 (0.90%) 338 (0.28%) 666 (0.40%) 2957 (0.79%) 3696 (1.90%)

! “CHD" includes clinical M1 and CHD death.

2 “CHD death” includes definite and possible CHD death.

¥ “Coronary diseasc” includes clinical M1, CHD death, angina, congestive heart failure, and CABG/PTCA; angina and congestive heart failuee are not collected in the
‘WHI Extension Study.

Only women without a baseline hysterectomy are used to compute the annual rates of endometrial cancer.

Only one repori of "other cancer * is counted per woman; however, the first of each type is adjudicated. Excludes non-melanoma skin cancer.

[P N
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Table 5.3 (continued)
Verified Qutcomes (Annualized Percentages) by Race/Ethnicity for OS Participants

Data as of August 15, 2007

Ethnicity
American
Indian/Alaskan Asian/Pacific Black/African Hispanic/
Outcomes Native Islander American Latino White Unknown
Number enrolled 421 2671 7635 3609 78016 1324
Mean follow-up (months) 99.6 101.6 992 954 1114 104.5
Cardiovascular
CHD! 19 (0.54%) 49 (0.22%) 258 (0.41%) 52 (0.18%) 2546 (035%) 44 (0.38%)
CHD death® 10 (0.29%) 17 (0.08%) 121 (0.19%) 14 (0.05%) 809 (0.11%) 17 (0.15%)
Clinical MI 11 {0.31%) 37 (0.16%) 164 (0.26%) 43 (0.15%) 1989 (0.27%) 32 (0.28%)
Angina 18 (0.52%) 40 (0.18%) 250 (0.40%) 80 (0.28%) 2415 (0.33%) 34 (0.30%)
CABG/PTCA 20 (0.57%) 52 (0.23%) 229 (0.36%) 092 (0.32%) 3317 (0.46%) 50 (0.43%)
Carotid artery disease 4 (0.11%) 6 (0.03%) 29 (0.05%) 12 (0.04%) 615 (0.08%) 12 (0.10%)
Congestive heart failure 16 (0.46%) 22 (0.10%) 235 (0.37%) 42 (0.15%) 1956 (0.27%) 34 (0.30%)
Stroke 13 (0.37%) 51 (0.23%) 205 (0.32%) 46 (0.16%) 1783 (0.25%) 33 (0.29%)
PVD 3 (0.09%) 4 (0.02%) 64 (0.10%) 7 (0.02%) 539 (0.07%) 13 (0.11%)
Coronary disease’ 47 (1.35%) 108 (0.48%) 659 (1.04%) 177 (0.62%) 6478 (0.89%) 98 (0.85%)
Total cardiovascular disease 58 (1.66%) 167 (0.74%) 907 (1.44%) 232 (0.B1%) 8730 (1.21%) 146 (1.27%)
Cancer
Breast cancer 14 (0.40%) 106 (0.47%) 305 (0.48%) 109 (0.38%) 4152 (0.57%) 49 (0.43%)
Invasive breast cancer 13 (0.37%) 89 (0.39%) 246 (0.39%) 91 (0.32%) 3453 (0.48%) 41 (0.36%)
Non-invasive breast cancer 1 (0.03%) 18 (0.08%) 62 (0.10%) 19 (0.07%) 725 (0.10%) 9 (0.08%)
Ovarian cancer 1 (0.03%) 5 (0.02%) 18 (0.03%) 14 (0.05%) 367 (0.05%) 2 (0.02%)
Endometrial cancer® 1 (0.03%) 10 (0.04%) 21 (0.03%) 10 (0.03%) 589 (0.08%) 11 (0.09%)
Colorectal cancer 3 (0.09%) 19 (0.08%) 103 (0.16%) 23 (0.08%) 867 (0.12%) 11 (0.10%)
Other cancer’ 16 (0.46%) 88 (0.39%) 299 (0.47%) 89 (0.31%) 4190 (0.58%) 65 (0.56%)
Total cancer 35 (1.00%) 216 (0.95%) 707 (1.12%) 239 (0.83%) 9629 (1.33%) 129 (1.12%)
Fractures
Hip fracture 5 (0.14%) 15 (0.07%) 34 (0.05%) 14 (0.05%) 1341 (0.19%) 19 (0.16%)
Deaths
| Cardiovascular deaths 16 (0.46%) 43 (0.19%) 233 (0.37%) 41 (0.14%) 1716 (0.24%) 33 (0.29%)
| Cancer deaths 13 (0.37%) 58 (0.26%) 238 (0.38%) 70 (0.24%) 2591 (0.36%) 34 (0.30%)
Other known cause 23 (0.66%) 33 (0.15%) 139 (0.22%) 62 (0.22%) 1349 (0.19%) 17 (0.15%)
Unknown cause 1 (0.03%) 5 (0.02%) 52 (0.08%) 12 (0.04%) 211 (0.03%) 4 (0.03%)
Not yet adjudicated 5 (0.14%) 6 (0.03%) 57 (0.09%) 17 (0.06%) 565 (0.08%) 13 (0.11%)
Total death 58 (1.66%) 145 (0.64%) 719 (1.14%) 202 (0.70%) 6432 (0.89%) 101 {(0.88%)

! “CHD" includes clinical MI and CHD death.
t “CHD death” includes definite and possible CHD death.

? “Coronary disease” includes clinical ML, CHD death, angina, congestive heart failure, and CABG/PTCA; anging and congestive heart Failure are not collected in the

WHI Extension Study.
4 Only women without a baseline hysterectomy are used to compute the annual rates of endometrial cancer.
* Only one report of "other cancer” is counted per woman; however, the fiest of each type is adjudicated. Excludes non-melanoma skin.
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Table 5.4

Counts (Annualized Percentages) of Participants with Self-Reported Outcomes by Age and Race/Ethnicity
for OS Participants Who Did Not Report a Prevaleat Condition at Baseline

Data as of August 15, 2007

Age
QOutcome Total 50-54 55-59 60-69 70-79
Number randomized 93676 12381 17329 41200 22766
Mean follow-up (months) 109.4 115.6 114.2 109.1 102.8
Hospitalizations
Ever 49146 (5.76%) 4573 (3.83%) 7359 (4.46%) 22324  (5.96%) 14890 (7.64%)
Two or more 27348 (3.20%) 2055 (1.72%) 3515 (2.13%) 12415 (3.31%) 9363 (4.80%)
Other
pvT 930 (0.11%) 61 (0.05%) 114 (0.07%) 423 (0.12%) 332 (0.18%)
Pulmonary embolism 639 (0.08%) 57 (0.05%) 86 (0.05%) 290  (0.08%) 206 (0.11%)
Diabetes (treated) 6399 (0.78%) 819 (0.70%) 1197 (0.75%) 2930  (0.81%) 1453 (0.78%)
Gallbladder disease™ 5690 (0.95%) 835 (0.96%) 1153 (0.99%) 2549 (0.99%) 1153 (0.85%)
Hysterectomy 3907 (0.46%) 537 (0.45%) 746  (0.45%) 1808  (0.48%) 816 (0.42%)
Glaucoma’ 8516 (1.26%) 852 (0.89%) 1379 (1.05%) 3910 (1.33%) 2375 (1.57%)
Osteoporosis’ 20767 (3.21%) 2110 (2.23%) 3384 (2.64%) 9540  (3.39%) 5733 (4.01%)
Osteoarthritis’ 18594 (3.74%) 2512 (2.92%) 3579 (3.31%) 8206 (3.96%) 4207 (4.49%)
Rheumatoid arthritis® 4607 (0.69%) 638 (0.68%) 885 (0.69%) 1898 (0.65%) 1186 (0.77%)
Intestinal polyps 15656 (2.03%) 1937 (1.711%) 3131 (2.03%) 7284 (2.16%) 3304 (1.96%)
Lupus 1001 (0.12%) 143 (0.12%) 200 (0.12%) 440  {0.12%) 218 (0.11%)
Kidney stones™* 2327 (0.39%) 202 (0.36%) 436 (0.39%) 996  (0.38%) 603 (0.43%)
Cataracts™* 27206 (5.34%) 1735 (2.13%) 4109 (3.72%) i4089  (6.18%) 7273 (8.08%)
Pills for hypcrtension 24931 (4.07%) 2962  (2.99%) 4474 (3.47%) 11139 {(4.26%) 6356 (5.17%)
Race/Ethnicity
American
Indian/ Asian/Pacific  Black/African Hispanic/

Gutcomes Alaskan Native Islander American Latino White Unknown
Number randomized 421 2671 7635 3609 78016 1324
Mean follow-up (months) 99.6 101.6 99.2 95.4 111.4 104.5
Hospitalizations

Ever 234 (6.70%) 904 (4.00%) 3747 (5.94%) 1388 (4.84%) 42227 (5.83%) 646 (5.61%)
Two or more 139 (3.98%) 380 (1.68%) 2031 (3.22%) 641 (2.23%) 23801 (3.29%) 356 (3.09%)
Other

DVT" 4 (0.12%) 5 (0.02%) 82 (0.13%) 14  (0.05%) 814 (0.12%) 11 (0.10%)
Pulimonary embolism 2 (0.06%) 4 (0.02%) 44  (0.07%) 9 (0.03%) 575 (0.08%) 5 (0.04%)
Diabetes (treated}) 54 (1.80%}) 210 (0.98%) 905 (1.62%) 381 (1.43%) 4740 (0.67%) 109 (0.99%)
Gallbladder disease™ 31 (1.32%) 81 (046%) 377 (0.78%) 232 (1.20%) 4892 (0.98%) 77 (0.95%)
Hysterectomy 18 (0.52%) 74 (0.33%) 238 {(038%) 174 (0.61%) 3340 (0.46%) 63 (0.55%)
Glaucoma® 45 (1.64%) 253 (1.35%) 997 (1.99%) 312 (1.33%) 6787 (1.19%) 122 (1.32%)
OsteoPorc)sis3 92 (3.36%) 630 (3.52%) 1078 (2.08%) 739 (3.23%) 17902 (3.30%) 326 (3.67%)
Osteoarthritis* 71 (3.66%) 375 (3.61%) 1431 (3.91%) 806 (4.28%) 15437 (3.70%) 274 (3.90%)
Rheumatoid arthritis’ 38 (1.38%) 98 (0.52%) 664 (1.34%) 385 (1.67%) 3333 (0.59%) 89 (0.98%)
Intestinal polyps 53 (1.66%) 377 (1.86%) 1212 (2.10%) 470 (1.75%) 13349 (2.04%) 195 (1.88%)
Lupus 8 (0.23%) 18 (0.08%) 104 (0.17%) 50 (0.18%) 806 (0.11%) 15 (0.13%)
Kidney stones™ 18 (0.72%) 41 (0.24%) 266 (0.56%) 125 (059%) 1832 (0.37%) 45 (0.54%)
Cataracts™ 105 (4.88%) 685 (4.91%) 1951 (4.81%) 905 (4.59%) 23165 (5.43%) 395 (5.67%)
Pilis for hypertension 109 (4.86%) 640 (4.01%) 1809 (5.83%) 973 (4.52%) 21028 (3.94%) 372 (4.59%)

! Inpatient DVT only,

2

“Gallbladder disease™ includes self-reports of both hospitalized and non-hospitalized events.

3 Data not collected for WHI extension study,

* These outcomes have not been self-reported on all versions of Form 33. The annualized percentages are corrected for the different amounts of follow-up.
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Table 5.5
First Reported Verified Qutcomes Before and After AV-3' for OS Participants

Data as of August 15, 2007

Number of Events
QOutcome Before AV-3 | After AV-3
Cardiovascular
CHD* 761 2207
CHD death? 178 810
Clinical MI 640 1636
Angina 1270 1567
CABG/PTCA 1166 2594
Carotid artery disecase 295 453
Congestive heart failure 719 1586
Stroke 596 1535
PVD 198 432
Coronary disease? 2586 4981
Total cardiovascular disease 3471 6769
Cancer
Breast cancer 1606 3129
Invasive breast cancer 1337 2506
Non-invasive breast cancer 275 559
Ovarian cancer 136 271
Endometrial cancer 214 428
Colorectal cancer 332 694
Other cancer’ 1435 3312
Total cancer 3646 7309
Fractures
Hip fracture 294 1134
Deaths
Cardiovascular deaths 372 1710
Cancer deaths 618 2386
Deaths: other known cause 295 1398
Deaths: unknown cause 59 226
Deaths: not yet adjudicated 0 663
Total death 1274 6383

AV-3 date is the blood draw date for participants with an AV-3 blood draw and the OS enrollment date plus 3 years for participants without an AV-3 blood draw.
All participants have been enrolled for at least 3 years,

“CHD" includes clinical MI and CHD death,

“CHD death” includes definite and possible CHD death.

“"Coronary discase™ includes clinical M1, CHD death, angina, congestive heart failure, and CABG/PTCA; angina and congestive heart failure are not collected in the
WHI Extension Study. .

? Only one report of “ather cancer” is counted per woman; however, the first of each type is adjudicated. Excludes non-melanoma skin cancer,

W R
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Table 5.6

Data as of August 15, 2007

Counts of Participants with Self-Reported Qutcomes Before and After AV-3'
for OS Participants Who Did Not Report a Prevalent Condition at Baseline

Number of Events
Qutcome Before AV-3 | After AV-3
Ever hospitalized 19160 29986
DVT? 227 703
Pulmonary embolism 130 509
Diabetes (trcated) 1740 4659
Galibladder diseasc™ * 2137 3553
Hysterectomy 1359 2548
Glaucoma® 2755 5761
Osteoporosis® 8703 12064
Osteoarthritis’ 6339 12255
Rheumatoid arthritis* 1723 2884
Intestinal polyps 4397 11259
Lupus 348 653
Kidney stones™? 646 1681
Cataracts™ > 9145 - 18061
Pills for hypertension 8141 16750

[E R A ]

AV-3 date is the blood deaw date for participants with an AV-3 blood draw and the OS enrollment date plus 3 years for participants without an AV-3 blood draw.
All participants have been enrolled for at least 3 years.

Inpatient DVT only.

“Gallbladder disease” includes sel{-reports of both hospitalized and non-hospitalized events.
Not coliected on Form 33 after March 31, 2005.
These cutcomes have not been sclf-reported on all versions of Form 33. The annualized percentages are corrected for the different amounts of follow-up.
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Table 6.1
Verified Outcomes (Annualized Percentages) by Age for CT Participants

Data as of: August 15, 2007

Age
Outcome ’ Total 50-54 §5-59 60-69 70-79
Number randomized 68132 G188 14661 31389 12894
Mean follow-up (months) 115.2 122.4 119.0 114.0 108.5
Cardiovascular
CHD' 2571 (0.39%) 136 (0.15%) 205 (0.20%) 1196 (0.40%) 944 (0.81%)
CHD death? 732 (0.11%) 31 (0.03%) 54 (0.04%) 319 (0.11%) 328 (0.28%)
Total MI® : 2062 (0.32%) 110 (0.12%) 252 (0.17%) 962 (0.32%) 738 (0.63%)
Clinical MI 1983 (0.30%) 104 (0.11%) 244 (0.17%) 924 (0.31%) 711 (0.61%)
Angina4 2414 (0.37%) 129 (0.14%) 331 (0.23%) 1215 (0.41%) 739 (0.63%)
CABG/PTCA 3253 (0.50%) 159 (0.17%) 425 (0.29%) 1685 (0.57%) 984 (0.84%)
Carotid artery disease 537 (0.08%) 15 (0.02%) 65 (0.04%) 284 (0.10%) 173 (0.15%)
Congestive heart failure® 1750 (0.27%) 81 (0.09%) 172 (0.12%) 746 (0.25%) 751 (0.64%)
Stroke 1742 (0.27%) 65 (0.07%) 169 (0.12%) 796 {0.27%) 712 (0.61%)
PVD 48t (0.07%) 25 (0.03%) 61 (0.04%) 242 (0.08%) 153 (0.13%)
Coronary discase’ 6532 (1.00%) 360 (0.38%) 829 (0.57%) 3162 (1.06%) 2181 (1.87%)
Total cardiovascular disease 8517 (1.30%) 437 (0.47%) 1054 (0.72%) 4110 (L.38%) 2916 (2.50%)
Cancer
Breast cancer 3220 (0.49%) 375 (0.40%) 693 (0.48%) 1520 (0.51%) 632 (0.54%)
Invasive breast cancer 2608 (0.40%) 284 (0.30%) 564 (0.399%) 1233 (0.41%) 527 (0.45%)
Non-invasive breast cancer 647 (0.10%) 95 (0.10%) 136 (0.09%) 304 (0.10%) 112 (0.10%)
QOvary cancer 276 (0.04%) 25 (0.03%) 56 (0.04%) 139 (0.05%) 56 (0.05%)
Endometrial cancer® 429 (0.07%) 47 (0.05%) 101 (0.07%) 208 (0.07%) 73 (0.06%)
Colorectal cancer 832 (0.13%) 48 (0.05%) 124 (0.09%) 418 (0.14%) 242 (0.21%)
Other cancer’ 3441 (0.53%) 271 (0.29%) 572 (0.39%) 1697 (0.57%) 901 (0.77%)
Total cancer 7823 (1.20%) 734 (0.78%) 1485 (1.02%) 3784 (1.27%) 1820 (1.56%)
Fractures
Hip fracture 1008 (0.15%) 21 (0.02%) 72 (0.05%) 380 (0.13%) 535 (0.46%)
Deaths
Cardiovascular deaths 1336 (0.20%) 51 (0.05%) 96 (0.07%) 542 {Q.18%) 647 (0.55%)
Cancer deaths 1954 (0.30%) 112 (0.12%) 264 (0.18%) 955 (0.32%) 623 (0.53%)
Other known cause 919 (0.14%) 45 (0.05%) 97 (0.07%) 379 (0.13%) 398 (0.34%)
Unknown cause 139 (0.02%) 7 (0.01%) 13 (0.01%) 68 (0.02%) 51 (0.04%)
Not yet adjudicated 430 (0.07%) 17 (0.02%) 48 (0.03%) 195 (0.07%) 170 (0.15%)
Total death 4778 (0.73%) 232 (0.25%) 518 (0.36%) 2139 (0.72%) 1889 (1.62%)
! “CHD" includes clinical M1 and CHD death.
2 “CHD death” includes definite and possible CHD death.
* “Total MI" includes clinical MI and evolving Q-wave M1,
* Angina and CHF arc not verified outcomes in the WHI Extension Study. Reported statistics represent experience during the original program.
* “Coronary disease” includes clinicai MI, evolving Q-wave MI, possible evolving Q-wave M1, CHD death, angina, congestive heart failure, and CABG/PTCA.
: Cnly women without a baseline hysierectomy are used to compute the annual rates of endometrial cancer.

Onily one report of "other cancer” is counted per woman; however, the first of each type is adjudicated. Excludes non-melanoma skin cancer.
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Table 6.1 (continued)
Verified Outcomes (Annualized Percentages) by Race/Ethnicity for CT Participants

Data as of: August 15, 2007

Race/Ethnicity
American
Indian/Alas Asian/Pacific Black/African  Hispanic/

Outcome kan Native Islander American Latino White Unknown
Number randomized 292 1519 6983 2875 55525 938
Mean follow-up (months) 109.7 110.8 Iil.6 106.6 116.3 109.4
Cardiovascular
CHD! 8 (0.30%) 33 (0.24%) 255 (0.39%) 55 (0.22%) 2184 (041%) 36 (0.42%)

CHD death’ 2 (0.07%) 9 (0.06%) 110 (0.17%) 13 (0.05%) 586 (0.11%) 12 (0.14%)

Total MP? 7 (0.26%) 30 (0.21%) 176 (0.27%) 46 (0.18%) 1773 (0.33%) 30 (0.35%)

Clinical MI 7 (0.26%) 29 (0.21%) 171 (026%) 44 (0.17%) 1704 (0.32%) 28 (0.33%)

Angina4 12 (0.45%) 30 (0.21%) 298 (0.46%) 80 (0.31%) 1964 (0.36%) 30 (0.35%)
CABG/PTCA 13 (0.49%) 32 (0.23%) 286 (0.44%) 86 (0.34%) 2798 (0.52%) 38 (0.44%)
Carotid artery discase 3 (0.11%) 2 (0.01%) 31 (0.05%) 4 (0.02%) 489 (0.09%) 8 (0.09%)
Congestive heart failure® 5 (0.19%) 17 (0.12%) 244 (0.38%) 49 (0.19%) 1411 (0.26%) 24 (0.28%)
Stroke 8 (0.30%) 32 (023%) 225 (035%) 47 (0.18%) 1405 (0.26%) 25 (0.29%)
PVD 5 (0.19%) 5 (0.04%) 71 (0.11%) 5 (0.02%) 391 (0.07%) 4 (0.05%)
Coronarydisease"’ 25 (0.94%) 19 (0.56%) 746 (1.15%) 184 (0.72%) 5413 (1.01%) 85 (0.99%)
Total cardiovascular disease 36 (1.35%) 113 (0.81%) 972 (1.50%) 233 (091%) 7056 (1.31%) 107 (1.25%)
Cancer
Breast cancer 7 (0.26%) 75 (0.53%) 267 (041%) 81 (0.32%) 2755 (0.51%) 35 (0.41%)

Invasive breast cancer 6 (0.22%) 57 (041%) 209 (032%) 66 (0.26%) 2243 (0.42%) 27 (0.32%)

Non-invasive breast cancer 1 (0.04%) 19 (0.14%) 60 (0.09%) 16 (0.06%) 543 (0.10%) 8 (0.09%)
Ovary cancer 1 (0.04%) 7 (0.05%) 15 (0.02%) 8 (0.03%) 240 (0.04%) 5 (0.06%)
Endometrial cancer® 1 (0.04%) 4 (0.03%) 27 (0.04%) 12 (0.05%) 3738 (0.07%) 7 (0.089%)
Colorectal cancer 4 (0.15%) 16 (0.11%) 83 (0.13%) 25 (0.10%) 690 (0.13%) 14 (0.16%)
Other cancer’ 12 (0.45%) 59 (0.42%) 245 (0.38%) 86 (0.34%) 3000 (0.56%) 39 (0.46%)
Total cancer 23 (0.86%) 156 (1.11%) 611 (0.94%) 199 (0.78%) 6742 (1.25%) 92 (1.08%)
Fractures
Hip fracturc 5 (0.19%) 8 (0.06%) 25 (0.04%) 16 (0.06%) 945 (0.18%) 2 (0.11%)
Deaths
Cardiovascular deaths 6 (0.22%) 21 (0.15%) 188 (0.29%) 23 (0.09%) 1083 (0.20%) 15 (0.18%)
Cancer deaths 10 (0.37%) 35 (0.25%) 158 (0.24%) 57 (0.22%) 1669 (0.31%) 25 (0.29%)
Other known cause 10 (0.37%y 10 (0.07%) 87 (0.13%) 19 (0.07%) 780 (0.14%) 13 (0.15%)
Unknown cause 0 (0.00%) 3 (0.02%) 26 (0.04%) 4 (0.02%) 101 (0.02%) 5 (0.06%)
Not yet adjudicated 2 (007%) 1 (0.01%) 46 (0.07%) 11 (0.04%) 363 (0.07%) T (0.08%)
Total death 28 (1.05%) 70 (0.50%) 505 (0.78%) 114 (0.45%) 3996 (0.74%) 65 (0.76%)

! “CHD" includes clinical M, evolving Q-wave MI, and CHD death.
2 “CHD death” includes definite and possible CHD death.
? “Total MI™ includes clinical M1 and evolving Q-wave M1,

* Angina and CHF arc not verified outcomes in the WHI Extension Study. Reported statistics represent experience during the original program.
¥ “Coronary disease” includes clinical M1, evolving Q-wave M], possible evolving Q-wave MI, CHD death, angina, congestive heart failure, and CABG/PTCA.
 Only women without a baseline hysterectomy are used to compute the annuat rates of endometrial cancer.

? Only one report of "other cancer" is counted per woman; however, the first of each type is adjudicated. Excludes non-melanoma skin cancer.
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Table 6.2

Counts (Annualized Percentages) of Participants with Self-Reported Outcomes by Age and Race/Ethnicity
for CT Participants Who Did Not Report a Prevalent Condition at Baseline

Data as of: August 15, 2007

Age
Qutcome Total 50-54 55-59 60-69 70-79
Number randomized 68132 9188 14661 31389 12894
Mean follow-up (months) 1152 122.4 119.0 114.0 108.5
Hospitalizations
Ever 38030 (5.82%) | 3800 (4.05%) 6867 (4.72%) 18251 (6.12%) 9112 (7.81%)
Two or more 22334 (3.42%) | 1800 (1.92%) 3632 (2.50%) 10844 (3.64%) 6058 (5.20%)
Other
DVT' 955 (0.15%) 59 (0.06%) 135 (0.10%) 446 (0.15%) 315 (0.28%)
Pulmonary embolism 635 (0.10%) 47 (0.05%) 95 (0.07%) 309 (0.10%) 184 (0.16%)
Diabetes (treated) 6402 (1.02%) 897 (0.99%) 1360 (0.97%) 2998 (1.06%) 1147 (1.04%)
Gallbladder disease®’ 5248 (1.05%) 746 (0.98%) 1195 (1.05%) 2463 (1L.10%) 844 (0.97%)
Hysterectomy 2389 (0.63%) 304 (0.56%) 554 (0.61%) 1154 (0.67%) 377 (0.58%)
Glaucoma® 7570 (1.32%) 745 (0.88%) 1457 (1.12%) 3664 (1.40%) 1704 (1.71%)
Osteoporosis’ 14702 (2.60%) | 1453 (1.72%) 2636 (2.05%) 7143 (2.79%) 3470 (3.60%)
Osteoarthritis® 15041 (3.72%) | 2167 (3.08%) 3410 (3.40%) 6893 (3.94%) 2571 (4.38%)
Rheumatoid arthritis® 4012 (0.70%) 538 (0.64%) 866 (0.67%) 1823 (0.70%) 785 (0.77%)
Intestinal polyps 12529 (2.06%) | 1585 (1.74%) 2712 (1.96%) 6165 (2.24%) 2067 (2.01%)
Lupus 732 (0.11%) 111 (0.12%) 166 (0.11%) 335 (0.11%) 120 (0.10%)
Kidney stones™>* 1877 (0.37%) 241 (0.34%) 379 (0.34%) 898 (0.39%) 359 (0.39%)
Cataracts™* 21575 (4.75%) | 1468 (2.07%) 3732 (3.38%) 11651 (5.57%) 4724 (7.38%)
Pills for hypertension 20333 (4.41%) { 2569 (3.39%) 4359 (3.93%) 9530 (4.69%) 3875 (5.43%)
Race/Ethnicity
Am Indian/
Alaskan  Asian/Pacific Black/African  Hispanic/
Qutcomes Native Islander American Latino ‘White Unknown
Number randomized 292 1519 6983 2875 55525 938
Mean follow-up (months) 109.7 110.8 1116 106.6 116.3 109.4
Hospitalizations
Ever 160 (5.99%) 620 (4.42%) 3836 (5.91%) 1256 (4.92%) 31678 (5.89%) 480 (5.62%)
Two or more 106 (3.97%) 299 (2.13%) 2285 (3.52%) 647 (2.53%) 18724 (3.48%) 273 (3.19%)
Other
DVT' 5(0.19%) 2 (0.01%) 96 (0.15%) 16 (0.06%) 825 (0.16%) 11 (0.13%)
Pulmonary embolism 4(0.15%) 3 (0.02%) 62 (0.10%) 7 (0.03%) 552 (0.10%) 7 (0.08%)
Diabeles (treated) 29 (1.20%) 171 (1.30%) 1058 (1.84%) 402 (1.68%) 4645 (0.89%) 97 (1.21%)
Gallbladder discase® > 22 (1.20%) 86 (0.74%) 420 (0.78%) 243 (1.34%) 4403 (1.07%) 74 (1.11%)
Hysterectomy 6 (0.51%) 39 (043%) 150 (0.53%) 81 (0.57%) 2094 (0.65%) 19 (0.38%)
Glaucoma® 40 (1.71%) 153 (1.24%) 1008 (1.81%) 338 (1.47%) 5932 (1.25%) 99 (1.34%)
Osteoporosis® 66 (2.80%) 389 (3.20%) 911 (1.58%) 639 (2.89%) 12488 (2.69%) 209 (2.85%)
Osteoarthritis* 73 (4.56%) 1358 (3.53%) 1481 (3.79%) 728 (4.16%) 12167 (3.68%) 234 (4.33%)
Rheumatoid arthritis’ 32 (1.43%) 74 (0.60%) 683 (1.23%) 358 (1.58%) 2788 (0.59%) 77 (1.03%)
Intestinal polyps 60 (2.44%) 254 (1.98%) 1321 (2.18%) 432 (1.77%) 10294 (2.06%) 168 (2.14%)
Lupus 6 (0.23%) 12 (0.09%) 96 (0.15%) 40 (0.16%) 570 (0.11%) 8 (0.09%)
Kidney stones™* 15 (0.75%) 47 (0.43%) 190 (0.37%) 100 (0.50%) 1501 (0.36%) 24 (0.36%)
Cataracts™ * 92 (4.95%) 428 (4.33%) 2003 (4.35%) 828 (4.30%) 17931 (4.83%) 293 (4.85%)
Pills for hypertension 83 (4.75%) 413 (4.32%) 1916 (5.89%) 913 (4.79%) 16762 (4.27%) 246 (4.33%)

Inpatient DVT only.

“Gallbladder disease” includes self-reports of both hospitalized and non-hospitalized events.

Data not collected for WHI extension study. -

These ouicomes have not been self-reported on all versions of Form 33 during WHI follow-up. The annualized percentages are comrected for the different amounts of
follow-up.

A W ok e
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Table 6.3

Data as of August 15, 2007

First Reported Verified Outcomes Before and After AV-1' for CT Participants

Number of Events
QOutcome Before AV-1| After AV-1
Cardiovascular
CHD? 215 2356
CHD death’ 44 688
Clinical MI 181 1802
Angina 300 2114
CABG/PTCA 252 3001
Carotid artery disease 63 474
Congestive heart failure 114 1636
Stroke 144 1598
PVD 33 448
Coronary disease® 611 5921
Total cardiovascular disease 840 7677
Cancer
Breast cancer 201 3019
Invasive breast cancer 158 2450
Non-invasive breast cancer 43 604
Owarian cancer 20 256
Endometrial cancer 40 389
Colorectal cancer 79 753
Other cancer’ 280 3161
Total cancer 613 7210
Fractures '
Hip fracture 50 958
Deaths
Cardiovascular deaths 73 1263
Cancer deaths 53 1901
Deaths: other known cause 17 902
Deaths: unknown cause 5 134
Deaths: not yet adjudicated 0 430
Total death 148 4630

! AV-1 date is the blood draw for participants with an AV-1 blood draw and the CT randomization date plus 1 year for participants without an AV-1 blood draw, All
participants have been enrolicd for at least I year. '
“CHD" includes clinical M1 and CHD death.

} “CHD death” includes definite and possible CHD death,
“Coronary disease” includes clinical M1, CHD death, angina, congestive heart failure, and CABG/PTCA; angina and congestive heart failure are not collected in the

2

4

5

WHI Extension Study.

Only one report of "other cancer” is counted per woman; however, the first of each type is adjudicated, Excludes non-melanoma skin cancer.
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Table 6.4
Counts of Participants with Self-Reported Qutcomes Before and After AV-1"
for CT Participants Who Did Not Report a Prevalent Condition at Baseline

Data as of August 15, 2007

Number of Evenis
QOutcome Before AV-1 | After AV-1
Ever hospitalized 5492 32538
DVT? 90 865
Pulmonary embolism 48 587
Diabetes (treated) 573 5829
Gallbladder disease™* 606 4642
Hysterectomy 158 1607
Glaucoma® 767 6803
Osteoporosis® 1502 13200
Osteoarthritis’ 1248 13793
Rheumatoid arthritis® 587 3425
Intestinal polyps 956 11573
Lupus 75 657
Kidney stones™* 128 1749
Cataracts ** 1660 19915
Pills for hypertension 2190 18143

! AV-1 date is the blood draw date for participants with an AV-1 blood draw and the CT randormmuon date plus 1 year for participants without an AV-1 blood draw,
All participants have becn enrolled for at least 1 year.

lnpam:nl DVT only.

"Gallb]addar discase™ includes self-reports of both hospitalized and non-hospitatized events.

Not collected on Form 33 after March 31,2005.

® These outcomes have not been self-reported on all versions of Form 33. The annualized percentages are corrected for the different amouats of follow-up,
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Table 6.5
Verificd Other Cancers (Annualized Percentages): CT and OS Participants

Data as of: August 15, 2007

CT 0S8
Number of participants 68132 93676
Mean follow-up time (months) 115.2 109.4
Ppts with other cancer 3441 {0.53%) 4747 (0.56%)
Accessory sinus 1 (<0.01%) 1 (<0.01%)
" Adrenal gland 1 (<0.01%) 7 (<0.01%)
Anus 13 (<0.0i%) 28 (<0.01%)
Appendix 9  (<0.01%) 11 (<0.01%)
Biliary tract, parts of (other/unspecified) - 47 (0.01%) 51 (0.01%)
Bladder 205 (0.03%) 251 (0.03%)
Bones/joints/articular cartilage (limbs) 4  (<0.01%) 8 (<0.01%)
Bones/jointsfarticular cartilage (other) 5 (<0.01%) 2 (<0.01%)
Brain 88 (0.01%) 99 (0.01%)
Cervix 51 0.01%) 46 (0.01%)
Central Nervous System (excludes brain) 0 (0.00%) 3 (<0.01%)
Connective/subcutaneous/soft tissues 35 (0.01%) 44  (0.01%)
Endocrine glands, related structures 6 (<0.01%) 7 (<0.01%)
Esophagus 39 (0.01%) 41 (<0.01%)
Eye and adnexa 19 (<0.01%) 15 (<0.01%)
Genital organs 45 0.01%) 43 (0.01%)
Kidney 166 {0.03%) 217 (0.03%)
Larynx 16 (<0.01%) 13 (<0.01%)
Lecukemia 167 (0.03%) 230 (0.03%)
Liver 40 (0.01%) 47  (0.01%)
Lung 674 (0.10%) 907  (0.11%)
Lymph nodes 12 {<0.01%) 9 (<0.01%)
Lymphoma, Hodgkins 21 (<0.01%) 20 (<0.01%)
Lymphoma, Non-Hodgkins 316 (0.05%) 460 (0.05%) ,
Melanoma of the skin 464 {0.07%) 603 (0.07%)
Multiple myeloma 120 (0.02%) 112 (001%)
Oral (mouth) 24 (<0.01%) 16 (<0.01%)
Palate 6 (<0.01%) 11 (<0.01%)
Pancreas 180 (0.03%) 215 (0.03%)
Parotid gland (Stensen’s duct) 10 (<0.01%) 23 (<0.01%)
Peripheral ncrves and autonomic nervous system 1 (<0.01%) 5 (<0.01%)
Pyriform sinus 0 (0.00%) 4 {<0.01%)
Respiratory system, intrathoracic, other 9 (<0.01%) 16 (<0.01%)
Salivary glands, major (other/unspecified) 3 (<0.01%) 11 (<0.01%)
Stomach 50  (0.01%) 69  (001%)
Thyroid 105 (0.02%) 143 (0.02%}
Tongue, part of (other/unspecified) 21 (<0.01%) 24 («<0.01%)
Urinary organs (other/unspecified) 17 {(<0.01%) 33 (<0.01%)
Utcrus, not otherwise specified 43 (0.01%) 86 (0.01%)
Other/unknown site of cancer 239 (0.04%) 334 (0.04%)
Other/funknown cancers reported on death form 262 (0.04%) 580 (0.07%)
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Table 6.6

Locally Verified Other Fractures (Annualized Percentages): CT and OS Participants

Data as of August 15, 2007

CT 08
Number of participants 68132 93676
Mean follow-up time (months) 115.2 109.4

Self-Reports

Elbow
Foot

Hand

Hip

Knee
Lower arm
Lower leg
Pelvis
Tailbone
Upper arm
Upper leg
Spine
Other
Total fracture

669  (0.10%)
2328 (0.36%)
556  (0.09%)
1108 (0.17%)
827  (0.13%)
3282 (0.50%)
2588  (0.40%)
569  (0.09%)
200 (0.03%)
1515 (0.23%)
389 (0.06%)
1654  (0.25%)
2740 (0.42%)
14243 (2.18%)

843 (0.10%)
2933 (0.34%)
607  (0.07%)
1580  (0.19%)
1083  (0.13%)
4107  (0.43%)
3208 (0.38%)
935 (0.11%)
281 (0.03%)
1870 (0.22%)
STl (0.07%)
2461  (0.29%)
2974 (0.35%)
18353 (2.15%)

Data as of: August 18, 2006

Events through Intervention Closeout

CT 0S
Number of participants 68132 6365
Mean follow-up time (months) 96.1 976

Locally verified
Ppts with other fractures’

Ankle

8335  (1.53%)
1352 (0.25%)

773 (1.49%)
128 (0.25%)

Carpal bone(s) in wrist 192 (0.04%) 13 (0.03%)
Clavicle or collar bone 147  (0.03%) 14 (0.03%)
Elbow, not otherwise specified 31 (0.01%:) 1 (<0.01%)
Humerus, shaft/unspecified 86 (0.02%) 7  (0.01%)
Humerus, upper end 842  (0.15%) 69  (0.13%)
Lower end of humerus 104 (0.02%) 10 (0.02%)
Metacarpal bone(s) 272 (0.05%) 27 (0.05%)
Patella 358  (0.07%) 29 (0.06%)
Pelvis 361 (0.07%) 51 (0.10%)
Radius or ulna 2227 (041%) 208  (0.40%)
Sacrum and coccyx 107 (0.02%) 12 (0.02%)
Scapula 37 (0.01%) 6  (0.01%)
1Shaft of femur 113 (0.02%) 9  (0.02%)
Tarsal/metatarsal bones 1291 (0.24%) 128 (0.25%)
Tibia and fibula 640  (0.12%) 32 (0.06%)
Tibial plateav 176 (0.03%) 10 (0.02%)
Upper radius/ulna 81 (0.07%) 34 (0.07%)
Vertchral 828  (0.15%) 121  (0.23%)
Unknown other fracturc 1 (<0.01%) 0 (0.00%)

! “Other fractures” excludes non-vertebral fractures indicated as pathological.
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Table 6.7

Cause of Death (Annualized Percentages): CT and OS Participants

Data as of: August 15, 2007

CT 08
Number Randomized 68132 93676
Mean Follow-up Time (months) 1152 109.4

Total death
Adjudicated death
Centrally adjudicated death

4778 (0.73%)
4348 (0.66%)
4308 (0.66%)

7657  (0.90%)
6994  (0.82%)
985  (0.12%)

Locally adjudicated death (final) 2 (<0.01%) 5889 (0.69%)
Temporary adjudicated death 0 (0.00%) 0  (0.00%)
Identified by NDI search 38 (0.01%) 120 (001%)
Cardiovascular
Atherosclerotic cardiac 732 (0.119%) 988 (0.12%)
CHD dcaths locally adjudicated before 10/99 0 (0.00%) 82  (0.01%)
Definite CHD deaths 342 (0.05%) 412 {0.05%)

Possible CHD deaths
Cerebrovascular
Pulmonary embolism
Other cardiovascular
Unknown cardiovascular

390 (0.06%)
328 (0.05%)
43 (0.01%)
211 (0.03%)
22 (<0.01%)

494  (0.06%)
523 (0.06%)

53 (0.01%)
425  (0.05%)
93 (0.01%)

Total cardiovascular deaths 1336 (0.20%) 2082 (0.24%)
Cancer
Breast cancer 129 (0.02%) 438 (0.05%)

Ovarian cancer
Endometrial cancer
Colorectal cancer
Other cancer
Unknown cancer site
Total cancer deaths

136 (0.02%)
31 (<0.01%)
182 (0.03%)
1371 (0.21%)
105 (0.02%)
1954 (0.30%)

219 (0.03%)
53 (0.01%)
258  (0.03%)
1882 (0.22%)
154 (0.02%)
3004  (0.35%)

Accident/injury

Homicide 7 (<0.01%) 10 (<0.01%)
Accident 130 (0.02%) 147  {0.02%)
Suicide 15 (<0.01%) 28 (<0.01%)
Other injury 7 (<0.01%) 23 («0.01%)
Total accidental deaths 156 (0.02%) 208 (0.02%)
Other

Other known cause
Unknown cause
Total deaths - other causes

760 (0.12%)
569 (0.09%)
1329 (0.20%)

1415 (0.17%)
948 (0.11%)
2363 (0.28%)
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Table 7.2
Source of Qutcomes Identified by Central Adjudications

Data as of: Avgust 15, 2007

Reason for central investigation
Self-report
Centrally Self-report same | Self-report related unrelated
confirmed outcome outcome’ outcome®
N N Do N %o N %o
Cardiovascular
Clinical MI 654 440 67% 181 28% 33 5%
CABG 328 308 94%, 15 5% 5 2%
"PTCA 883 838 94% 48 5% 2 <1%
Carotid artery disease 181 156 6% 3 2% 22 12%
Stroke 193 168 87% 0 0% 25 13%
PVD 176 127 72% 34 19% 15 9%
DVT 58 47 81% 2 3% 9 16%
Pulmonary embolism 41 31 76% 3 7% 7 17%
Cancers
Breast cancer 1027 1022 100% 3 <1% 2 <1%
Ovarian cancer 73 61 84% 3 4% 9 12%
Endometrial cancer 143 108 T16% 31 22% 4 3%
Cervical cancer 2 2 100% 0 0% 0 0%
Colorectal cancer 224 213 95% 4 2% 7 3%
Melanoma 156 153 98% 3 2% 0 0%
Lung cancer 213 197 92% 10 5% 6 3%
Liver cancer i3 11 85% 2 15% 0 0%
Lymphoma/Hodgkin’s 134 7 5% 121 50% 6 49,
Leukemia 70 59 - 84% 8 11% 3 4%
Other cancer 499 N/A N/A 483 7% 16 3%
Fractures
Hip fracture 512 456 89% 40 8% 16 3%

! All cardiovascular outcomes are considered related, all cancers are considered related and all fractures are considered related.
? Includes self-report of hospitalizations.
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Table 11.4
Recruitment to Ancillary Studies Requiring Separate Consents by Field Centers

Data as of August 15, 2007
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Table 11.4 {(continued)
Recruitment to Ancillary Studies Requiring Separate Consents by Field Centers

Data as of August 15, 2007

Apmg Juowssassy AIeIaN]

W25 (W30 | Totai

suoly-d Ut Apmg uonesyIofe)
K121y Ateuocion THM

233

uoIsuaYXg SITHM

219

400 |2879 | 1141 [ 134 (33710

Apms [BUE JO pud THM
o1} UT YI[ERY °AH pue 191

-

218

(SYVdN)
Aptg 1UawIssassy ANATLOY

[eo1sAyd pue wonLanN IHM

210

216

WO M JAPIO
Fuowry Suruealog Iooue)

noqy Furew-uoIsIoa(]

1299 |

197

224

THM 9y} ul sm[[oul
soreqelp pouodal-jes Jo ANpieAl

178

Iyoue)) Jsealy SAISEAU]
pue Ausua(] owgdeiSowurea]

793

153

47 |

o[osnN [EI9[9YS pue Anourosn)
drgf ut sefuey)) jeuUIpnIIguo}

130

aseas1(] 15801g U JO SULIO]]
QATIBIAJYOId JO YSTY PUE ‘LMH
‘voneuswerddng (] UFWIRIIA
Jauniofe)) ‘uononpay e jo
P11, POYIONUOD) PoZIUIOpUEY

3901

117

TIUIC AN
estedoususod ul SwWoIpuks
247 A1(J 10] 510108 JSTY

217 |

Total

R:AReports\Annuah\OSMB\Progress\2007\Table 11.4.doc




WHI, Progress Report

Page 11-39

Table 11.5

Participant Enrollment in WHI Ancillary Studies
Requiring Scparate Consents

Data as of August 15, 2007

CT+0S
Ppts %
CT+0S 161808
Not Enrolled in Ancillary Studies 137849 85.19
Enrolled in Ancillary Studies 23959 14.81
Number of Studies Ppts % | Enrollments
1 17273 10.67 17273
2 4429 2.74 8858
3 1652 1.02 4956
4 536 0.33 2144
5 67 0.04 335
6 2 0.00 12
Total 23959 14.81 33578
Extension
Ppts %
Consented to Extension 115403
Not Enrolled in Ancillary Studies 95624 82.86
Enrolled in Ancillary Studies 19779 17.14
Number of Studies Ppts % | Enrolhments
1 13798 11.96 13798
2 3838 333 7676
3 1546 1.34 4638
4 529 0.46 2116
5 66 0.06 330
6 2 0.00 12
Total 17.14 28570

19779
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Table 11.6
Ancillary Study and BAA PI List
Investigator P1 for Ancillary Sponsoring WHI PI for Supporting CCC PI for
Last Name First Name Study # Ancillary Study # Ancillary Study #
Agarwal Mamta 201
Allen Catherine 101 101
Anderson Garnet 97 97, 150 97, 121, 129, 140, 150, BASG,
BAl1

Applegate Bill 71
Ascherio Albert 227
Assaf Annlouise 123
Barnhart Janice 127
Bassford Tamsen 113, 153, 175, 184, 191, 199,

210
Baum Marianna 58
Beresford Shirley 162 162, 225
Bird Cioc 220
Black Henry 148
Boe Kathryn 32
Bonds Denise 201
Bowen Deborah 5,18 39
Bray Paul 137
Brewer Amy 71
Burke Greg 1,56,139,172
Burrows Beth 50
Caan Betic 243
Carlson Chris 229
Cauley Jane 212,161, 181, BAS
Cerhan James 26
Chae Claudia 173
Chen Chu 169 164
Chen Jiu-Chiuan 252
Chen Zhao 72, 82, 153, 184,

191, 226
Chiu Brian 186
Chlebowski Rowan 76, 99 20,21, 76, 99, 108
Cho Eunyong 239
Cochrane Barbara 110, 133, 134, 146, 149, 167,
182,192, 196, 214, 223

Cohen Ellen 125
Colditz Graham 207
Costenbader Karen 246
Cottrell Daryl a6
Coy Christine 118
Criqui Michael 03
Crouse John 1
Cummings Steve 90, 167, BA7 90, 167
Curb David 25,095,122
David Sean 123
DeRoos Anneclatre 193,222
Detrano Robert 20,21
Dorgan Joanne 237
Dorn Joan 141
Driscoll Ira 250
Punn Julie 84
Eng Charis 147
Foreyt John 64 41, 51, 64, 66
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Table 11.6 (continued)
Ancillary Study and BAA PI List

Investigator PI for Ancillary Sponsoring WHI PI for Supporting CCC PI for
Last Name First Name Study # Ancillary Study # Ancillary Study #
Fouad Mona 54,78, 102
Freeman Ruth 81
Freiberg Matthew 249
Fuchs Charles 146, 214
Furniss Kathleen 198
Garland Cedric 116, 154
Gaziano Michael 29
Glanz Karen 122
Going Scout 14
Goodman William 43
Green Pamela 5
Greenland Phil 6, 16, 19, 44, 59
Grimm Richard 22, 50, 88, 205
Grizzle Jim 18
Haan Mary 62,112,114 112
Haines Pam 63
Hakim Iman 113
Han Hhali . 242
Handa Victoria 136
Harris Randall 23 |
Harris William 200 |
Hartmann Katherine 163
Hariz Arthur 35
Hays Jennifer 100, 163 100, 137, 163
He Ka 187
Heiss Gerardo 36, 63, 70, 140, 165, 178, 204,
226, 236, 251, 252

Hendrix Susan 213 34, 87,213
Herbert James 45 45
Herrington David 172
Ho Gloria 152, 168, 174, 208,

BA10
Howard Barbara 92,115 92, 115, 151, 217
Hsia Judith 42, 68, 190, 240 68, 190, 240
Hu Jennifer 106, 149
Hubble Allan 118
Hughes Susan 6
Hulka Barbara 27,36 .
Hunt Julie 220, 226, 249
Jackson Rebecca 94, BA3 23,94, 117, 147, 200, 223, BA3
Jeffcoat Marjorie 9
Johnson Karen 180
Judd . Howard 43 |
Kabat Geofirey 30,53
Kaplan Robert 142, 143, 159, 164,

169
Kaufman Joel 150
Kerner David 77 |
Kerwin Diana 235
Klein Liviu 196
Kleinstein Robert 31
Kooperberg Charles 90, 126, 169, BA10, BA12
Kotchen Jane 35, 235
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Table 11.6 (continued)
Ancillary Study and BAA PI List

Investigator PI for Ancillary Sponsoring WHI PI for Supporting CCC PI for
Last Name First Name Study # Ancillary Study # Ancillary Study #
Kripke Daniel 11
Kuller Lew 7,157, BA12 2,3,7,10, 13,120, 121, 134,
145, 157, 161, 181, 188, 189,
194,212, 249
LaCroix Andrea 179 179, 193, 222, 229, 253 83, 137, 153, 165, 179,181,
191, 199, 211, 212, 229,
BA3,BA7, BAS
Lamon-Fava Stafania 248
Lampe Johanna 215
Lane Dorothy 216
Langer Raobert 8,119 8,11,24,32,47,73,77,93,
116, 119, 124, 154
Lasser Norm 12,17, 198, 237
LeBlanc Adrian 51
LeBoff Meryl 211
Lee I-Minn BAll
Lester Gayle 91
Lewis Beth 9. R1
Li Rongling 180, BAS
Lichtenstein Alice 231, BAS
Lin Henry 108
Lin Jennifer 245
Liu James 144
Liu Simin 132,238, 254
Lund Bermnedine 195, 206, 224
Mackay Meggan 166
Mackey Rachel 189 -
Manson JoAnn 37, W25 29, 37, 38, 83, 89, 110, 131,
132, 133, 146, 173, 192, 207,
211,214,227, 242, 245, 246,
BAI11
Manson JoAnn £9 239
Mares Julie 219
Mares-Perlman | Julic 105, 232
Margolis Karen 170, 197 170, 197, 203, 220
Masaki Kamal 25
Mayo Charlotte 33
McDermott Mary 16
McTiernan Anne 52 52 36, 178
Meilahn Elaine 10
Melnikow Joy 104
Messina Catherine 216
Michael Yvonne 171
Miller Vallery 42
Modugno Francesmary | 121, 134, I88
Moon Tom 14
Morrisett Joel 41, 66
Mouton Charles 12,17, 156
Namie Joylin 124
Nathan Lauren 238, 254
Neison Dorothy 34
Neuhouser Marian 234 218 130, 162, 188, 207, 236,
BAS
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Table 11.6 (continued)
Ancillary Study and BAA PT List

Investigator PI for Ancillary Sponsoring WHI P1 for Supporting CCC PI for
Last Name First Name Study # Ancillary Study # Ancillary Study #

Nicholas L. 175

Nichols Kelley 117

Nordahl Thotnas 83

Nygaard Ingrid 135

- OSullivan Mary Jo 67, 107

Ober Beth 61

Oberman Albert 46 4, 31, 33, 46, 54, 60, 78, 102

Ockenc Judith 15

Orencia Anthony 19

Parra-Medina Deborah

Paskett Electra 139, 200, 223 106, 149

Patterson Ruth 177 65, 108, 128

Peters Ulrike 206, 224

Pisano Etta 178

Pleuss Joan 56

Polk M.J 86

Preisler Harvey 148

Prentice Ross 205, 218, BA2, BA4 | 195, 206, 215, 224, 234 84, BAl, BA2, BA4, BAS

Psaty Bruce 80 80

Rahmani Yasmin 49, 176 49

Rajpathak Swapnil 230

Rahmani Yasmin 49, 176 49

Rajpathak Swapnil 230, 255

Rexrode Kathryn 110

Ridker Paul 38, 83

Ritenbaugh Cheryl 57,73, 185 57,72,82,160, 171, 185

Robbins John 61, 62, 104, 114, 136, BAI

Robinson Jennifer 22

Rodriguez Beatriz 05

Rohan Tom 65, 130, 155, 202, 65
221

Rosal Milagros 75

Ruff Coralese 151

Sarto Gloria 105, 219, 232

Saunders- Rachel 247

Puliman

Schaeffer Anthony 44

. Schenken Robert 86, 156

Schilecht Nicolas 182

Schneider Diane 24

Seldin Michael BAIl

Sesso Howard 133

Shadick Nancy 131

Sheps David 70 27

Shikany James R1,4,60

Shumaker Sally 39, 103, 138, 183, 39, 103, 138, 183, 233,250
233, 244

Siega-Riz Anna Maria | 236

Simon Michael 87
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Table 11.6 (continued)
Ancillary Study and BAA PI List
Investigator PI for Ancillary Sponsering WHI P1I for Supporting CCC PI for
Last Name First Name Study # Ancillary Study # Ancillary Study #
Smoller Sylvia 28, 40, 48, 126, 28, 30, 40, 48, 53,69, 79, 81,
125, 126, 127, 128, 129, 130,
142, 143, 152, 155, 158, 159,
164, 166, 168, 169, 174, 176,
182, 202, 208, 221, 230, 247,
248, 255, BAIO
Sternfeld Barbara 243
Stolzenberg Rachael 253
Strickler Howard 129
Subar Amy 177
Sullivan Jeffrey 225
Talavera Gregory 35 55
Tamboli Cyrus 24]
Thomson Cynthia 210
Tinker Lesley 88 105, 115, 132, 152, 180, 187,
189, 208, 209, 218, 219, 232,
237,238, R1
Trapido Edward 58
Trevisan Maurizio 15,75,98, 141
Ulrich Cornelia 185
Valanis Barbara 160
Van Horn Linda 84, 186, 187, 196, 228, 231
Vitolins Mara 244
Vogt Molly 13,120
Vupputuri Suma 204
Wactawski- Jean 15,98
Wende
Wallace Robert 26, 135, 209, 241
Wallitt Brian 217
Wang CY. 9
Weber Tom 128
Weissfeld Joel 2,3
Whitcomb David 145
Whitsel Eric 140, 251
Wodarski Lois 74
Wylie-Rosett Judith 69,79, 158
Xu Jianfeng BAG6
Yan Lijing 228
Ye Weimin 203
Zakarija Margita 59, 67, 107
Zhang Shumin 192
Zmuda Joseph 194
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Attachment A

Women’s Health Initiative Memory Study (WHIMS).
| Suite of Studies

Progress Report

Wake Forest University Health Sciences
Division of Public Health Sciences
Department of Social Sciences and Health Policy
Winston-Salem, North Carolina 27157

The data contained in this report are preliminary and may contain
unvalidated findings. These data are not intended for public use. Public use
of these data could create erroneous conclusions which, if acted upon, could
' threaten public health or safety.
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Women's Health Initiative Memory Study (WHIMS) Extension
Study Activities:

The Women'’s Health Initiative Memory Study (WHIMS) Extension clinical centers have
continued to enroll participants and collect data since the last report dated 9/9/2005.
Clinical Center staff have conducted numerous home/off-site visits traveling over 18,000
miles this past year.

WHIMS Extension Enrollment Data: Currently, there are 4,174 participants enrolled in the

WHIMS Extension. Enrollment rates for the WHIMS Extension average 80 percent for eligible
WHI Extension participants across all sites. The WHIMS Enrollment Report which shows the
cutnulative number of participants recruited at each clinical center is attached. (Attachment A)

Supplemental Case Ascertainment (SCA) Protocol: In February 2006, WHIMS Site Monitors
began conducting informant interviews. To date, 336 informant contacts have been made which
have resulted in 167 completed interviews. The SCAP status report is attached {(Attachment B).

Website: The WHIMS Extension website provides capabilities for study and participant
management and participant form data entry via the internet. Extensive personnel effort has
been put forth in establishing the following: Participant eligibility lists, Supplemental Case
Ascertainment (SCA), Form 39 and Status Change data entry screcns, Phase 1 —4 and
Adjudication tracking, Participant Follow-up status along with a Query Edit report. In addition,
programrhing efforts have provided support to clinical center personnel regarding website access
and operation.

Participating Clinical Centers/Field Centers: There are 37 WHI Extension clinical centers
participating in the WHIMS Extension. They are as follows:

Atlanta Vanguard Clinical Center

Birmingham Vanguard Clinical Center Clinic ID# 12
Boston Vanguard Clinical Center Clinic ID# 14
Buffalo Vanguard Clinical Center Clinic ID# 15
Chapel Hill Clinical Center Clinic ID# 58
Chicago Vanguard Clinical Center Clinic ID# 16
Evanston Hospital (Satellite) Clinic ID# 20
Chicago-Rush Clinical Center Clinic ID # 59 & 60
Cincinnati Clinical Center Clinic ID# 61
Columbus Clinical Center Clinic ID# 50
Davis Vanguard Clinical Center Clinic ID# 30
Detroit Clinical Center Clinic ID# 62
Gainesville Clinical Center Clinic ID# 46
George Washington University Chinic ID# 44
Honolulu Clinical Center Clinic ID# 45
Houston Clinical Center Clinic ID# 47
Iowa City Clinical Center Climic ID# 21
Des Moines Clinical Center (Satellite) Clinic ID# 73

Clinic ID# 19




Irvine Clinical Center

Los Angeles Clinical Center
Madison Clinical Center

MedStar Clinical Center

Memphis Vanguard Clinical Center
Milwaukee Clinical Center
Minneapolis Clinical Center
Nevada Clinical Center

New Brunswick Clinical Center
New York City Clinical Center
Oakland Clinical Center

Pawtucket Vanguard Clinical Center
Pittsburgh Vanguard Clinical Center
Portland Clinical Center

San Antonio Clinical Center
Stanford Clinical Center

Stony Brook Clinical Center
Torrance Clinical Center

Tucson Vanguard Clinical Center
Winston-Salem Clinical Center
Worcester Clinical Center

Clinic ID# 63
Clinic ID# 68
Clinic ID# 56
Clinic TD# 51
Clinic ID# 24
Clinic ID# 43
Clinic ID# 25
Clinic ID# 65
Clinic 1D# 72
Clinic ID# 49
Clinic ID# 53
Clinic ID# 23
Clinic ID# 28
Clinic ID# 66
Clinic ID# 67
Clinic TD# 42
Clinic ID# 57
Clinic ID# 55
Clinic ID# 29
Clinic ID# 71
Clinic ID# 48

Findings to Date: Phase 1 (Form 39) data collection ended on September 30, 2007; however
clinical centers are continuing to enter data via the websile through October 31, 2007. Findings
will not be known until after this time.

Publications and Ancillary Studies Committee (PASC): The WHIMS PASC held national

conference calls to discuss current manuscript proposals, manuscripts under development and

manuscripts that have been published. The committee reviewed abstracts, draft proposals and
draft manuscripts. The PASC committee member roster is attached (Attachment C).



Attac_,}}mpn; A o
N WHIMS Extension Enrollment

- Number enrolled by clinic
Generated at 12 09 ET on 220CTQ7

e e [T

mnm

8 ;

: |

N I L E e P
11=Davenport 38 | 1 100% [28 | 737% |24 |es7%|a | 14.3%
i2-Birmingham | 151 | 135 | 96.0% | 114 | 78.6% | 96 | 84.2% |18 | 15.8%
13=Greensboro 31 3t |100% |26 |ede% |21 |80s% |5 | 19.2%
14=Boston [ 191 /180 | 94.2% | 155 | 86.1% 101 | 65.2% | 54 | 34.8%
15=Buffalo - | 148 | 148 | 100% | 133 |89.9% [ 117 | 8s.0% | 17 | 12.8%
16=Chicago 9 de Jwon |7 |7ren|s |714% )2 | 286%
19=Atlanta o4 93 |oso% |76 |817% |70 [e21% e | 7.89%
20=Chicago-Evanston | 19 18 | 947% |17 | 9a4% |13 | 765% |4 | 235%
21=lowa City a8 a5 | o38% |35 | 77.8% |21 | 60.0% | 14 | 40.0%
23=Pawtucket 182|182 | 100% | 158 | 86.8% | 109 | 69.0% | 49 | 31.0%
24=Memphis 0 90 | 100% |61 |67.8% |45 |738% |16 | 26.2%
25=Minneapolis 197 197 | 100% | 161 | 81.7% | 126 | 78.3% |35 | 21.7%
26=Newark | 103 100 [ 97.1% |82 | 820% |74 [902% |8 | 976%
27=Phoenix 89 88 | 98.9% |59 [ 67.0% |49 [l 831% |10 | 16.9%
28-Pittsburgh (138 | 139 | 100% | 125 | 89.9% | 108 | 86.4% | 17 | 13.6%
29=Tucson 136 127 | 93a% |86 |e77% |57 |e63% |29 | 337%
30=Davis 199 194 | 97.5% | 164 | 84.5% | 120 | 73.2% | 44 | 26.8%
42=Stanford 240 239 | 99.6% | 214 | 89.5% | 193 | 902% [ 21 | 9.81%
43=Mitwaukee 232 232 | 100% | 193 | 83.2% | 148 | 76.7% | 45 | 23.3%




—Mm

Contacted~r Denied
Consent

Clinic Number
eligible
for
_ i Extension”
&4=George Wash. 165 149 [ 90.3% || 126 { 84.6% || 116 | 92.1% | 10 7.94%
45=Honolulu 86 71 82.6% | 62 87.3% | 58 93.5% | 4 6.45%
46=Gainesville 134 133 { 99.3% | 128 [ 96.2% jt 101 78.9% | 27 21.1%
47=Houston 109 109 || 100% | 67 61.5% | 59 88.1% I 8 11.9%
48=Worcester 263 261 99.2% || 247 || 94.6% || 197 | 79.8% || 50 20.2%
_49=New York 244 239 || 98.0% | 200 | 83.7% | 164 | 82.0% | 36 18.0%
50=Columbus 264 264 | 100% |[j 213 || 80.7% || 139 [ 65.3% || 74 34.7%
51=Medlantic 149 140 || 94.0% | 126 | 90.0% || 114 || 90.5% | 12 9.52%
53=0akland 172 172 | 100% | 142 | 82.6% | 116 | 81.7% | 26 18.3%
54=Jacksonville 81 79 97.5% || 70 88.6% || 62 88.6% | 8 11.4%
55=Torrance 56 51 91.1% || 40 78.4% {| 24 60.0% || 16 40.0%
56=Madison 143 141 98.6% [ 125 | 88.7% § 98 78.4% | 27 21.6%
57=Stony Brook 231 231 100% [ 198 | 85.7% | 153 | 77.3% | 45 22.7%
58=Chapel Hill 223 216 [ 98.9% || 177 || 81.9% { 147 [ 83.1% § 30 16.9%
59/60=Chicago-Rush 132 76 57.6% || 76 100% | 71 934% | 5 6.58%
61=Cincinnati 148 148 | 100% | 128 || 86.5% || 118 [ 92.2% || 10 7.81%
62=Detroit 111 107 | 96.4% || 75 70.1% | 63 84.0% | 12 16.0%
63=Irvine 176 152 | 86.4% | 129 | 84.9% | 87 67.4% || 42 32.6%
65=Nevada 185 113 [ 61.1% || 113 || 100% | 112 || 99.1% || 1 0.88%
66=Portland 179 1m 95.5% | 150 | 87.7% (| 130 [ 86.7% | 20 13.3%
67=San Antonio 98 50 51.0% | 38 76.0% # 38 100% | 0O 0.00%
68=Los Angeles 209 209 || 100% 4 150 | 7t.8% | 102 | 68.0% | 48 32.0%
69=Fali River 123 122 | 99.2% || 114 | 93.4% || 96 84.2% || 18 15.8%
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Attachment C

WHIMS SUITE OF STUDIES
PUBLICATIONS AND ANCILLARY
STUDIES COMMITTEE
November, 2006

Nick Bryan, MD, PhD Professor (UPcnn)
Department of Radiology

University of Pennsylvania

3400 Spruce Street

Philadelphia, PA 19104

Phone: 215-662-3030

FAX: 215-662-7011

Email: nick.brvan@uphs.upenn.eduy

Mark Espeland, PhD (Chair) Co-PI (WHIMS)
Department of Public Health Sciences

Wake Forest University Health Sciences
Medical Center Blvd.

Winston-Salem, NC 27157

Phone: 336-716-2826

FAX: 336-716-5425

Email: mespelan@wfubme.edu

Ruth Freeman, MD Co-I-WHI (NYC)
1695 Eastchester Road

Suite 301

Bronx, NY 10461

Phonc: 718-405-8152

FAX: 718-405-8154

Email: rfeeman @ montefiore.org

Diana Kerwin
Email: dkerwin@ mail.mcw.cdu

Dorothy Lane, MDD, MPH PI-WHI (Stony Brook)
Department of Preventive Medicine

School of Medicine

SUNY at Stony Brook, NY 11794-8437

Phone: 631-444-2094

FAX: 631-444-2202

Email: Dorothy. Lane @stonvbrook.edu

Pamela Nance Project Manager, (WHIMS)
Piedmont Plaza II Building

2000 West 1% Street

2™ Floor

Winston-Salem, NC 27104

Phone: 336-713-5281

FAX: 336-713-5285

Email: pnance @wlubme.edu

Linda Pottern, Ph.D. Project Officer (N1H)
NIH/NHLBI/WHI Project Office

6701 Rockledge Drive

Room 8166, MSC 7934

Bcethesda, MD 20892-7935 (20817 for FedEx)
Phone: 301- 435-6670

FAX: 301-480-5158

Email: potternl@nhlbi.nih.gov

Steve Rapp, PhD Co-PI (WHIMS)
Department of Psychiatry

Wake Forest University Health Sciences
Medical Center Blvd.

Winston-Salem, NC 27157

Phone: 336-716-6995

FAX: 336-716-6830

Email: srapp@ wiubme.edu

Susan Resnick, PhD Senior Investigator (NIH)
LPC/NIA/NIH, Box 3

5600 Nathan Shock Drive

Baltimore, MD 21224-6825

Phone: 410-558-8618

FAX: 410-558-8674

Email: resnicks @ gre.nia.nih.gov

Sylvia Smoller, PhD PI-WHI (NYC)
Albert Einstein College of Medicine

1300 Morris Park Ave., Rm 1312A Belfer
Bronx, NY 10461

Phone: 718-430-2358

FAX: 718-430-3076

Email: smoller@aecom.yu.edu

Marcia Stefanick, PhD P1-WHI (Stanford)
Stanford Center for Research in Disease
Prevention

The Leland Stanford Junior University

730 Welch Road, Suite B

Pala Alto, CA 94304-1583

Phonc: 650-725-5041

FAX: 650-723-7018

Email: stefanick @stanford.cdu

Robert Wallace, MD PI-WHI (Iowa City)
University of lowa, College of Public Health
Department of Epidemiology

2850 Steindler Building

Towa City, TA 52242

Phone: 319-335-9627

FAX: 319-335-6635

Email: Rwallace @mail.public-health.uiows edu




WHIMS Cerebral Magnetic Resonance Imaging (WHIMS-MRI) Sub-
Study

Study activities:

The following key tasks have been completed during the no-cost extension: central reading, data
analysis, data archiving, and development of manuscripts. A plan for dissemination of study
data has been developed. A meeting was held at WFUHS for the purpose of discussing data
analyses, development of study manuscripts and dissemination of study data. The WHIMS-MRI
Working Group serves as an advisory group for the study. Regular conference calls were held
with the Working Group to discuss data, dissemination and publications.

WHIMS-MRI Data, Dissemination and Publications Meeting

The WHIMS-MRI Data, Dissemination and Publications Meeting was held Tuesday, February
27, 2007 at Wake Forest University Health Sciences, Winston-Salem, NC. This meeting
convened scicntists across multiple clinical centers for discussion of newly emerging MRI
research data and collaboration on dissemination of the study results to the scientific literature,
study participants and the public at large.

The overall goals of the meeting were to:
e disclose and discuss preliminary WHIMS-MRI study results;

e plan and facilitate WHIMS-MRI publications and allow break-out sessions for writing
groups;

¢ plan dissemination of WHIMS-MRI findings;
¢ discuss opportunities for future research and funding; and

o facilitate the networking of investigators from WHIMS-MRI clinical centers who are
conducting research in cognition and MRI

Conference materials were placed on the WHIMS-MRI website at the following address:
https://www.phsapps. wiubme.cdw/whims/index.cfin

Committee and Administrative Activity:

WHIMS-MRI Working Group/Data Analysis Sub-committee: Conference calls were held
on November 20 and December 18, 2006, and January 22, 2007. Primary issues discussed
included the following: data analysis; timeline and venues for presenting data; publications;
MRI data flow and archiving of images at WFUHS.

Coordinating Center Archiving of Images: Image data for 1411 completed scans have been
‘received at Wake Forest University from the University of Pennsylvania. The image data are
transmitted to WFU for central archival.



Data/Analysis: Data from the central reading of 1411 scans have been received at Wake Forest
University. Data analyses to support study publications is underway

Number of Participants Enrolled:

WHIMS-MRI Enrollment Report (Attachment A): Clinical centers contacted 2344 of 2859
(82%) potential enrollees. 1528 women across the clinical sites consented to enroll in the
WHIMS-MRI study. Of the 2344 women contacted, only 3.4% were ineligible due to absolute
contraindications and 31% refused.

Number of Completed Scans (Attachment B): A total of 1426 subjects were recruited for MRL
1425 participants completed the MRI scan. One participant was unable to complete the scan;

however, some of the data from this scan were usable.

Clinical Centers/Field Centers participating:

Chapel Hill Clinical Center Clinic ID# 58
Columbus Clinical Center Clinic ID# 50
Davis Vanguard Clinical Center Clinic ID# 30
Gainesville/Jacksonville Clinical Centers Clinic ID# 46/54
Des Moines Clinical Center (Satellite) Clinic ID# 73
Los Angeles Clinical Center Clinic ID# 68
Milwaukee Clinical Center Clinic ID# 43
Minneapolis Clinical Center Clinic ID# 25
Nevada Clinical Center Clinic ID# 65
New York City Clinical Center Clinic ID# 49
Pittsburgh Vanguard Clinical Center Clinic ID# 28
Stanford Clinical Center Clinic ID# 42
Worcester Clinical Center Clinic ID# 48

Summary of Findings to date: Data analyses and study manuscripts are currently underway.
Manuscripts for the primary and key secondary outcomes have been approved by the WHIMS PASC
and the WHI P & P/PO.

Publications:

Development of Manuscripts: This was a primary objective during the no-cost extension. The
WHIMS-MRI Data, Dissemination and Publications Meeting was held Tuesday, February 27,
2007 at Wake Forest University Health Sciences, Winston-Salem, NC. This meeting convened
scientists across participating clinical centers for discussion of newly emerging MRI research
data and collaboration on dissemination of the study results to the scientific literature, study
participants and the public at large. This meeting was instrumental in progress towards
development of manuscripts. Writing group members were convened to view and discuss the
data.
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Attachment B

WHIMS MRI
All Clinics
Number of completed MRIs =1425 ( 98% of Goo! of1450)

Generaoted at 09:51 ET on 27JUND7

NMumber of MRIs
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Women's Health Initiative Study of Cognitive Aging (WHISCA)
Extension

Study Activities:

As an ancillary study to the Women'’s Health Initiative Memory Study (WHIMS) Extension,
WHISCA and now the WHISCA Extension conducted annual neuropsychological testing of
participants enrolled at the 14 clinical sites through September 30, 2007. Annual assessments
three, four, and five (Year 4, Year 5, and Year 6 including baseline) were completed; annual
assessment six and seven (Year 7 and Year 8 including baseline) were ongoing at all sites;
annual assessment eight (Year 9 including baseline) were begun at most sites. With the three
additional years of testing provided by the current Extension, the WHISCA Extension 1s funded
through June, 2008; data collection will end in September 30, 2007. All women continue to be
followed off study medication due to early closure of the WHI E+P and WHI E-Alone HT trials.
There have been 103 technicians certified through the life of the study with 23 technicians
currently active. The smaller number reflects the reduction in clinic staff for the Extension. All
fourteen clinical sites have at least one certified technician. All of the original WHISCA clinics
are participating in the Extension with one exception; the University of Florida combined the
clinical sites at Gainesville and Jacksonville into one clinical site at Gainesville. Technicians
from the Gainesville clinic are conducting all of the test administrations. IRB approval for the
Extension has been received from all 14 clinical sites.

Number of Participants Enrolled: Enrollment for the original contract period was completed
June 30, 2001. The total enrollment for WHISCA has been revised to n=2304 (from n=2302)
women. During data cleaning, two additional participants were added to the total enrollment
making final enroliment 2304. The enrollment data for one participant was inadvertently omitted
from the data entry process and was discovered when the technician attempted to enroll the
participant for the Extension. The other participant had all data collected; however the data was
not recorded by the clinical site. All follow-up data are now complete in the data base.
Enrollment for the Extension is now at 1230 or 88% of projected enrollment. To date 1879
participants are reported to be at full follow-up status, leaving 273 participants who are alive but
are not making clinic visits. There have been 152 participant deaths since the beginning of the
study.

Clinical Sites Participating: There are 14 clinical centers:

Chapel Hilt Clinical Center Clinic ID# 58
Chicago-Rush Clinical Center Clinic ID # 59 & 60
Columbus Clinical Center Clinic ID# 50
Davis Vanguard Clinical Center Clinic ID# 30

Des Moines Clinical Center (Satellite) Clinic ID# 73
Gainesville/Jacksonville Clinical Centers Clinic ID# 46/54
Los Angeles Clinical Center Clinic ID# 68
Milwaukee Clinical Center Clinic ID# 43
Minneapoiis Clinical Center Clinic ID# 25
Nevada Clinical Center Clinic ID# 65



New York City Clinical Center Clinic 1D# 49

Pittsburgh Vanguard Clinical Center Clinic [D# 28
Stanford Clinical Center Chimic ID# 42
Worcester Clinical Center Clinic ID# 48

Findings to date: With the WHI Estrogen plus Progestin and the WHI Estrogen Alone trials
terminated early (July 9, 2002 and February 29, 2004 respectively) by the WHI DSMB, both the
original WHISCA and the WHISCA Extension have continued to conduct annual
neuropsychological testing of participants off study medication. Findings will not be known until
after the September 30, 2007 study stop date.

Publications: The WHISCA Publications and Presentations (P & P) Committee was established
with two representatives each from the WHISCA-CCC, WHISCA Principal Investigators, and
the NIA. This

committee was combined with the WHIMS Suite of Studies PASC which is composed of
Investigators from the WHIMS, WHIMS-MRI, and WHISCA studies. This revision reflects the
renewed effort to encourage the development of manuscripts from a wider group.

The quarterly newsletter is now distributed online to all WHISCA PlIs and technicians, the NIA,
and the WHISCA-CCC.




WHIMS Suite of Studies

Publications and Ancillary Studies Committee

Progress Report

September, 2007
WHIMS Paper #2a A Prospective Study of the Relationship to Hypertension,
WHI Paper #173 Antihypertensive Treatment & Baseline Blood Pressure on
- Cognitive Decline and Dementia in Postmenopausal Women:
Results from the WHIMS
Writing Group Members: Chair: Karen Johnson (Memphis)
CCC facilitator: Mark Espeland (CCC)
Primary data analyst: Mark Espeland (CCC)
Other members: Chris Colenda (Former EAB)
Howard Fillit (Former EAB)
JoAnn Manson {Boston)
Karen Margolis (Minneapolis)
Kamal Masaki {(Honolulu)
Charles Mouton (San Antonio)
Ron Prineas (WHI-CFC)
Jennifer Robinson (Iowa)
Sylvia Smoller (NYO)
Status: *As of 9/07 resubmitted draft manuscript approved for
publication by the WHIMS PASC and the WHI P&P/PO.
WHIMS Paper #8 Type 2 Diabetes and Change in Cognitive
WHI Paper #157 Functioning in WHIMS: The Effects of Diabetic Risk
Factors and Treatment for Diabetes and Hypertension
Writing Group Members: Chair: Laura Coker (CCC)
CCC facilitator: Patricia Hogan (CCC)
Primary data analyst: Patricia Hogan (CCC)
Other members: Kathleen Hall (Minneapolis}
David Mount (CCO)
Judith Ockene (Worcester)
Robert Wallace (Iowa)
Status: *As of 9/07 the chair plans to revise this proposal using

longitudinal data. Once revised, the proposal will be re-
opened for study-wide writing group nominations. The
Chair will develop a similar proposal using WHISCA
longitudinal data.
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WHIMS Paper #11

Quality Assurance and Training in a Low Event

WHI Paper #595 Long-Term Clinical Trial (WHIMS)
Writing Group Members: Chair: Maggie Dailey (CCC)
CCC facilitator: Debbie Felton (CCO)
Other members: Laura Coker (CCQO)
Kristin Kidd (CCC)
Pam Nance (CCC)
Cheryl Summerville (CCC})
Status: *As of 9/07 manuscript proposal submitted and
approved by the WHIMS PASC and the WHI P&P/PO.
The group has met and begun drafting a manuscript.
WHIMS Paper #38 Prior Use of HT and Incident Alzheimer’s Disease in
WHI Paper #275 The WHIMS
Writing Group Members: Chair: Victor Henderson (EAB)
CCC facilitator: Patricia Hogan (CCC)
Primary data analyst: Patricia Hogan (CCC)
Other members: David Curb {(Honolulu)
Mark Espeland (CCC)
Ruth Freeman (NYQ)
Karen Johnson (Memphis)
Steve Rapp (CCC)
Sylvia Smoller (NYC)
Marcia Stefanick (Stanford)
Jean W-Wende (Buffalo)
Status: *As of 9/07 the manuscript is under revision.
WHIMS Paper #39 Social Support and Cognitive Functioning
WHI Paper #276 in Post-Menopausal Women

Writing Group Members:

Status:

Chair:

CCC facilitator:
Primary data analyst:
Other members:

Catherine Messina (S-Brook)

Mark Espeland
Sarah Jaramillo
Laura Coker
Dorothy Lane
Kamal Masaki
Lawrence Phillips
Lynda Powell
Milagros Rosal
Sally Shumaker

(CCQO)
(CCO)
(CCO)
(5-Brook)
{(Honolulu)
(Atlanta)
(Ch-Rush)
{Worcester)
(CCC)

*As of 9/07 manuscript proposal and analysis

underway.
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WHIMS Paper #40

Hormone Therapy has no Detrimental Effects on

WHI Paper #283 the Rate of Cognitive Change in Postmenopausal
Women: The WHIMS
Writing Group Members: Chair:; Donald Royall {San Antonio)
CCC facilitator: Mark Espeland (CCO)
Primary data analyst: Mark Espeland (CCO)
Other members: Chris Colenda {Former EAB)
Jennifer Hays (Houston)
Judith Ockene {Worcester)
Ray Palmer (San Antonio)
Status: *As of 3/07 nothing new to report. As of 11/06 the draft
manuscript had been revised and re-circulated to the writing
group members for review and comment. Once revised, the draft
manuscript will be reviewed by the WHIMS PASC and the WHI
P&P/PO.
WHIMS Paper #46 Body Mass Index, Waist-Hip Ratio, and
WHI Paper #360 Cognitive Decline in Postmenopausal Women: |
Results from the WHIMS ‘
Writing Group Members: Chair: Diana Kerwin (Milwaukee)
CCC facilitator: Sarah Jaramillo (CCC)
Primary data analyst: Sarah Jaramillo (CCC)
Other members: Rowan Chlebowski  (Torrance)
Laura Coker (CCO)
Raymond Hoffmann (Milwaukee)
Mark Espeland (CCC)
Jane Kotchen (Milwaukee)
Lew Kuller (Pittsburgh)
Barb Nicklas (WFUSM)
Monique Rainford  (MedStar)
Mara Vitolins (W-5)
Status: *As of 9/07 a revised draft manuscript was reviewed and

approved by PASC, upcoming planned submission to the WHI
P&P/PO. Journal submission to follow WHI P&P/PO
approval.



WHIMS Paper #47

Predictors of Incident Dementia in

WHI Paper #546 Postmenopausal Women Enrolled in a Trial of HT:
WHIMS

Writing Group Members: Chair: Laura Coker (CCO)

CCC facilitator: Claudine Legault (CCC)

Primary data analyst: Claudine Legault (CCC)

Other members: Chris Colenda (Former EAB)
Nancy Greep (Irvine})
Marian Limacher (G-ville)
Anne Murray {Minneap)
Monique Rainford  (MedStar)
Mara Vitolins (W-8)
Bob Wallace (Iowa)

Status: *As of 9/07 the writing group members had met by conference
call, with data analyses and development of depression scale
underway.

WHIMS Paper #49 Identifying Risk Factors for cognitive change in the

WHI Paper #390 WHIMS: a Neural Networks Approach

Writing Group Members: Chair; : Stephan Bandelow  (Oxford)

CCC facilitator: Mark Espeland (CCC)

Primary data analyst: Mark Espeland (CCC)

Other members: Laura Coker (CCO)
Victor Henderson (EAB)
Eef Hogervorst {Oxford)
Susan Resnick (NIA)
Bob Wallace (lowa)

Status: *As of 6/07 the writing group members met and shortened the

length of the final manuscript to meet journal requirements.
Writing group members will research the appropriate target

journal.

WHIMS Paper #50

Subtypes of Mild Cognitive Impairment:

WHI Paper #399 Prevalence, Course and Effect of Hormone Therapy
Writing Group Members: Chair: Steve Rapp (CCC)
CCC facilitator: Claudine Legault (CCC)
Primary data analyst: Claudine Legault (CCC)
Other members: John Absher (Adj. Com.)
Bob Brunner {Nevada)
Victor Henderson (EAB)
Bev Jones (Adj. Com.)
Kamal Masaki (Honolulu)
Leon Thal (EAB)
Status: *As of 9/07 analyses are heing finalized with plans to circulate

the draft manuscript to the writing group.
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WHIMS Paper #51

Statin Use and Cognition in Postmenopausal

WHI Paper #427 Women: the WHIMS
Writing Group Members: Chair: Claudine Legault (CCO)
CCC facilitator: Claudine $Legault (CCO)
Primary data analyst: Claudine Legault (CCO)
Other members: Howard Fillit (Former EAB)
Judy Hsia (GWU)
Marian Limacher (G-ville)
JoAnn Manson (Boston)
Ira Ockene (Worcester)
Jennifer Robinson (Towa)
Barbara Sherwin (EAB)
Kaycee Sink (WFUSM)
Status: *As of 9/07 a conference call had been conducted to discuss
data analysis.
WHIMS Paper #52 Associations Between Body Mass Index and WHISCA
Paper#5 Domain-Specific Cognitive Function Among
WHI Paper # Women Enrolled in the WHISCA
Writing Group Members: Chair: Diana Kerwin (Milwaukee)
CCC facilitator: Mark Espeland (CCC)
Primary data analyst: Sarah Jaramillo (CCC)
Other members:
Status: *As of 6/07 the chair is meeting with the data analyst and

facilitator to identify the variables needed for analysis.
This is in response to the manuscript proposal review by

PASC.
WHIMS Paper #54 Cognitive Function and Physical Performance in the
WHI Paper #558 WHIMS '
Writing Group Members: Chair: Hal Atkinson (WFUSM)
CCC facilitator: Mark Espeland (CCO)
Primary data analyst: Mark Espeland (CCC)
Other members: John Absher (WFUSM)
Margery Gass (Cincinnati)
Victor Henderson (EAB)
Karen Johnson (Memphis)
John Kostis (Newark)
Dorothy LLane (S-Brook)
Charles Mouton (MedStar)
Judy Ockene (Worcester)
Steve Rapp (CCC)
Marcia Stefanick (Stanford)

Status:

*As of 9/07 preliminary analyses have been done.
Writing group members will convene in August to
begin drafting the manuscript. Abstract approved
for presentation at the GSA by PASC & P&P.
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WHIMS Paper #55
WHISCA/CoStar #1
Paper #579

Relative Effects of Tamoxifen, Raloxifene, and
Estrogen Therapy on Cognition: Results from the WHI
WHISCA and CoStar Trials

Writing Group Members:

Chair: Mark Espeland (CCO)
CCC facilitator: Mark Espeland (CCO)
Primary data analyst: Sarah Jaramillo (CCC)
Other members: David Barad (NYCO)
Dorothy Lane (S-broock)
Marian Limacher (G-ville)
Susan Resnick (NIA)

Sally Shumaker (CCO)
Marcia Stefanick {Stanford)

Status: *As of 9/07 manuscript proposal approved by
WHIMS PASC and the WHI P&P/PO. WHISCA
writing group members finalized, CoStar members
are under review.

WHIMS Paper #56 Effects of Conjugated Equine Estrogens on WHISCA

Paper #6 Cognition and Affect in Surgically Menopausal WHI

Paper #598 Women: WHISCA

Writing Group Members:

Status:

Chair: Susan Resnick (NIA)

CCC facilitator: Mark Espeland (CCOC)

Primary data analyst: Mark Espeland (CCC)

Other members: Yang An (NIA)
Laura Coker (CCO)
Rebecca Jackson (Columbus)
Pauline Maki {NIA)
Marcia Stefanick (Stanford)
Bob Wallace (lowa)

* As of 9/07 members are working on a draft
manuscript. A conference call is planned for
October to finalize the draft.

WHIMS Paper #57
WHI Paper #597

Prevalence of Anticholinergic Drug Use and Impact
on Cognition and Function in Older Women

Writing Group Members:

Status:

Chair: Kaycee Sink (CCC)
CCC facilitator: Mark Espeland (CCO)
Primary data analyst: Mark Espeland (CCC)
Other members: Margery Gass (Cincinnati)
David Goff (WFUSM)
Steve Rapp (CCC)
Barbara Sherwin (EAB)
Asha Thomas (MedStar)

* As of 9/07 preliminary analyses are underway.
The writing group members will convene soon to
begin drafting a manuscript.
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WHIMS Paper #58

COX-2 Inhibitor Use and Cognitive Function:

WHI Paper # Interaction with Postmenopausal Hormone
Therapy (WHIMS)

Writing Group Members: Chair: TBN
CCC facilitator: Mark Espeland (CCC)
Primary data analyst: Mark Espeland (CCO)

Other members:

Status: *As of 6/07 the chair has stepped down (Judy Hsia).
A replacement is forthcoming. The manuscript
proposal has been reviewed by the WHIMS PASC,
with requested revisions. Once revised, the proposal
will be reviewed by the WH1 P&P/PO.

WHIMS Paper #59 Impact of Prehypertension on Cognitive Function:

WHI Paper #612 (WHIMS)

Writing Group Members: Chair: TBN
CCC facilitator: Mark Espeland (CCO)
Primary data analyst: Mark Espeland (CCC)
Other members:

Status: *As of 6/07 the chair has stepped down (Judy Hsia).
A replacement is forthcoming. The manuscript
proposal has been reviewed by the WHIMS PASC and
approved. The proposal was reviewed by the WHI
P&P/PO on their 10/12/06 call with requested revisions
and resubmission.

WHIMS Paper #60 Effects of Postmenopausal HT on Volumetric WHIMS-

MRI Paper #2 Subclinical Cerebrovascular Disease: the WHIMS-WHI

Paper #625 MRI.

Writing Group Members: Chair: Laura Coker (CCO)
CCC facilitator: Patricia Hogan (CCC)
Primary data analyst: Patricia Hogan (CCCY
Other members: Alyson Baird (NTH)

Kerstin Betterman ~ (WFUSM)
Nick Bryan (UPenn}
Ruth Freeman (NYC)
Lew Kuller (P-burgh)
Zhigiang Lao (UPenn)
Karen Margolis {(Minneapolis)
Sally Shumaker (CCO)
Marcia Stefanick (Stanford)
‘ Bob Wallace (Iowa)
Status: *As of 9/07 the proposal was approved by WHIMS

PASC and the WHI P&P/PO. The group is drafting
a manuscript.
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WHIMS Paper #61
WHIMS-MRI Paper #3

Effects of Postmenopausal HT on Regional Brain

Volumes: the WHIMS-MRI

WHI Paper # 626
Writing Group Members: Chair: Susan Resnick (NI1A)
CCC facilitator: Mark Espeland (CCC)
Primary data analyst: Sarah Jaramillo (CCO)
Other members: Christos Davatzikos (UPenn)
Calvin Hirsch (Davis)
Anne Murray (Minneapolis)
Judy Ockene (Worcester)
Marcia Stefanick (Stanford)
Status: *As of 9/07 the proposal was approved by the
WHIMS PASC and the WHI P&P/PO. The group is
drafting a manuscript.
WHIMS Paper #62 Associations that Cognitive Domains (WHISCA
WHIMS-MRI #4 battery) have with MRI Outcomes: the WHIMS-MRI
WHI Paper #
Writing Group Members: Chair: Bob Brunner (Nevada)
CCC facilitator: Mark Espeland ({CCO)
Primary data analyst: Patricia Hogan (CCO)
Other members: Yang An (NIA)
Victor Henderson  (Stanford)
Abass Jawad {UPenn)
Jerry Mysiw (Columbus)
Steve Rapp (CCC)
Susan Resnick (NIA)
Sally Shumaker (CCC)
Jeff Williamson (WFUSM)
Status: *As of 9/07 the writing group has been formed. The

proposal is currently under review by WHIMS
PASC with review deadline of 10/11/07. Once
approved, the proposal will be submitted to the

WHI P&P/PO for their review.

24




WHIMS Paper #63 Differences in MRI Outcomes Associated with WHIMS-

MRI Paper #5 Cognitive Decline, Mild Cognitive Impairment and
WHI Paper # Probable Dementia
Writing Group Members: Chair: Steve Rapp (CCC)
CCC facilitator: Sarah Jaramillo (CCO)
Primary data analyst: Sarah Jaramillo (CCC)
Other members: Bob Brunner (Nevada)
Rebecca Jackson (Columbus)
Jane Kotchen (Milwaukee)
Dorothy Lane (§8-Brook)
Claudine Legault {CCC)
Marian Limacher (G-ville)
Elias Melham {UPenn)
Evi Parmpi {UPenn)

Jennifer Robinson (Towa)

Status: *As of 9/07 the writing group has been formed and
a proposal is forthcoming.

WHIMS Paper #64 The Relationship of Hypertension, Blood Pressure

WHIMS-MRI Paper #6 and Blood Pressure Control with MRI
WHI Paper #696 Outcomes
Writing Group Members: Co-Chairs: Lew Kuller {P-burgh)
Karen Margolis {Minneapolis)
CCC facilitator: Sarah Jaramillo (CCO)
Primary data analyst: Sarah Jaramillo (CCO)
Other members: Nick Bryan (UPenn)
Diana Kerwin (Milwaukee)
Marian Limacher (G-ville)
Gul Moonis (UPenn)
Jennifer Robinson (Iowa)
Sylvia Smoller (NYC)

Jeff Williamson (WFUSM)
Status: *As of 9/07 the manuscript proposal has been

approved by the WHIMS PASC and WHI P&P/PO.
The group has begun drafting a manuscript.

25



WHIMS Paper #65
WHIMS-MRI Paper #7

Do MRI Outcomes Predict Subsequent Declines in
Global and Domain Specific Cognition: the

WHI Paper # WHIMS-MRI
Writing Group Members: Chair: Susan Resnick (NIA)
CCC facilitator: Sarah Jaramillo (CCO)
Primary data analyst: Sarah Jaramillo (CCC)
Other members: Laura Coker (CCC)
Christos Davatzikos {(UPenn)
Satoru Haysaka (WFUSM)
Diana Kerwin (Milwaukee)
Zhigiang Lao (UPenn)
Carol Murphy (C-Hill)
Jermy Mysiw {Columbus)
Lauren Nathan (UCLA)
Status: *As of 9/07 the writing group has been formed and
a proposal is forthcoming.
WHIMS Paper #66 Psychiatric Disorders and Co-Morbid Adjudicated
WHI Paper #639 Cognitive Dysfunction Among Postmenopausal
Women: Results from the WHIMS
Writing Group Members: Chair: ) Chris Colenda (CCC)
CCC facilitator: Claudine Legault (CCC)
Primary data analyst: Claudine Legault (CCC)
Other members: Maggie DeBon (Memphis)
Linda Hershey (Buffalo)
Judith Ockene {(Worcester)
Lawrence Phillips  (Atlanta)
Steve Rapp (CCC)
Gloria Sarto (Madison)
Robert Wallace (Towa)
Rachel Whitmer (Oakland)
*As of 9/07 analysis and draft manuscript

Status:

underway.
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WHIMS Paper #67

Long-term Neurocognitive Effects of Sleep

WHI Paper #670 Disturbance: Impacts on Cognitive Declines, and
Incidence of Mild Cognitive Impairment and
Dementia
Writing Group Members: Chair: JC Chen (Chapel Hill)
CCC facilitator: Mark Espeland (CCO)
Primary data analyst: Laura Lovato (CCO)
Other members: Robert Brunner (Nevada)
Karen Johnson (Memphis)
Jane Kotchen (Milwaukee)
JoAnn Manson (Boston)
Jerry Mysiw (Columbus)
Lawrence Phillips (Atlanta)
Jennifer Robinson {(Towa)
Glorta Sarto (Madison)
Marcia Stefanick (Stanford)
Robert Wallace (Towa)
Status: *As of 9/07 the manuscript proposal was reviewed

and approved by PASC & the WHI P&P/PO.
Writing group nominations have been finalized and
data analyses are underway.

WHIMS Paper #68
WHI Paper #665

Ascertaining Dementia Related Outcomes for
Deceased or Proxy-Dependent Participants: An
Overview of the WHIMS Supplemental Case
Ascertainment Protocol (SCAP)

Writing Group Members:

Status:

Chair:

CCC facilitator:
Primary data analyst:
Other members:

Sarah Jaramillo
Sarah Jaramillo
Sarah Jaramillo
John Absher
Mark Espeland
Bev Jones
Steve Rapp

(CCC)
(CCC)
(CCC)
(WFUSM)
(CCC)
(WFUSM)
(CCC)

*As of 9/07 the manuscript proposal was reviewed
and approved by PASC & the WHI P&P/PO.
Writing group nominations have been finalized and
data analyses are underway.
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WHIMS Paper #69

Influence of Educational Attainment on

WHI Paper #683 Relationships Between Neuropathology and
Cognitive Function: The WHIMS
Writing Group Members: Chair: Mark Espeland (CCC)
CCC facilitator: Mark Espeland - (CCO)
Primary data analyst: Mark Espeland (CCC)
Other members: JoAnn Manson (Boston)
Steve Rapp (CCC)
Status: *As of 9/07 the manuscript proposal was reviewed
and approved by PASC and WHI P&P/PO. The
proposal has been opened studywide for writing
group nominations with a nomination deadline of
10/22/07.
WHIMS Paper #70 Mixed Distribution Risk Factors Models for
WHIMS-MRI Paper #8 Ischemic Lesion Prevalence and Extent:
WHI Paper #680 The WHIMS-MRI
Writing Group Members: Chair: Mark Espeland (CCC)
CCC facilitator: Mark Espeland (CCC)
Primary data analyst: Mark Espeland (CCC)
Other members: Yang An (NIA)
Susan Resnick (NIA)
Janet Tooze (WFUSM)
Status: *As of 9/07 the manuscript proposal was reviewed
and approved by PASC and WHI P&P/PO. The
proposal has been opened studywide for writing
group nominations with a nomination deadline of
10/22/07.
WHIMS Paper #71 Application of Hidden Markov Models for
WHISCA Paper #6 Longitudinal Measures of Cognition Collected
WHI Paper #695 by the WHISCA
Writing Group Members: Chair: Edward Ip (CCC)
CCC facilitator: Claudine Legault (CCO)
Primary data analyst: Claudine Legault (CCO)
Other members: Allison Snow-Jones (WFUSM)
Steve Rapp (CCC)
Peter Zhang {WFUSM)
Status: *As of 3/07 the manuscript proposal has been

approved by the WHIMS PASC. The proposal will
be reviewed by the WHI P&P/PO on their 10/11/07
call.
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