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Sedtion 7
Folow-Up Contadts
Introduction

Follow-up contacts with Women's Hedth Initiative (WHI) Extension Study participants occur to collect follow-up deta
mantain current contact informetion, follow participants for study outcomes, and promote retention. T hese contacts
provide an opportunity for Fidd Centers (FCs) to continue aprofessiond, caring reaionship with the partid pant
throughout the duration of the study. Follow-up contacts indude the following:

e Annud mal contacts (CCC).
e Annud phone contacts to patidpants who do provide data by mail (FC).
e Non-routine contacts (FC).

Required forms for follow-up deata collection are identified in Appendix A—Forms. All Clinicd Trid (CT) patidpants
who were not enrdlled inthe HT recaive the same follow-up data collection forms as Observationd Study (OS)
patidpants, partidpants who were enrolled inthe HT receive additiond data collection forms. Thetarget dates for the
routine annud follow-up contacts (mailings or phone cdls for those on “ nomail”) and newsleiter mailings are based on
the origind WHI randomization or enrollment date Changes in patidpation status do not dter these target dates.

Thissection describes the required and recommended procedures for carrying out routine and non-routine foll ow-up
contects for dl WHI paticipants. Refer dso to Section 5— Guiddines for Interations with Participants for information
on interviewing procedures and deding with specid situations that may be encountered during follow-up contacts (eg.,
domestic violence, cognitive dedine).

71 Annua Mail Contact and Follow-Up of Non-Responders

Follow-up data are collected annudly from paticipants enrolled inthe WHI Extension Study. Adivities to
oollect the data consist of aseries of mail and tdephone contacts during the follow-up period. Daa collection
atempts by mal (Contacts 1-3) are conducted by the Clinicd Coordinaing Center (CCC) on an annud basis.
For paticipants who do not respond to Contacts 1-3, data collection atempts by tdephone (Contact 4) ae
conducted by FC staf.

Annud malings to OS paticpants began thefirst wesk of May, 2005, and to CT paticipants in October,
2005. Thetiming of malings isdetermined by the participant’s origind enrollment/randomization date in
WHI. For thefirst year (2005-2006), the mailing schedule is dlightly different, and isbased on whether the
patidpent’s doseout visit was an annud or semi-annud visit. By August 2006, dl paticdpant mailings
follow the regular mailing schedule as described be ow.

711 CCC Responsibilities for Annual Follow-Up

A saries of mal contacts to collect follow-up data from WHI Extension Study partidpants is conducted
annudly by the Clinicd Coordinaing Center (CCC). TheCCC isresponsible for dl printing (through the
Government  Printing Office [GPO]), assembly, and outgoing postage costs for the mal contacts. The three
mall contacts indude

e Aninitid maling of the entire questionnaire packet (Contact 1), maled 2 months before
randomi zetion/enroliment  dete.

e A second maling of the entire questionnaire packet tothose who do not respond to Contact 1 (Contact
2), maled 3 months dter thefirst maling.

e Athirdmaling of the entire questionnaire packet tothase who do not respond to Contacts 1 or 2
(Contact 3), maled 2 months after the second mailing.

Spanish-language versions of the contact maerids are maled to patidpants whose primary languege is
Spanish, asindicated by the “ Preferred Languege” flag on the Contact Information Screen inWHIX (see
Sation 10 — Data Management).
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7.11.2

CCC staff will mal Persond Information Updaes (PIU) to patidpants when they learn of address changes
(via the US Post Office), and will complete aForm 120 — Initial Notification of Death when they are notified
that a patidpant isdecessed.

Mailing of Annua Questionnaire Follow-Up Packet 1 (Contact 1)

A follow-up packet ismaled annudly by the CCCtodl WHI Extension Study participants (except those
with an invdid address or whose particdpation staus in WHIX is s tono CCC mal contect, no follow-up
contect, absolutdy no contact, or decessed) two months before the participant’s enrollment/randomization
anniversary month.

If apaticpant does not met the criteria a the time of her scheduled maling, WHIX will continue to check
her status eech month to see if sheisdigible for amaling. For example if she has an unddiverable address
when she isfirst due and then the address iscorrected, she will receive a maling the following month. The
CCCwill try monthly for seven months to send aContact 1 maling to apaticipant. If, ater seven months,
the particpant still does not megt the criteria torecdve amailing, the FC isresponsible for atempting to
collect the forms that would have been sent in the packet.

If apaticipant enrdlls inthe WHI Extension Study dter her scheduled mailing would have occurred for thet
year, she will gppear on MAILOO3 — Members Neading FC Follow-Up for tha year, and will resume the
norma maling schedule the next year.

The Contact 1 packet indudes:

o A cove leter with the FC tdephone numbers listed (see Figure 7.1 — Cover Leter for Contact 1);

e A postagepad, CCC-addressed return envdope with business reply information;

e A shapened #2 pendl;

e Daa oollection forms. All paticpants receive a Form 33 —Medical History Update and aForm 151
— Adtivities of Daily Lifeannudly. In addition, paticpants who were enrolled inHT receive Form
150 — Hormone Use Update annudly. All paticipants receive a onetime form, Form 134 —
Addendum to Medical History Update, intheir first annud pecket.

The Form 33 has two |abds:

1) Date Labd: aDae Labd with date of thelast WHI Medicd History Updae (finished date of last Form
33), contact number (C1, C2, or C3), and paticipant ID.

2) Participant ID labd: aPatidpant Identification Labd with participant name participant 1D and
barcode, contact number (C1, C2, or C3), and form number.

All other forms have only aPatidpant Identificstion Labd, with paticpant name paticpait ID and
barcode, contact number, and form number.

The packet issent third-dass (bulk) mail inamailing envdope printed with the CCC’ sreturn address, the
CCC bulk mailing permit number, and a request for notification of change of address.

Seoond Mailing of Entire Fdlow-Up Padke (Contad 2)

A second complete follow-up packet ismailed the month dfter the participant’s enrollment/ randomization
anniversary month (three months &ter the mailing of Contact 1) to those participants who did not respond to
the first mailing (i.e, those who did not complete and return the forms sent in Contact 1). If apartidipant
does not complete dl of theforms origindly mailed in Contact 1, the Contact 2 packet indudes only those
forms not returned inresponse to the first maling.

The Contact 2 packet indudes:

e Aoove ldter (diffrent from the Contact 1 cover |etter--see Figure 7.2 — Cover Letter for Contacts
2/3) with FC tdephone number listed;
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e A postagepad, CCC-addressed return envdope with business reply information printed on the
envel ope;
e Any daa collection forms thet were not completed and returned in response to the first maling.

The packet issent third-dass (bulk) mal inamailing envdope printed with the CCC'’ sreturn address, the
CCC bulk maling permit number, and arequest for notification of change of address.

7113 Third Mailing of Entire Follow-Up Packet (Contact 3)

A third packet (identicd to the Contact 2 packet) ismailed three months dter the enrollment/ randomization
aniversary month (two months ater Contact 2) to non-responders only (i.e, those who have not completed
and returned dl of the forms sent during earlier contacts). Only those forms tha were not completed during
ealier contacts are induded in the Contact 3 packet.

7114 Proossing Reurnad Packes (Contacts 1-3)

CCC stdf isresponsible for indicating in WHIX tha packets have been returned. When apacket of forms is
received & the CCC, theforms are scanned immediatdy, which prevents those forms from being sent to the
patidipant agan. Return of aform isindicaed by scanning the entire form in WHIX. The scanned form data
and image will be avalable to the FC within two wesks of the form ariving a the CCC.

When possible the CCC will corret errors, such as light bubbles.  Forms with data errors such as multiple
marks, missing data, or incorrect skip patens will be scanned as usud, but FC staff will be responsible for
contacting partidpants by teephone to resolve problems (eg., missing dat@ on Forms 33 and 134. Problems
nexding resolution by the FC will beidentified a the CCC and will gppear on QA001 — Unresolved Alerts.

Participant Comments on Forms:

CCC stf will dso review theform for any handwritten comments, post-it notes, or letters. When notes are
written on the form, they will be scanned dong with the form. If there ae comments on the form, the CCC
will bubble inthe FCA (Fidd Center Alet) bubble on the form. The FC can chedk for comments on the form
by looking & the FCA fidd on the encounters screen.  Forms with the FCA bubbled inwill gopear on
FCA001 — Forms with Comments to Review. The CCC flags any hedth or study-rdaed note written on a
form, or any persond note that isarequest for FC atention. The CCC does not take action if a partid pant
requests to be teken off the study; in these cases, the FC must follow-up with the paticipant. Comments are
not dways written in the“ comments’ section of the form; sometimes they are written in the margins, so FCs
should be sure to review the entire form for comments. Post-its, |etters, or other communication end osed
with the forms are sent tothe FC inthe weekly mailing.

Unscannable Forms:

If aform cannot go through the scanner (eg., because it’storn or cumpled) the form will be key-entered by
the CCC. Noimages will exist for key-entered forms. The CCC will send the originds tothe FC.

Incomplete Packets and/or Non-Response
If apacket containing only one form isreturned, the CCC scans the form to indicate that it has been reca ved.

If any of the forms were not returned inthe packet or they were returned blank, they will be resent as pat of
the Contact 2 and possibly Contact 3 packets.
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Following the three mailings, if apaticipant still hes amissing form(s) or has not responded toany of the
malings, she will gopear on MAILO0O3 — Members Needing FC Follow-Up (see Settion 7.1.2.2—FC Data
Coallection for Non-Respondents to Mailings).

Making Address Corrections and Updating Persona Information

Each packet mailed out to WHI Extension Study particpants has the CCC'’ sreturn address inthe upper |€ft-
hand corner, with the line* Change Service Requested” printed underneath.  In the event tha the participant’s
address on the maling envelope isincorrect, theU.S. Post Office (USPO) will provide the CCC with a
photocopy  of the envdlope and astaement asto why it was not ddivered. |If the address has been changed,
the new address will be provided. If the address has changed and no forwarding address is available it will
be marked “ unddivereble”. Anenveope may dso be returned with a“ decessed” stamp (See Section 7.1.1.6
— Completing Form 120 for Deceased Partidi pants).

For changed addresses where the new address is provided by the USPO, the CCC will update the address
inthe” Contatt Information Screen” inWHIX immediady. Thiswill prevent future mailings from beng
sent to theold address. The CCC will mal aWHIX0441 — Personal Information Update (PIU) to the
paticipant and ask her to review and update any incorrect informetion. The paticipant will return corrected
PlUs to the CCC in apostage-pad enveope

When apaticipant hes an unddiverable address and a new address is not available the CCC will st the
“unddiversble address’ flag on the Contact Informetion Screen” immediatdy (see Section 10 — Data
Management). Thiswill prevent future mailings from being sent to the unddiverabl e address. The FC
should run WHIX0611 — Address Problems monthly and obtain correct addresses for paticipents who are
listed on the report.

The CCC does not change address information or mal out aPIU to participants who have sent in an address
change as ahandwritten note on aform. These notes are sent to the FCsfor FC staff to take the appropricte
steps to follow up (i.e, contact the participant to confirm the change and send out aPIU for review).

Completing Form 120 — I nitial Notification of Death for Deceased Participants

In the event tha the CCC learns that apatidpant is decessed, the CCC will complete and key enter aForm
120 — Initial Notification of Death with the date of desth only. Thiswill prevent additiond mailings to that
paticdpant and will astomaticaly set her participation status to “ decessed”. The CCC will notify the FC by
emal and send the Form 120 and any notes, comments, or letters from family members or the USPO to the
FC. FCswill process these particpants according to procedures in Section 8 — Outcomes.

FC Responsibilities During Annual Follow-Up Mailings (Required)

The FC' sresponsibilities during the follow-up malings indude

Running weskly and monthly follow-up reports in WHIX.

Following-up with patidpants who do not respond tothe mailed packets.

Following-up with participants who have missing data or multiple marks on aform.

Reviewing forms with comments to see if action is nesded.

Colletting aForm 33D —Medical History Update (Detail) when indicated by deta provided on Form 33

—Medical History Update

e Completing procedures outlined in Section 8 — Outcomes when notified tha a participant is decessed.

e Sending out Persond Information Updates to participants with address changes, if the FC learns of the
address change

e Conduct paticipant searches as nesded.

e Making address and other contact information corrections as soon as they become avalable

e Codleting mammograms and deta entering Form 85 — Mammogr am
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RunningMonthly Follow-up Reports from WHIX

Severd reports are avalable to hdp FCskesp track of the status of paticpant follow-up. Detaled
instructions for running these reports in WHIX are given in Section 10 — Data Management.

Every month, esch FC should run the following reports:

1. WHIX0611 —Address Problems. Thisprovides alist of dl particdpants (or their proxies) with

unddiverabl e addresses inthe FC’'sdatabese It does not indude those with follow-up stetus of no
follow-up, decessed, or absolutdy no contact. Induded on thereport are the participat’s name and
(unddiverable) address; member ID; home phone work phone gpplicable notes; best timeto cdl;
telephone numbers for other contacts; follow-up status;, and dete marked (i.e, the date the unddiverabl e
address flag wes set).

Unddiverabl e addresses should be updated as soon as possible, since a participant will not receive any
mailings until the address isfixed. If the participant does not receive her malings, the data will
eventudly need to be collected by FC staff (see Setion 7.1.2.2 — FC Data Collection for Non-
Respondents toMailings). Also, the sooner you try to get an address correction, the more likdy itistha
you will be ale to locate the paticipant. Unddiverabl e addresses should be corrected within one month
of gopearing on WHIX0611. Partidpants will continue to gppeer on this report until the“ unddiverable
address” flag has been removed or follow-up status changes.

Thisreport dso provides alist of paticipants (or ther proxies) with problem addresses (eg., the address
isincomplete or will not fit on amailing labd). Address lines tha are too long should be fixed
immediatdy. Anaddress lineistoo long if it appears on thisreport a more than one line Tofix the
problem, use Address Line 2 for the second line of the address, or abbrevigte words in the first line so
that they stay within the 30-character width limit of the mailing labds.

Addresses that are incomplete should be resolved as soon as possible If the zip code ismissing, try
cdling the USPO or the paticipant to obtan the complete/correct address. If you cannot fix the address
right avay, set the unddiverabl e address flag on the “ Contact Information Screen” in WHIX. Thiswill
prevent mailings from being sent toan unddiverable address. Incomplete addresses should be fixed
within two wesks of gopearing on WHIX0611. Partidpants will continue to appear on this report until
dther the address has been fixed or the “ unddiverable address’ flag has been set. Once you have made
dl of the necessary edits indicated on the report, run thereport again toconfirm tha problems have been
deared. Note You do not need tocorrect internationd addresses that gppeer because they have no zip
code, ec.

MAILO03 — Mambers Neading FC Follow-Up. The purpose of this report isto provide alist of those
patidpants who have not completed dl of therequired deta collection forms (i.e, Form 33 — Medical
History Update [collected annudly], Form 150 —Hormone Use Update [HT only] and Form 134 —
Addendum to Medical History Update [collected during first year of follow-up only]) following thethree
CCCmailings. A paticipant gopears on this form two months dter the maling of Contact 3if no Form
33 has been data entered since Contact 1 was initiated and if her follow-up statusisnot any of the
following: no follow-up, decessed, or absolutdy no contact. Partidpants dso gopear on thisreport if the
CCC was unable to mail the data collection packets (i.e, if they ae on “nomail” follow-up or if they
have an unddiverable address). FCsshould not atempt to contact paticpants to collect annud form
deta until they appear on the report.

Thisreport listsparticipant name, participant 1D, home phone number, work number, best timeto cdl,
phone numbers of other contacts, and follow-up status. As described bdow in Section 7.1.2.2 — FC Data
Coallettion for Non-Respondents to Mailings, FCsshould use this report as aprompt to initiae follow-up
contects to patidpants who have not completed a Form 33.

Patticipants remain on this report until one of the following occurs:  ether aForm 33 has been
completed; follow-up stetus changes; or thenext year's contacts begin.
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3. FCAOQ01 — Forms with Comments toReview. Thisreport liststhe patidipants with handwritten
comments on their forms requiring FC review.

4. WHIX0621 — Outcomes Sreening Action Required.  The purpose of thisreport isto provide alist of
patidpents who nead a phone contact to darify deta recaved on ther outcomes follow-up forms (Forms
33 and 134). Thiscontact may be necessary inthe case of missing data multiple marks on an item, or
incorrect  skip patterns.

5. WHIX0622 — Members with Potential Outcomes. Thisreport identifies partidpants who need aForm
33D (see Section 8 — Outcomes).

6. QAO0Ll —Unresolved Alerts. Thisreport provides alist of paticpants who nead aphone cdl to correct
forms that have missing or inconsistent data on any of the follow-up forms.

FC Data Cdllection for Non-Respondents to Mailings

FCsare required to atempt to collect Form 33 —Medical History Update, Form 134 — Addendum to Medical
History Update (collected during first year of follow-up only), and Form 150 — Hormone Use Update (HT
only) for paticipants who have not responded totha year's malings. If apaticpant has not responded to
Contacts 1-3, FC staff should initiate tdgphone contacts tocollect the data Thisisdone through aseies of
atempts toreach the paticipant or her proxy tocollect the data Non-respondents nesding follow-up data
collection are listed on MAILOO3 — Members Needing FC Follow-Up.

FC follow-up data collection ativities consist of two types of contacts: aphone contact to ascertain correct
address and to collect Form 33 —Medical History Update from the partidpant or proxy (Contact 4), and, if
needed, mail or phone contacts with the persond contacts to trace partid pants.

FC atempts to collect Form 151 — Activities of Daily Lifefrom non-respondents are optiond.
Any data forms collected by FC staf will be data entered a the FC.

Tdephone Contact to Ascertain Correct Address and to Collect Medical History Update (Contact 4)
(Required)

If Form 33 has not been returned by two months &ter the third mailing of the follow-up packet (CCC Contact
3), the FC should atempt to reech the paticipant by teephone  The purpose of thiscdl isto confirm thet the
correct address isshown in WHIX and to complete Form 33 —Medical History Update, Form 134 —
Addendum to Medical History Update (first annual follow-up only), and Form 150 — Hormone Use Update
(HT only). Use MAIL003 — Members Needing FC Follow-Up to determine which particpants require follow-
up telephone contacts.

Direct contact with the paticipant or other persond contact ispreferable a thispoint to confirm that we have
the correct address and phone number for her (eg., amessage left on an answering machine reminding her to
mail inthe packet isnot suffident since there isno way to confirm that she has recdived the packet or the
phone cdl).

When cdling, make & lesst 8 tdephone atempts thefirst month and 4 atempts the second month during the
“ best timesto cdl” (identified on Form 20 — Personal Information). Refer to Figure 7.4 — Suggested  Script
for Contact 4 Tdephone Contact. If contact ismade with the paticipant, verify the address and complete
Form 33 over thetdephone WHIX0441 — Personal Information Update, can dso be completed & thistime
Completion of any other forms (i.e, Form 151) isoptiond, depending on the willingness of the particpant to
complete additiond forms by phone

If you determine that the teephone number and/or address have chenged, update WHIX accordingly. If a
patidpant requests a chenge inher patidpation status, you may initiae a Form 24 — Retention Workshest
(see Setion 9.3 — FC Acdtivities for Retention Challenges), if appropridte  If you find out that she is decessed,
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complete aForm 120 — Initial Notification of Death and process according to Section 8 — Outcomes. Daa
entry of Form 120 will astomaticaly set her patidpaion status to* decessed’.

FCshave the option of mailing the forms to participants who, as determined by the phone contact, are willing
to complete the forms but are unwilling to complete them over the phone  These forms should be data
etered a the FC upon recapt.

If you are unable to make contact with the participant, contact her proxy or one of her persond contacts to
determine thelocation and vitd status of the participant. After thiscontact, continue totry to reech and
interview the participant, if gopropriate  If you learn during this process that the paticipant is unable to
complete the forms hersdf, atempt tocollect the data from her proxy. Do not interview the proxy unless the
paticipant is decessed, unable to communicate, or has poor cognitive functioning. (See Section 7.2 — Follow
Up by Proxy.)

Making Address Corredions and Collecting Personal Information Updates

For changed addresses where the new address is provided by the USPO in response to a mailing, the
CCC will update the address in the“ Contact Information Screen” inWHIX. The CCC will mal aPersonal
Information Update tothe paticipant a her new address, dong with apostage pad return enveope addressed
tothe CCC. TheCCC will enter any changes the participant has written on the returned PIU and send the
form to the patidipant’s FC.

When apaticipant hes an unddiverable address and a new address is not available, the CCC will set the
“unddiverdble address’ flag on the” Contact Information Screen” immediady. Thiswill prevent future
mailings from beng sent to the unddiverable address. Partidpants with an unddiverable address will gppear
on the WHIX0611 — Address Problems the next timeitisproduced (see Section 7.1.2.1 — Running Monthly
Follow-up Reports from WHIX (Required)). FC staf should initiate asearch to find the correct address by
contacting the paticipant. Refer to Section 9.4 — Locating “ Hard toFind’ Particpants for instructions on
conducting searches for lost paticipants. Try to update the address as soon as possible so as not to lose
permanent contact with the pertid pant.

When the FC learns of any change to persond informaion that comes from a source other then the CCC (eg.,
the paticipatt cdls the FC directly or they learn of the change during adata collection phone cdl), the FC
neds toedther mal out aPesond Informaion Updae for the paticipant toreview, or needs toreview the
information with the participant by tdephone  The CCC will automaticdly mail PIUs to paticipants if it
learns of an address change through the annud malings.

Proosssing Information on Deceasad Partidpants

When the FC learns that apaticipant isdecessed (either from the CCC or afamily member), FC staff should
initiate contact with persons listed her Persond Informaion Update If adesth isconfirmed, complete and
data enter aForm 120 — Initial Notification of Death and process according to procedures outlined in Section
8 — Outcomes. Thiswill atomaticdly change her patidpaion status to “ decessed’.

HandlingMailings to Snowbirds

There are two address options in WHIX for each paticipant. FCscan change the “ current address flag” to
indicate which address isto be used for maling during apaticular timeperiod. Thisisuseful for particpants
who are known tobe awvay for apredictable portion of theyear. Dates are induded on the screen tohdp
remind the FCsof the patidpant’s location during tha time FCsare responsible for indicating which
address is the best one touse by setting the flag next to that address. If the dternate address becomes the
better address, FCscan sa the flag to indicate that the dternaive should be used for mailings. FCscan run
the ADROO1 — Addresses for Members with More Than One Address report tohdp remind them when the
flags should be reset for apaticular paticdpant. If FCsdon't get a chance or don't wish tochange the flags
for apatidpant with more than one address, paticipants are till likdy to eventudly recdve the packet, since
peckets are mailed up to 3 times over a peiod of 7 months.
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Fdlow-Up by Praxy

Some follow-up contacts, because of apaticipant’s illness, disability, or desth, may need to be conducted
withaproxy. A proxy “standsin” for the paticipant and provides information about her hedth. The proxy
should be someone who hes frequent contact with the paticipant and knowledge of her hedth staus. Use
Form 20 — Personal Information for information on where to locate proxies. When contacting proxies, use
the following order of priority: 1) proxy identified on Persond Contact Screen; 2) spouse or partner; 3)
neaest rdaive 4) friend; 5) physidan. Refer to Figure 7.5 — Quggested Sript for Proxy Tdephone Contact.

If the participant isdecessed, unable to communicate, or has poor cognitive functioning, Form 33 daa are
oollected from the proxy by dther telephone or mal. If data are to be provided by aproxy, complee Form 9
— Particdpation Satus to change the follow-up status to“ proxy” (except if the paticipant isdecessed). When
aproxy isidentified, confirm thet the proxy contact information on the“ Contact Information Screen” in
WHIX iscorrect and meke corrections as neaded.

Designating a Praxy

FCsmust have Ingtitutiond Reviewv Boad (IRB) approva to collet paticipant data from aproxy if the
patidpant’s consent form does not indude explicit goprovad for contact of persond contacts.

Approvd tooconduct follow-up contact(s) by proxy should be acareful decision based on the paticipant’s
situation and the individud proposed to save as her proxy. Obtan gpprova to conduct contacts by proxy
from the paticipant or her legd next-of-kin, if possible Proxy contacts must be gpproved by the FC

Principd Investigator (PI) and other FC investigators, consultants, and/or staff, as determined a your FC.

When the proxy isfirst identified, establish contact with that person(s) and discuss how he'she was identified
asthe proxy (eg., listed as adose contact or her pesond physidan). Determine if s’he hes any questions
about the study and/or the proxy role If necessary, initid contact with the proxy can be by mal. When
contacting aproxy by mal, indude the Cover Letter for Proxy Contact (Figure 7.6) to explain the purpose
and role of the proxy.

Locd IRB goprovd of the maeids and procedures isrequired before collection of proxy contact information
can begin. If thelocd IRB requires changes tothe maerids or procedures, FCsmay modify them as
requested. Revisad particdipant materids should be submitted to the CCC for review before use

For Participants Who Do Not Have a Designated Praxy

If apaticipant has not designated aproxy, or if the proxy isdeceased, cannot be located, refuses contact, or is
uncble to patidpate, FCsmay (subject to locd IRB goprova) contact one of the paticpant’s other persond
contacts to serve as the proxy.

When using other persond contacts tocollect proxy information, inorder of data collection preference,
contact:

e  Spouse or partner

e  Other dose family member
e Close friend

e Hedth care provider

Praxy Fdlow-Up byMail by CCC (Required)

The CCC will mal the annud data collection forms directly tothe designated proxy when apaticipant ison
“ proxy follow-up”. These forms will be mailed according to the same procedures as those used for non-proxy
patidpants (i.e, three maled contacts) with acover letter spedificdly designed for proxies (see Figures 7.6 —
Cover Letter for Proxy Contact and 7.7 — Cover Leter for Proxy Contact 2/3). A fidd on the PIU screen
dlows aproxy's address to beflagged as unddiverable
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7.23

7.24

If the participant ison proxy follow-up but aproxy has not been identified, the participant will appear on
MAIL003 and FC stéeff will nead to identify aproxy and collect follow-up data for that year. Once contact
information has been entered in WHIX, data will be collected from the proxy by mal in subseguent years.

Praoxy Fdlow-Up by Phoneby FC

If aproxy falstoreply tothe maled atempts, he'she will gppear on MAIL003 — Merbers Needing FC
Follow-up to collect Form 33 (and Form 134, if not collected previously). (See Figure 7.5 — Suggested Sript
for Proxy Teephone Contact). Phone contact with the proxy may dso be necessary if repested atempts to
reech the paticipant have faled, or if the patidpant isrecently decessed. When the proxy isfirst contacted
by the FC, discuss how that person wes identified as the proxy (eg., designated by the participant, listed as a
persond contact). Determine if s/he hes any questions about the study and/or the proxy role Provide the
proxy with rdevant information about the study (eg., Proxy Update, consent forms, study information
sheats), asneaded. Any ongoing efforts used to promote rapport and retention with the particdpant should
dso extend toyour contacts with the proxy.

If the participant isdive each proxy contact should be preceded by adiscussion of the paticpant’s aility to
resume her own follow-up contacts, depending on her paticular situation. If it has not been done complete a
Form 9 — Particpation Satus, toreflect thet sheison* Proxy follow-up” and complete the proxy’s contact
information.

If the participant isdecessed, detals on proxy follow-up outcomes information are described in Section 8 —
Outcomes.

For patidpants on “ proxy follow-up”, dl rdevant forms will be collected by mal annudly. T hese may
indude

e Form 33 —Medical History Update and, if appropricte, Form 33D —Medical History Update (Detail).
e Form 134 — Addendum toMedical History Update (collected during first annua data collection only).
Form 151 — Adtivities of Daily Life

Form 150 — Hormone Use Update (for HT paticpants only)

WHIX0441 — Personal Information Update

For patidpents whose proxies do not respond to the maled forms, collet only Form 33 —Medical History
Update, Form 134 — Addendum toMedical History Update and Form 33D —Medical History Update
(Detail) by phone  The other forms should not be collected by phone from the proxy.

For women who are decessed (see Section 8 — Outcomes), collect thefollowing from the proxy:

e Form 120 —Initial Notification of Death
e Form 33 —Medical History Update and, if appropricte, Form 33D —Medical History Update (Detail).

Using Praxies to Obtain Medica Records

Therole of the proxy inobtaning medicd records is determined by locd state and ingtitutiond laws and

polides. The designaed proxy, espeddly if shelhe isafamily member or hes medicd power of atorney,
may be able tosign medicd rdesses. FCswill need to contact their locd IRB and medicd institutions for
information and polices on thisissue
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7.3

731

7.3.2

7.33

734

7.4

Fdlow-up of Partidpants with Less than Full Partidpation Status (Required)

For women with less then full paticipaion status, collect anud forms to the extent possible, given her
status. Spedific situations are given bdow as examples.

Partidpants on No Mail Follow-Up

Annud follow-up mailings will not be sent to patidpants who have requested "patid follow-up with no
mal". For awoman who refuses mal contact but dlows phone contact, the FC will collect the forms by
telephone annudly. These women will gpper on MAILO0O3 — Members Needing FC Follow-up, dong with
non-responders.

Partidpants Who Are L ost-to-Fdllow-Up

Continue to search periodicdly for patidpants who are lost to follow-up. For procedures, see Section 9.4 —
Locating "Hard to Find" Particdpants. Annud mailings will continue to be sent to women who are "lost-to-
follow-up", inthe hopes thet they will complete a Form 33 and no longer be “ lost”, aslong as they have a
deiverable address in WHIX. Malings are not sent to*“ lost tofollow-up” women who have an unddiverable
address.

Partidpants on No Fallow-Up

A letter or postcard (see modd in Figure 7.8 — Postcard for Partidipants on No Follow-Up) should be sent or
phone cal made yearly toinquire if the paticipant would be willing to "rgoin" the WHI Extension Study or
if she would, & aminimum, complete Form 33 —Medical History Update See Setion 9.5.3 — Reactivation
of Participants with Changes in Participation Satus.

Partidpants on Absolutdy No Contact (Required)
Do not mail, phone, or atempt to collet data from particdpants who have requested absolutdy no contact.
Non-Routine Contacts

Non-routine contacts may occur for any WHI Extension Study paticipant. These contacts give the FC the
opportunity to continue efforts tobuild rgoport and promote retention. Ressons why aparticipant may
contact the FC non-routindy in person or by phone are detaled bdow dong with brief information and
references on how to manage such contacts:

¢ Questionsabout the WHI study (perhaps in response to areomnt newsitem): Thenaure of the
paticpant questions will determine the gpproach you teke Refer the paticipant to aFC staff person or
investigator who has understanding of the issues involved with the news item or spedfic skill in
responding toconcerned paticipants (see Section 9 — Retention).

e Report an outcome or other major event: |If the paticipant reports an outcome & a non-routine
contact, remind her torecord thisinformation on her next routine medicd history update Interim reports
of outcomes are not processed.

¢ Provide new address or phoneinformation: Update the most recent WHIX0441 — Personal
Information Update report in the paticpant's file and provide this information to the appropricte data
entry staff person toupdate the information in WHIX.

Each of these non-routine contacts should be documented in contact notes contained in the paticipant's file
dong with any refards or actions taken.
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7.5

751

752

Mammography

All HT patidpants inthe WHI Extension Study are required to have an annud mammogram during the first
two years of the study. Thetwo mammograms ae counted as Extension Study mammograms if done
between January 1, 2005 —March 31, 2007 and they are more then nine months (270 days) gpat. FCsdo not
attivdy pursue mammograms dater March 31, 2007. Itisnot required that FCsdata enter a Form 85—
Mammogram for amammogram tha isdone ater March 31, 2007 but FCsmay do so & their own discretion.

The mammogram isto be paformed by astandad low dose radiaion technique It isrecommended, but not
required, thet the mammogram occurs a an American College of Radiology (ACR) or Food and Drug
Administration (FDA)-accredited facility and reed by aqudified radiologist.

FCswill collect mammogram reports that are ordered by the paticipant’s usud Primary Care Provider (PCP).
Unlike the WHI, FCsinthe WHI Extension Study will not be responsible for following up with partidipants
for incomplete or anormad mammogran findings. FCsare responsible for the following tasks:

obtaining the mammogram report

reviewing theresults of the mammogram

e recording the results of the mammogram report onto the Form 85 — Mammogram
e daa entering the Form 85 — Mammogram

FCswill dassify and code mammograms on the Form 85 — Mammogram using the ACR dassification
system as negetive, benign, probebly benign, suspidous, or highly suggestive of maignancy. Bresst
ultrasounds, MRIs, or other newer medicd procedures are not acceptabl e substitutes for mammograms.

The paticipant’s PCP should order the mammogram and provide any follow-up or direction following the
mammogram.

Paticipants are rambursed by the FC for any screening mammogram not covered by Medicare, Medicad, or
other third paty insurance, aswdl as patid payments, and/or co pays. TheExtension Study does not cover
the cost of any follow-up mammogram or diagnostic test the paticipant’s PCP orders as the result of an
agbnormd mammogram. FCsshould have alist of resources avalable for referring participants who are
uninsured or have no PCP.

Timing of Mammogram

Themgority of HT patidpants will have been on aregular schedule of annud mammograms as part of WHI.
Anniversary dates for the mammograms may coindde with the annud mammograms tha were done before
doseout of WHI. Even though the WHI anniversary date of the paticipant may not coincide with the date of
the Extension Study annud mammogram, the mammogram report isstill collected. The due date for thefirst
mammogram for the Extension Study isone year dter the paticipant’s last mammogram (if the last
mammogram occurred on or dter January 1, 2004) otherwise the due date for thefirst mammogram is
Jenuary 1, 2005. Itiswdl understood, however, that some particpants have been less diligent, for a variety
of reasons, and schedule mammograms less frequently. Other participants may be on amore frequent
schedule for doser medicd observation.

Requetting and Receiving Mammogram Results

FCswill determine individudly how tobest obtain the mammogram results in atimdy manner based on their
staffing, organization, requirements of ther locd IRB and HIPAA, and ther contractud budgets.

Themost eficdent procedure tocollect mammogram reports isto request the paticdpant to mal the
mammogram report directly tothe FC. If thiscan not happen, aRdesse of Informaion (ROI) is obtaned
from the participant to collect mammogram results from the paticipant’s PCP or the fadlity where the
mammogran was done
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7.5.3

754

7.5.5.

Recommendations for recaving timey follow-up mammograms indude
e Devdop aplan with the particdipant and/or her PCP for obtaining a mammogram report.

e Send reminder letters and make reminder phone contacts to paticipants and/or the paticipant’s PCP.
However, some cation isadvisad so tha the paticipant and/or the PCP are not over burdened with
reminders. Send a stamped, sdf-addressed enveope to the paticipant for maling her mammogram
report back tothe FC.

e Emphasize tothe patidpant why she needs tohave amammogram rather then tdling apaticpant thet
“wenead a mammogram report,”

e Youmay usealay report inlieuof the origind report. Touse alay report, the following criteria must be
induded as pat of the lay report:
- dae
- patidpat’s name
- ingtitutiond leterheed
- normd or benign findings are documented
- recommended mammogram follow up is12 months or more

o Have the paticpant sign severd rdesses, if pemitted by your IRB, to use for requesting future
mammogram requests.

e Estalish a contact pason a the PCP’soffice

e Establish a contact person a the mammogram fadlity.

e Beproative and pesistent.

o  Usethe WHIX reports toidentify and track the participants who are due for a mammogram.

e Reea to Question #9 on the Form 150 — Hormone Use Update if you need to know the date and the
location of the participant’s mammogram in the last year,

e  Check withthe paticipant or the PCP onewesk dter the date of the paticipant's scheduled mammogram
to see if amammogram report hes been recd ved.

Reording Results of Mammogram Reports

Mammogram coding isbased onthe ACR' sdassification system. Most radiology fadilities use this system in
thar reporting of the mammogram results. The results of the mammogram report should be reviewed and
recorded on the Form 85 — Mammogram and deta entered.  If the report does not use the ACR’ sdassificetion
system, the descriptions in the form instructions should help find the gppropriste category to complete the
form accordingly.

There will beinstances when the BI-RADS code will not correspond  to the narretive text and best judgment
isneeded to assign acode that most accurady reflects theresults of the mammogram report. Refer to the
Form 85 instructions for guiddines on coding the summary results into the gppropriate BI-RADS caegory.

Adions Bassd on Mammogram Results

FCsshould not take any attion based on the results of the mammogram report. All actions or future
interventions are the responsibility of the paticipant and the participant’s PCP.

Mammogram Tradking

WHIX reports are available to hdp track mammogram collection. The FC can track mammograms tha are
due and mammograms that have been completed by using MAMMOO1 — Mammograms Due  The MAMMO002
— Mammograms Not Completed will assist the FC tomonitor the success of collecting the Form 85 —
Mammogram.
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7.6

7.6.2

7.6.3

WHI-Extension Study Dietary Madification (WHI-ES DM) Program Description

The WHI-ES DM program isthe low intensity digtary maintenance and assessment program for WHI-ES
paticipants previously randomized tothe WHI Digay Modification (DM) Trid.

Thisprogram _hes three components: (1) generd I etter, (2) continuation of the WHIse Choices newd etters,
and (3) digtary assessment.

Women who joined the WHI-ES and who were previously randomized in the WHI DM Trid (intervention
and comparison) will receive aleter thanking them for ther idpation inthe WHI-ES, underscori the

importance of following up thedigtary intevention efects inlight of the uncertain results of the WHI DM
Trid, espedidly for bresst cancer (see Figure 7.9 —WHI-ES DM General Letter). Theletter will direct
women tothe WHI Extension Study newdetter, WHI Matters, for study updates and periodic nutrition news

and digary tips. Theletter will dso introduce the optiond dietary maintenance and assessment components
of follow-up. Theleter will be provided in Spanish for Spanish- in idpants. ,

Eollowing the letter, WHI-ES women who were in the Digtary Change (intervention) am of the DM Trid

n~1,510) will receive quaterly mali acontinuetion of the WHIse Choices newsletter recdved during the
WHI DM Trid, withstrategies for mantaining the low-fa dietary patern should they wish to do so. Because
sdf-monitoring of food inteke was found to be astrong corrdate of adherence, the mailings will indude
encouragement _for women to continue sdf-monitoring. The strategies in the newsletters will be behaviordly
and nutritiondly based, indude redpes, and bewritten ina stylefollowing the motivationd interviewing
rinciples of sdf-efficacy, empowerment, and exploraion and resolution of ambiquity that began be
implemented in the WHI DM intervention program in 1999.

Each WHIse Choices newdetter will indude atoll-free tdephone number tha women cen cdl if they have
guestions or no longer wish to receive the newsletters.  Thetoll-free tdephone number will route to the WHI
CCC.in Sedtle Washington.

The newsletters will be maled centrdly from the WHI Extension Study CCC.in Segttle, W ashington.
Malings will be provided in Spenish for Spanish i idpants.

Diday assessment will be continued among aconsenting subset of WHI-ES DM patidpants. T he purpose

of the dietary assessment isto estimae meen inteke of the intervention and comparison groups during WHI-
ES, which will assist inthe interpretation of diet-disesse effects duri

WHI-ES. Diet will be assessed

one 24-hour recdl conducted tel interview. A single 24-hour recdl son is adequate for
estimating group meens. The subsample will be composed of WHI-ES-consented women who were pat of
the WHI DM Trid 4.6% subsample cohort. Women in thiscohort provided additiond deta & WHI years 3,
6.and 9, induding 24-hour recdls, and thus are familiar with the 24-hour recdl format. Approximady haf
of the women will recdve the 24-hour recal during 2007 and hdf during 2009/2010. In this way we will be

able toestimae inteke throughout the WHI-ES while minimizing participant burden and dietary assessment
costs.

Consenting for this edditiona recell will be done by epproach letter and teephone cal. About two weeks
before the 24-hour recal, patidpants will be maled an gpproech letter desaribing the 24-hour recal process
and specifying thet when cdled, they may choose not to be interviewed (see Figure 7.10 — WHI-ES DM
Approach Letter and Figure 7.11 — 24-Hour Recall Interview Sript).  If consent isnot granted, the
interviewer will thenk the particdpant for her timeand end thecdl. During the WHI DM Trid, 3% of
particdpants dedined the 24-hour recdl. If consent isgranted, the interviewer will proceed with the recdl
which tekes about 20 minutes.
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The Fred Hutchinson Cancer Research Center (FHCRC) Nutrition Assessment Shared Resource (NASR) will
conduct the 24-hour recdls using the 5-step multiple-pass method as they used during the WHI DM Trid. In
this method, particdpants first list dl foods and beverages consumed followed by interviewers asking about
typicdly forgotten foods, esting occasions, detals, and find questions about anything dse consumed. To
fadlitae the interview, patidpants will receve aserving size booklet with the approach letter. Thirty

centof recels will be taken for weskend days and 70% for weekdays. Per standard WHI proocedur
interviewers will meke 12 cdl atempts per paticpant and ater every fourth atempt they will leave avoice
mail message with contact information. After meking contact, recaiving consent, and completing the recdl
the interviewer will thank the particdipent for her time Quaity assurance monitoring of the cdls will be done
on 10% of the recdls with patidpent’s permission. The CCC will mal athenk you letter to partidpants who
complete the 24-hour recal (see Figure 7.12 — WHI-ESDM Thank You Leter)._Cdls and |Ieters will be

ovided in Spanish for Spanish- in id s. The FHCRC NASR uses the Minnesota Nutrient Data
System for coding and nutrient andysis of the 24-hour recdls.

7.6.4 WHI-ES DM Timdine
WHI-ES DM maintenance program and dietary assessment timeine
WHI-ES WHI-ES WHI-ES WHI-ES
Yerr 1:2 Year 2:3 Year 34 Year 45
(2006-2007) (2007-2008) (2008-2009) (2009-2010)
Mail generd 1 maling to WHI-
letter ES intervention and
compai
partidpants
Mal WHise . | 2malingstodl . | 4mdlingstoal . |. 4malings todl .| 4malings todl[ Formatted: Font: Times New Roman, 10 pt, Italic,
Choices WHI-ES DM WHI-ES DM WHI-ES DM WHI-ES DM Font color: Black
newsletter intervention intervention intervention i ntervention
partidpants partid pants partid pants partid pants
Implement Half of the 4.6% Half of the 4.6%
24-hour recd| subsample of subsample of
WHI-ES DM WHI-ES DM
partid pants partid pants
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Figure 7.1
Cover Leter for Contact 1

WOMEN’S
HEALIH

Thank you for being part of theWomen's Health Initiative Extension Study! The purpose of the
WHI BExtension Study is to learn more about women's health and about the causes of diseasein
women. Asaparticipantin the W HI BExtension Study you areasked tofill out forms eachyear
so we can updateinformation onyour heath. Thisinformationwill be used to learn more about
the relationship between lifestyle habits and women'’s health. Wewant theresults of this study
to represent all women, so your continued participationis very important to us.

The enclosed forms ask severa questionsabout your health, including y our recent medical
history. Pleaseusetheenclosed pencil to complete the forms so our machinescan read y our
answers. Whenyou havecompleted theforms, return themright away in the postage-paid
envelopetothe Extension Study Clinical Coordinating Center in Seattle, Washington.

If you haveany questionsabout theforms or need help filling themout, you may call your
Clinical Center at thetelephone number listed ontheattached page. Forthenex several years,
we will needto know where to send your newsletter and health forms. Pleasenotify your
Clinical Center if you moveto adifferent addressor if your phone number changes.

Allinformation you providewill be kept confidential and y our namewill not be linked with data
given to anyone other than WHI research staff. Participationin thisstudy isvoluntary andyou
may refuseto answer any questionson theforms. However, we do appreciate having complete
follow-up information on all participantsto make suretheresults of the W HI Extension Study
are accurate and scientific.

W e appreciateyour continued participation in the WHI Extension Study. Thisis animportant
study that may help usto improvethehealth of womenfor generationsto come. Every woman
counts, so pleasekeepin touch.

You are part of the answer!

SPONSORED BY THENATIONAL HEART, LUNG, AND BLOOD INSTITUTE
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Figure 7.2
Cover Lette for Contat 2/ 3

WOMEN'’S
HEALTH

A few months ago we sent you a packet of health formsto completefor theWomen's Health
Initiative Extension Study. Wehavenot yet received all of your completed forms. New forms
and a postage-paid envelope are enclosed, in caseyour copies were misplaced or not received. If
you hawve alr eady completed and mailed your for ms, you do not needto fill them out again
and canignor ethisrequest.

The purpose of the W HI Extension Study is to learn more about women's health and about the
causes of diseasein women. Asa participantin theWHI BExtension Study you are asked to fill
out forms each year so we can updateinformation onyour heath. Thisinformationwill be used
to learn more about the relationship between lifestyle habits and women’s health. Wewantthe
results of this study to represent all women, so your continued participationis very important to
us.

The enclosed forms ask several questionsabout y our health, including recent medical history.
Please usetheenclosed pencil to completethe forms so our machinescan read y our answers.

W henyou have completed the forms, returnthemright away in the postage-paid envelopeto the
Bxtension Study Clinical Coordinating Center in Seattle, Washington.

If you haveany questionsabout theforms or need help filling them out, you may call your
Clinical Center at thetelephone number listed ontheattached page. Forthenext several years,
wewill needto know where to send your newsletter and health forms. Pleasecall your Clinical
Center if you moveto adifferent address or if your phone number changes.

Allinformation you providewill be kept confidential and your namewill not be linked with data
given to anyone other than WHI research staff. Participationin this study isvoluntary andyou
may refuseto answer any questionsontheforms. However, we appreciate having complete
follow-up information on all participantsto make surethat the results of the W HI Extension
Study are accurate and scientific.

W e appreciateyour continued participationin the WHI Extension Study. Thisis animportant
study that may help usto improvethe health of women for generationsto come. Every woman
counts, so pleasekeepin touch.

You areveryimportant to the WHI, so we hope to hear from you. You are part
of the answer!

SPONSORED BY THE NATIONAL HEART, LUNG, AND BLOOD INSTITUTE
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Figure 7.3
Pasona Information Update Cover Letter

WOMEN’'S
HEALTH

Thank youfor being part of theWomen's Health Initiative (WHI) Exension Study! The purpose of
the WHI is to learn more about women’s health and therisk for disease in postmenopausa women.
One of our mostimportant goals is to keep track of any major changesin your health through the
end of thestudy. In orderto dothat, we need to make surewe can contact you throughout the course
of the study. Weask that you check and, if necessary, updatethe contact information we have for
you, the other contacts you listed, your doctor or primary care clinic, and your proxy .

To help us continueto collect the study information we need, weare asking you to:

1. Review theenclosed Personal Information Sheet. This sheet hasinformationyou havegiven us
about your personal contacts and your doctor or clinic. If you noticethat any informationis
wrong, pleasecrossit outand write in the correction. Also, if any informationis blank, we ask
that youfill in the missing information.

2. Mail the updated Personal Information Sheet back to the WHI Clinical Coordinating Center
using the postage-paid envelope provided. If youdo not haveany corrections, we would still
like you to mail the sheet back tous. Simply write “no corrections” onthetop. Thatway we
will know that you received our request and were ableto review theinformation.

Thank you for taking thetime to completethisimportant task. Remember that all informationyou
provideto uswill always bekept confidential. Weappreciateyour continued participationin the
Women'sHealth Initiative. This study is important for the health of women for generationsto come.

Every woman counts, so please keep in touch!
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Figure 7.4
Suggested Script for Contact 4 Tdephone Contact

The caller should tel ephoneuntil she/heisabletoreach thewoman or other personal contact.
Actual contact isrequiredto confirmthat theF C hastheright addressand phone number.

"Hello Mrs./MisgMs. ,thisis fromthe Women's Hedlth
Initiative Extension Study (name of field center) ."

" Severa weeks ago aform packet was mailed to you fromthe Women's Hedth Initiative Extension
Study. Did youreceive the packet?'

If not received:

"I'msorry to hear that. Maybe it was sent to thewrong address. Let me check your mailing
addresssothat we can updateour files."

(Record correct address, then continue.)

“Becauseyour participationis very important to us and we would like to includeyour
responsesin thestudy results, | wouldlike to go over one of theformswith you over the
telephone. Is thisagood time for usto complete theform over the phone?’

If no:
"W henwould you like me to call back?"

(Confirmtime, thank participant, terminatecall, call back later to conduct
interview)

If yes:
“Great. | will read youthequestionsover thetelephoneand record your answers.”
Conduct interview: complete Form 33.
“Thank you very much for spending thetime to answer these questions over the
telephone. We're very glad to haveyou as part of the Women’s Health Initiative
BExtension Study.

(Terminatecall.)
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Figure 7.4 (continued)
If yes

“CGood. Becauseyour participationis very important to us and we would like to includeyour
responsesin the study results, | would like to go over one of theforms with you over thetelephone.
Is this agood time for us to completetheform over the phone?’

If no:
"W henwould you like meto call back?'

(Confirmtime, thank participant, terminatecall, call back |ater to conduct
interview,)
If yes
“Great. I'll read youthe questionsover thetelephoneand record y our answers.”
Conductinterview: complete Form 33,

“Thank youvery much for spending thetime to answer these questions over the
telephone. We're very glad to haveyou as part of the Women's Health Initiative
Bxtension Study.

(Terminatecall.)

If during a contactyou learn that the participant isdeceased, isunableto communicate, or has
poor cognitivefunctioning, end call appropriately (e.g., if sheisdeceased): “ | amso sorry to hear
that Mrs./Miss/Ms. haspassed away. Shewasan important member of our
study.”

If deceased - completeF orm 120— I nitial Notification of Death

If poor cognitivefunction, communi cation abiliti es, expl ore possibility of changingto
proxy follow-up.

If at any point during the contact her participation statuschanges(e.g., she requestsno further
telephonecontact):

Update F orm9 — Participation Status.
Initiate F orm 24— Retention Worksheet (optional).
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Figure 7.5
Suggested Script for Praxy Tdephone Contact

Ask to speak to (in order of priority for contact):

Proxy (if one hasbeen i dentified)
If noneidentified:
spouse or partner
nearest relative
friend

Once contact isestablished, start at beginning of script.
If none of the aboveare avail able, contact the woman’ sphysician.

"Hello, thisis from the W omen's Health Initiative Extension Study (name of
fieldcenter). May | speak to [proxy name]?"

If proxyisavailable, continue.
If proxyisnot currently available:

“Can you suggest atime when | may be able to call back and speak with him
[her]?”

Confirmtime, thank person on phone, call back later to talk with proxy.

If identified proxy continuesto beunavail able after several calls, try to
contact another proxy.

If participant isdeceased:

"W ewerevery sorry to hear that Mrs./Miss/Ms. has passed away.
As youmay beaware, shewas animportant member of our study, theWomen’'s
Health Initiative.”

(Continuebelow.)
If participant isunableto communicate or haspoor cognitivefunctioning:

"Wewerevery sorry to hear that Mrs./Miss/Ms. hashad arecent
declinein her health. Asyoumay beaware, sheis animportant member of our study,
the W omen’'s Health Initiative.”

(Continue)
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“ Becausewe want the study to represent all women, wewould still like to include her
intheresults. In order todothis, | would like to ask y ou some questionsabout her
health during the past year. W ould this beagood time for me to ask the questions?’

If yes
CompleteF orm 33— Medical History Update.

"Thank you very much for your helpin theWomen's Health Initiative
BExtension Study. Theinformationyou have providedis very importantto the
results of thestudy."

If no:
"W henwould you like me to call back?'
(Confirmtime, call back |ater to conductinterview.)

If husband/partner refusesto participate, thank him/her, terminatethecall,
and try to contact another proxy.

In order of priority for contact:
spouse or partner
nearest relative
friend
Once contact i sestablished with new proxy, start at beginning of script.
If none of the aboveare avail able, contact the woman’ sphysician.

For all participants, Update F orm 9 — Participation Status, if it hasnot already been
updated (e.g., regarding theparticipant sdeath or poor cognitivefunctioning).
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Figure 7.6
Cova Ldter for Praxy Contact

WOMEN'’S
HEALI'H

Thank youforyour willingnessto serveas aproxy (personal heath contact) for a participantin the
W omen’s Hedlth Initiative Exension Study. Thepurpose of the Women’s Health Initiativeis to
learn more about women'’s health and therisk for diseasein postmenopausal women. Thisimportant
health study includesover 110,000 women acrosstheU.S. Oneof our mostimportant goalsis to
keep track of any major changesin the health of our participants through the end of the study. When
aparticipant in the Women's Health Initiative becomes unable to answer questions about her hedlth,
we ask for her proxy’s help in providing this information.

Enclosed in this packet are the hedth update questionnaires that we are asking youto complete, to
the best of your ability. They includequestionsabout any hospitalizations or seriousillnesses the
participant may havehadin thepreviousyear. This informationis collected to help WHI find
answers toimportant questionsabout women’s health. Depending upon your responses, y ou might
be contacted for additional details. If thereis somethingthat you do notknow, it is okay toleavethe
answer blank.

Thank youfor taking thetime to completetheseimportant questionnaires. It is very important for
W HI to have completefollow-up information on all participants to ensurethat WHI results are
accurateand trusted by scientists and physicians. Withyour generous help, theWomen’'s Health
Initiative will havetheinformationthat is vital for the study to succeed. If you haveany questions
or need any help, please call your Clinical Center at the phone number listed onthefollowing pages.
Remember that all information you provideto us will always be kept confidential. W eappreciate
your participationin theWomen’s Hedlth Initiative. Thisstudy is important for the health of women
for generationsto come.

Thank you for your contribution to
the Women's Health | nitiative!
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Figure 7.7
Cova Lete for Praxy Contact 2/ 3

WOMEN'S
HEALI'H

Thank you for your willingnessto serveas a proxy (personal health contact) for a participantin the
W omen's Hedth Initiative Etension Study. A few monthsagowe sentyou a packet of health forms
to completefor the Extension Study. Wehavenot yet received your completed forms. New forms
and a postage-paid envelope are enclosed, in caseyour copies were misplaced or not received. If
you have alr eady completed and mailed the for ms, you do not needto fill them out again and
canignor e thisr equest.

The purpose of the W omen’s Hedlth Initiativeis to learn more about women'’s heath and therisk for
diseasein postmenopausal women. Thisimportant health study includes over 110,000 women
acrossthe U.S. Oneof our most important goalsisto keep track of any major changesin thehealth
of our participantsthrough theend of the study. W hen a participantin theWomen's Health
Initiative becomes unableto answer questions about her health, we ask for her proxy’s helpin
providing thisinformation.

Enclosedin this packet are the health update questionnaires that we are asking you to complete, to
the best of your ability. They include questionsabout any hospitalizations or seriousillnesses the
participant may havehadin thepreviousyear. This informationis collectedto help WHI find
answers toimportant questionsabout women’s health. Depending upon your responses, you might
be contacted for additiona details. If thereis something that you do not know, it is okay to leavethe
answer blank.

Thank you for taking thetime to completetheseimportant questionnaires. It is very importantfor
W HI to have completefollow-up information on all participants to ensure that WHI results are
accurateand trusted by scientists and physicians. W ith your generous help, theWomen’'s Health
Initiative will havetheinformation that is vital for the study to succeed. If you haveany questions
or need any help, pleasecall your Clinical Center at the phone number listed onthefollowing pages.
Remember that all information you provideto us will alway s be kept confidential. W eappreciate
your participationin theWomen’s Health Initiative. This study is important for the health of women
for generationsto come.

Thank you for your contribution to
the Women's Health I nitiative!
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Figure 7.8
Postcard for Participants on No Follow-Up

WOMEN'SHEALTH INITIATIVE EXTENSION STUDY

1. Haveyou had any major health problems sincewe last saw you?
O no O ves > Pleasedescribe:

2. Isthis addresslabel correct?
O ves O No > Change to:

3. May we contact you about joining the Women's Health Initiative Extension Study?

D No D Yes

| have questions, please call me at:
Best times to call:

Please call [FC phone number] or return this postcard to [FC address].
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Figure 7.9
WHI-ES DM Generd Leter

To our valued WHI Extension Study participants
‘who were in the Dietary Study

Thank you for continuing your commitment to the Women’s Health Initiative by joining the WHI
Extension Study. Recently, we sent you an importantissue of the WHI Matters newsletter
summarizing the results to date about the WHI Dietary Study that had been published in the Journal
ofthe American Medical Association. These results showed thatbreast cancer rates may turn out to
be lowerin the low-fat Dietary Change (intervention) group compared to the Comparison (usual
diet) group. However, the observed 9% difference was not statistically significant (a measure used
to evaluate study results), meaning that the results remain uncertain.

As aparticipantin the WHI Extension Study, the health information you provide every year will
help scientists determine if the W HI low-fat dietary pattern will eventually result in statistically
significant changes over time ofbreast cancer, colorectal cancer, and heart disease. This is because
the effect ofdiet change may take a long time to develop. To learn more about dietary effects over
time, there is a small chance that you will be called and asked about the foods you eat. Ifyouare
called, youmay choose whether ornot to participate in the interview.

W e will continue providing you with up-to-date news about the Women's Health Initiative, plus
general health and nutrition news, in upcoming issues of WHI Matters. If you were in the Dietary
Change group ofthe Dietary Study, we are pleased to let you know that the National Institutesof
Health will continue providing quarterly issuesof the WHIse Choicesnewsletter. W ehopethe
newsletters will be helpful to those of youwho wish to maintain thelow-fat eating pattern adopted
during the WHI Dietary Study. Thefirst WHIse Choicesfor the Extension Study period, planned for
later this year, will give youtheoption of not receiving future issues, if you prefer.

Thank you forbeing in the WHI! The Women’s Health Initiative is one ofthe largest and most
comprehensive studies ever conducted. Because of'your continued cooperation, we will continue to
find the answers to important questions concerning women’s health. In addition to the updates we
send, ongoing news about WHI may be found at www.whi.org, www.nhlbi.nih.gov/whi, and
http://orwh.od.nih.gov/WHIConference.htm.

You arepart of the answer!

SPONSORED BY THE NATIONAL HEART, LUNG, AND BLOOD INSTITUTE
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Figure 7.10
WHI-ES DM Approach L etter
FRED HUTCHINSON
e CANCER RESEARCH CENTER
A LIFE OF SCIENCE
WOMEN’S
HEALTH
WHI Clinicd Coordinating Center
DATE

«Title» «FirstName» «L astName»
«Addressl»
«City», «State» «PostalCode»

Dear «Title» «LastName»,

In the next few weeks, staff from the Coordinating Center for the Women's Health
Initiative Extension Study in Seattle will call you for a short interview. The
interviewer will ask about foods you ate on the previous day. The enclosed booklet
will help you estimate your serving sizes. Please haveit available for the telephone
interview. Y ou do not needto do anything special to prepare for the call. The
interview will take about 20 minutes.

Y ou were specially selectedfor this interview, and we hope that you will participate.
This information will help us learn more about how diet affectswomen's health.

If you would like to participate but are busy when wecall, we will ask if we cancall
you at another time. If you would rather not participate, you are welcome to decline
when called.

If you have any questions, please ask the interviewer when he or she calls.

Sincerely,

_ et X et

Garnet Anderson, Ph.D.

Women's Health Initiative

Co-Prgject Director, Clinical Coordinating Center
206/667-2834
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Figure 7.11 at 0.75" + 1"
24-Hour Recall Interview Script

Women's Health I nitiative Extension Study (WHI-ES)
Dietary M odification (DM) Trial Cohort

24-HOUR RECALL INTERVIEW SCRIPT
MAKE THE PHONE CALL. PRESS THE PRIVACY RELEASE BUTTON AFTER THE PHONE IS ANSWERED.

Helo, my name is<your name> and I'm calling from theCoordlnalng Centa for theWomen’s Health Initiative
Extension Study in Sesttle May | please speak with ?

Ql. Isthis ? VERIFY NAME OF PARTICIPANT ON CALL RECORD SHEET.

e IFYES, GO TOQ2
e |FNO, AND PARTICIPANT IS NOT AVAILABLE,
When would bea good time for me to call again? Thank you very much. Good-bye

WRITEDOWN TIMEON THE CALL RECORD SHEET. DELETE PARTICIPANT INFORMATION
FROM THE RECORD HEADER SCREEN.

e IFYOU REACH VOICE MAIL OR AN ANSWERING MACHINE, AND
Thisisthe fourth, eighth, or 12" cdll attempt:

Thisis<your name> calling from the Coordinating Center of the Women’s Hedlth Initiative
Extension Study in Seettle | am caling for to complete atdephone interview about foods
you eat. Please call 1-800-704-2804 and leave your name phonenumber, and generally thebest
times toreach you. Also tdl usyou are caling about the WHI study. Thankyou.

Q2. Thisis<your name> calling for the Coordinating Centar of the Women’s Hedlth Initiative Extension Study
in Seattle | am calling to complete an interview about what you eat. Isthisagood time for you to tak?
e IFYES,GOTOQ3
e |FNO,

Isthere amore convenient time for me to call you today? Thankyou. | will call you again
a .

NOTE TIME ON CALL RECORD SHEET.
e |FNO CONVENIENT TIMELATER THAT DAY CAN BE ARRANGED,
Thank you very much, | will call again another day. Good bye
NOTE ON THE CALL RECORD SHEET.
e |FFIRM REFUSAL,
| understand that you don't want to becalled again for thispart of thestudy. Thankyou.
NOTE REFUSAL ON THE CALL RECORD SHEET.
Q3. Thereisalegal requirement that you consent to partidpate in thisinterview. Sol would liketoread you a
brief description of theinterview process before we begin.

Thisinterview requires answering detaled questions about the foods you ae and the beverages you drank the
previous day. Theinterview will take about 20 minutes.
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Q4

Q5.

Q6.

Q7.

T Formatted: Indent: Left: 0", Space After: 0 pt,
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By taking part in thisstudy, you will hdp inaesse sdentific knowledge about how diet affects women's 075"+ 1"

hedth. There are norisks of partidpating in thisinterview.

Everything you tdl me will bekept strictly confidential asrequired by law. Your personal identity will not
berevealed in any publication or rdease of results.

Your dedision to partidpate in thisinterview isvoluntary. You may stop at any time and for any reason.
Do you have any questions?
e IFNO GOTOM.

e IFYES, AND YOU DO NOT KNOW THE ANSWER TOA PARTICIPANT’S QUESTION, WRITE
DOWN THE QUESTION CAREFULLY.

| am going to refer your question to one of the sdentists on thisstudy. Wewill cal you with an
answve' vary soon. GO TO Q5.

Do you agree to partidpate in thisinteavien? NOTE ANSWER ON CALL RECORD.
e |IFYES, GO TOQUESTION 5.
e IFNQ,

Thank you vay much for your time Have agood day.

Theinteview will take about 20 minutes. Isthisa convenient time?
e |F A CONVENIENT TIME, GO TOQUESTION 6.
e |IFNOT A CONVENIENT TIME,

What are more convenient times for me to cal you today and on ather days? (IF APPROPRIATE, If it
isbetter for me to call you at home may | have your home phonenumbe?) Thank you, I will call you
again.

NOTE TIMES ON THE CALL RECORD SHEET.

Theaeisal0% chance my supevisor will listen to thisinterview to monitor my performance

e |FPARTICIPANT SAYS SHE DOES NOT WANT THE SUPERVISOR TOLISTEN TOTHE
INTERVIEW, | will call you back on an unmonitored line CALL THE PARTICIPANT BACK ON
ANOTHER LINE.

GO TOQUESTION 7.

Thisinterview has 3 parts. Thefirst part iscalled theQuickList. You will just list thefoods and
beverages you ate and drank yesterday. Next, we will desribe thefoods and beverages in more detail.
Then, | will reviewv your intake for any final revisons.

| ned just a moment to enter some information intothe computer. Please usethistime to get your
Serving Siz booklet and think about what you ate and drank yesterday.

e IFTHESERVING SIZEBOOKLET ISNOT AVAILABLE, A ruler, measuring cups, and measuring
spoonswork just aswdl. | can wait a minutewhileyou get them.

Conmplete the NDSR Record Header Tab:
e Thepatidpait's ID number which islisted on the Cdl Record Shedt.
e Thedae of inteke (previous day, which isthe date the food wes consumed).
e Thepatidpait’s name and gender.
e Your intevieve ID.
e Visit number.
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Q8  For theQuidckList, tdl me thetime and place you ate and then briefly list everything you had to est or at 075" + 1"

drink starting from midnight, <day of wesk>, until midnight last night. Okay? What time was it when
you had your first item to eat or drink after midnight <day of the wesk>?

ENTER EACH FOOD AND BEVERAGE ITEM ON THE NDS-R QUICK LIST WINDOW.

ENTER ENOUGH INFORMATION SOYOU WILL BEABLE TORECOGNIZE IT WHEN YOU GET TO
THE FOOD SEARCH WINDOW. ITEMSWILL BE GROUPED BY MEALS AS THEY ARE ENTERED:
BREAKFAST, LUNCH, DINNER, SNACKS. THISWILL HELP YOU AND THE PARTICIPANT SPOT
OMISSIONS. THINK ABOUT THE FOODS, BEVERAGES AND MEALS THE PARTICIPANT HAS
RECALLED. ASK ABOUT POSSIBLE OMITTED FOODS AND BEVERAGES AT EACH MEAL/SNACK
AND BETWEEN MEALS AND SNACKS. THE FOLLOWING ARE EXAMPLES OF PROBES:

Did you have

o anythingtoeat or drink in thecar?

e any snacks in themorning whileyou were at work?

o fruit, chips, or adessart with your lunch?

o anythingtoeat or drink when you got home from work, for example,

whiledinner was beingprepared or before you ate dinner?
« something to drink with dinner?
« anythingtoeat or drink before you went to bed?

WHEN FINISHED PROBING AFTER THE QUICK LIST, GOTO Q9.
Q9. Now welll go over the foodswe just listed and you can desribe them in more detail. When | ask you
about amounts, please usethe Saving Siz Booklee (AND/OR measuring cupsand spoons OR ruler), to

hdp you estimate portion sizs Thefirst thingyou said you had yesterday was <name of food/beverage>
a <time of day>.

PROBE FOR ADDITIONS AT THE ADD FOOD WINDOW.

PROCEED WITH THE ‘FOOD SEARCH’, AND ‘ITEM DETAIL’ WINDOWS TO FURTHER DESCRIBE
EACH ITEM. FOLLOW PROBES ON THE SCREEN TO COMPLETE THE DETAILS REQUIRED.

AFTER GETTING THE DETAILS, GO TO Q10.
Q10. Now wewill review your day'sintake Fed free to stop me a any time if you recall having any other
foods or beverages or if | have stated an incorrect amount or type of food.

USE THE ‘FOOD REVIEW’ WINDOW TO THOROUGHLY VERBALLY REVIEW THE DAY'S INTAKE
WITH THE PARTICIPANT. READ EACH FOOD, PREPARATION METHOD (WHEN NECESSARY)
AND SERVING SIZE TO THE PARTICIPANT TO CONFIRM FOOD INTAKE. MAKE CHANGES, IF
NECESSARY. WHEN YOU ARE FINISHED REVIEWING THE INTAKE, ASK ONE FINAL TIMEIF THE
PARTICIPANT RECALLS EATING OR DRINKING ANYTHING ELSE.

AFTER REVIEWING, GO TO END.

END. Thisoondudestheintavien. Thank you, <partidpant’'s name> , for giving ussuch detailed information.
Thisinformation isvay important to thisresearch project.

COMPLETE THE RECORD TRAILER TAB:

The INTAKE was USUAL (defauilt).

The RELIABILITY OF THE INFORMATION isthe subjective opinion of you, the interviewer.
If the partidpant seemed confident inrecdling his or her inteke record RELIABLE.

If the participant was unable to remember meds or snacks, record UNABLE TORECALL ONE OR
MORE MEALS. Mé&ke anote to det the RN.

If the interview seemed unrdiable for other reasons, record UNRELIABLE FOR OTHER REASONS.
Note why on the Cdl Record Shest. Make anote to det the RN.
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AFTERTHE INTERVIEW:
1

2.
3.
4

5.

T Formatted: Indent: Left: 0", Space After: 0 pt,
Border: Bottom: (No border), Tab stops: Not at
0.75" + 1"

EDIT THE RECORD.

COMPLETE THE CALL RECORD SHEET.

PRINT OUT ALL RECORD REPORTS AND ATTACH TOTHE CALL RECORD SHEET.

IF YOU HAVE A RN QUESTION PRINT OUT A RECORD REPORT, ATTACHIT TOTHE CALL
RECORD SHEET, NOTE ‘RN’ ON THE CALL RECORD SHEET.

PLACE THE CALL RECORD SHEET IN THE ‘COMPLETE RECALL TRAY'.
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Figure 7.12
WHI-ES DM Thank You L etter
FRED HUTCHINSON
o CANCER RESEARCH CENTER
A LIFE OF SCIENCE
WOMEN’S
HEALTH
WHI Clinicd Coordinating Center
DATE

«Title» «FirstName» «L astName»
«Addressl»
«City», «State» «PostalCode»

Dear «Title» «LastName»,

A few weeks ago, staff from the Coordinating Center for the Women's Health
Initiative in Seattle called to talk with you about the foods you ate on the previous
day. Thank you for taking thetime for this activity. This is an important part of the
Women's Health Initiative study that will help us learn more about how diet affects
women's health.

We appreciate your continued participation in the Women's Health Initiative.
Together we cando alot to improve the health of women for generations to come.

Sincerely,

it X netensire

Garnet Anderson, Ph.D.

Women's Health Initiative

Co-Prgject Director, Clinical Coordinating Center
206/667-2834
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7.7

771

7.7.2

Standard Operating Proosdures (SOP) for Andllary Studiesof Sef-Reported Outcomes in the
Women's Hedth Initiative

Thissection describes the procedures for obtaining consent for the study of sdf-reported outcomes (SRO) by
andllay studies (ASs) inthe Women's Hedth Initiative (WHI). These procedures refer spedificdly to
studies using sdf-reported outcomes where paticpants from multiple WHI Fidd Centers (FCs) are needed to
obtan alage enough sample

These procedures are intended to be used to obtain vaidaion data (eg., medicd records) on conditions
previously reported to WHI a@ther to confirm dl digible cases or, in the case of more common conditions, to
estimate therdiability of sdf-reported events in arepresentaive sample of digible cases. Theandllay study
(AS) may bea stand-done vdidaion study totest whether sdf-report isgood enough to dlow andyses based
on the sdf-reported outcome

Background

Theoverd| mission of the WHI istoexamine therisks and bendiits of three specific prevention interventions
and todetemine risk factors for the mgor causes of morbidity and mortdity in postmenopausd women. In
support of this, WHI has dreedy collected sdf-reports of adiverse list of medicd events from partid pants,
but has hed the resources to collect medicd records confirming only the event types of highest priority to the
primary study objectives. Many of the other conditions represent important hedth concerns of older women
for which WHI paticipants have dready contributed considerable informaion. Because some of these
conditions are very rare, the WHI may constitute aunique resource for information on these hedth outcomes.
The specific sdf-reported outcomes are listed in Tables 7.1-7.3 — SAf-Reported Outcomes in WHI.

The purpose of these procedures isto provide an efficdent mechenism for obtaning the supporting medicd
records for the sdf-reported hedth outcomes dready known to us when an AS designed to study one of these
outoomes isfunded. Because subcontracting with 40 Fidd Centers islogisticdly burdensome and cost
prohibitive for eech ASto repedt, the proposed process iscentrdized a the WHI Clinicd Coordinaing
Center (CCC) for ingtitutiond review, gpprovd, and implementation, contingent upon approva of their
Standard Operating Procedures (SOP) isobtained & participaing sites.

For thistype of AS (refered tobdow as a Sdf-Reported Outcomes AS, or SRO-AS), WHI patidipants who
had previously reported adiagnosis of the outcome of interest would be identified in the WHI databese,
contacted, and asked to consent to having WHI staff obtain the medicd records associated with that outcome
As proposed, CCC staff would contact participants who have reported that outcome, obtain the signed
authorization tordesse ther medicd records, and collect the pertinent records of consenting partid pants.
Thisnew stage inthe CCC WHI contract isa naturd progression of itsfederdly designated role into
outcomes collection for data repository collaboration.

Oveaview of Process (Proposed)

The process for consenting and collecting medicd informaion from participants who have reported one of
the sdf-reported outcomes listed in Tables 7.1-7.3 isdescribed be ow.

Following review and goprovad of these procedures by the CCC (Fred Hutchinson Cancer Research Center)
Internd Review Boad (IRB), eech FC will seek locd IRB gpprova for this SRO protocol. Under the
origind WHI consent, paticipants have provided data onther hedth outcomes with the expectation that it
will advence sdentific knowledge that expectation gpplies to the study of SRO, just as it does to the primary
outcomes in WHI.

Participants from FCsthet obtain locd IRB approva of the SRO protocol will be digible for goproach for dl
future SRO-ASs. Patidpants from FCswho do not have IRB gpprovd for the SRO protocol will not be
induded inthe centrdly supported attivities of these types of AS, dthough individud SRO-ASs may choose
on acaseby-case basis to negotiae directly with the locd institutions to partidpae
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Once this SRO-protocol is approved, the process tobe followed for each specific SRO-ASis summarized
here, with detals provided bdow:

1. Theproposd for the SRO-AS isreviewed and gpproved viathe existing standard WHI AS review
structure (detailed in Section 7.7.3 bd ow).

2. Funding issecured for the SRO-AS.

3. TheWHI CCCrecdves IRB goprovd for eech SRO-AS. ThePrindpd Investigator (Pl) of the SRO-AS
dso obtains IRB gpprovd from his/her ingtitution.

4. TheCCCIRB gprovd for thestudy issent todl FC IRBswho have gpproved the SRO protocol as an
FYI.

5. TheCCC idetifies digible paticipants with the outcomes of interest for tha SRO-AS.

6. TheCCC sends apacket to paticipants with that outcome The packet indudes acover letter explaning
the study, ashort questionnaire requesting information on thediagnosis and treament, and arequest to
obtan medicd records.

7. Conseting patidpants return the questionnare, and medicd records rdesse tothe CCC. TheCCCre
contacts non-responders for possible participation.

8. TheCCC collects and processes medicad records according to the specified protocol described bdow,
induding removd of persond identifiers if records need tobe reviewed and/or adjudicated by another
paty.

9. Paticdpaits medicd records are stored & the CCC.

10. Daa andysis isconducted & the CCC or by the SRO-AS investigators. Any data provided to SRO-ASs
investigators will be de-identified by the CCC before reesse

Details on ExistingApproval Process for WHI Andllary Studies

Tobe considered as apotentid WHI AS, dl AS proposds follow a standard set of requirements and
procedures. A WHI AS isany study tha requires the collection of additiond data from participants enrolled
in any WHI component, induding data obtaned from existing spedmens. An ASisconducted with non-
WHI funds, with some basic CCC support covered by the WHI contract.  The WHI acogpts AS proposd s
from investigators within and outside of the WHI organization. Studies conducted by non-WHI investigators
must be sponsored by a WHI PI.

Andllary Study proposds fdl into two generd categories:  those reguesting biospedmen and those without
biospedmen requests. The prooedures and review process are dightly different for each. For biospecdmen
proposds, an additiond leve of review isconducted by the Laboratory Working Group (LWG), the CCC,
and the Executive Committee (EC). All proposds are reviewed according to the AS review criteria listed in
Table 7.4 —WHI ASReview Criteria

Once a proposad hes been gpproved by the ASC, it issent to the NHLBI Project Office (PO) and the WHI EC
for review and gpprovd. The Observationad Study Monitoring Board (OSMB) review isdso required if the
study requires additiond consent from participants, and/or will involve additiond particpant burden. When
the POand OSMB have revienved and gpproved the proposd, the PO sends an approvd |etter to the AS PI
and the Pl is free to submit an gpplication for funding the AS.

The AS goplication may indude a subcontract to the CCC. Before submission for funding, AS proposds are
given abrief review by the AS PI’slocd institution and by the CCC’sIRB (a the Fred Hutchinson Canoer
Research Center); an IRB gpplication is then submitted once the AS receives a fundeble score

Details on Approval Process for Sdf-Reported Outocomes Andllary Studies (SRO-AS) (Proposa)

When an SRO-AS involving one of the outcomes listed in Tables 7.1-7.3 has been funded, the CCC will
notify dl Plsa FCswith particpants reporting that paticular outcome  The purpose of thisnotification isto
let Plsknow that some of their patidpants will be contacted by the CCC regarding possible paticipaion in
the SRO-AS. ThePI natification will indude acover letter and abstract and brief description of the goproved
SRO-AS.
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7.7.5

Upon receipt of the notification leter, the FC Pl will follow the locd procedures for notifying hisher IRB
regading the SRO-AS, which may involve the Pl sending the CCC IRB gpprovad and study description to
their locd IRB asan FYI. Thisprocess will vary depending on the agresment thet hes been esteblished & the
locd levd.

Details on Obtaining Consent for participation in SRO-ASs and Medical Records Cdllection (Proposed)

Thefollowing process will be followed for eech SRO-AS. Consent and medicd outcomes reports for
paticpants inthese studies are collected centrdly by the CCC.

A.

Eligibility. TheCCC will cregte alist of participants who have reported the sdf-reported outcome of
interest for eech paticpaing FC. Thislist will beused to creste cover letters and mailing labds for
digible paticipants. Women are digible for goproach if they reported the outcome of interest during the
origind WHI, with the exception of those who were dassified as “ absolutdy no contat” & the end of
WHI, or who became “ absolutdy no contact” during the Extension Study. For participants on proxy
follow-up, the consent packet will be sent to the proxy, with adifferent cover letter. Thenext of kin for
women who are decessed may dso be gpproached, depending on thetype of data needed for that spedific
AS. Thisprocess will be established for eech AS separady, as needed.

Reauitment. The CCC will mal an initid consent packet to patidpants who have previously reported
the outcome in the study. The packet will indude

e Cove ldter (see Figure 7.13 —Modd of Consent Cover Leter). Thisleter explans why we are
contecting the paticipant, outlines the contents of the packet, and explans wha ther patidpation
will entail. A ocontact person and phone number for both the CCC and the SRO-AS PI are ind uded
inthe leter.

e Brief questionnaire to confirm the data we have from the participant pertaining to the outcome and to
ask for information on the hedth care provider(s) providing diagnosis and trestment (see Figure 7.14
—Modd of Health History Questionnaire). Thisquestionnare would be modified to indude
questions that meet the spedific neads of eech SRO-AS.

e Consent Form to paticpae inthe SRO-AS, if required. For those studies tha need asigned
Authorization to Rdesse Medicd Records only, a consent form will not beinduded. If participation
in the SRO-AS requires additiond questionnaire or lab data from the paticpant, aconsent form and
additiond information outlining the study’ s requirements will be ind uded.

e Authorization to Rdesse Medicd Records form (see Figure 7.15—Modd of Authorization to
Rdease Medical Records). Thisform asks the paticipant to give the CCC permission to obtan
medicd records tha may be rdated to the outcome of interest. Shewill be asked to complete and
sign thisform before maling it back to the CCC. Themedicd records rdesse form sent to eech
patidpant will be spedfic to that paticipant’s FCingtitution, and, because different disesses might
require different kinds of documents, possibly by the disesse outcome Reesse forms will nead to
meet the Federd HIPAA regulaions. Themodd in Figure 7.16 — Modd Request for Medical
Records Information Sent to Healthcare Providers and Institutions provides a sanple of what a
typicd medicd rdease form looks like

e Business Reply Enveope for returning the signed consent form and medicd reesse form(s) to the
CCC.

Follow-up with non-respondents. The CCC will track returned packets inthe WHI database A second
packet with |etter and medicd resse will be sent to non-respondents two months dter the initid
mailing. One month laer, aCCC staf member will cdl non-respondents toanswer questions and
prompt return of theforms. If paticpants ae not interested in particpaing & tha point, or cannot be
reeched or found, they will no longer be contacted for partidipation.
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D. Requesting records from medicd care provides. T he documents to be requested depend on the
diagnosis and neads of the SRO-AS. The SRO-AS investigator will provide alist of spedific documents
needed to the WHI CCC Outcomes Unit. Thisdocument set will be listed on the Request for Medical
Records Information (see Figure 16) sent tothe hedth care provider(s) listed on the questionnare In
most cases the generic rdesse may be suffident documentaion, but insome cases the hospitd/doctor
may have ther own medicd rdesse spedfic tothdr orgenization, institution, or statetha needs tobe
signed. In those cases, the CCC will send the provider-specific rdesse tothe paticipant for asignaure
Hedthcare providers will be asked tosend the requested documents to the CCC inthe return envelope
provided.

E. Review and adjudication of hedth outoomes. Upon receipt a the CCC, dl medicd records will be
reviewed for completeness and fact of receipt deta entered inthe WHI datebase.  All records will then be
assembled in apacket, copied, and the copies sent out to the adjudicators identified for tha SRO-AS. All
patient and next-of-kin identifiers will be removed from documents before distribution to adjudicators.
Following adjudication, dl records and completed forms will be returned to the CCC for data entry or,
destroyed if they are duplicates. If during the process, adjudicators determine that additiond medicd
records are nesded, the CCC would conduct the steps necessary  to obtan those documents and provide
them to the adjudicator(s). Following adjudication and data entry, dl documents are archived & the
CCC.

F. Daa Entry and Andysis. The CCC daabase staff will be responsible for deta entry and storage of dl
data received through this process. CCC statistidians will work with the SRO-AS investigators to
andyze data and prepare manuscripts on study results. Any data rdessed to SRO-AS investigators will
be de-identified.

Table7.1
Sdf-Reported Outocomes in WHI - Genera

e Alzhéme’s disesse e Joint replacement

e Amyotrophic laed sderosis e Kidney stones

e Asthma e Live disesse

e Benign bresst disesse e Maoula degenerdion

e Caaads e Multiplesderosis

e Demettia e  Osteoathritis

o Diabetes (trested) e  Osteoporosis

e Didysis for kidney disesse e Pakinson's diseese

e Diveticaulitis o Pancredtitis

e DVT e Peptic ulcer disesse

¢ EmphysemaCOPD e Pumonay embolism

e Gdl bladder disesse e Rhaumaoid athritis

e Glaucoma e  Systemic lupus erythematosus

e Heat fdlure e Thyroid disesse

e Hypetension e Venous thromboembolism

e  Hysterectomy e ICD-9 CM codes

e Intestind polyps e Diagnostic procedures, such as sigmoidoscopy,
e Inflanmaory bowd diseese colonoscopy, biopsy of benign breest lesions
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Table7.2

Sdf-Reported Outcomes in WHI —Non-Primary Cancers

Accessory  sinus .
Adrend gland

Anus

Appendix

Biliary tract

Bladder

Bones/jointdaticular catilage
Bran .
Cavix .
Centrd nervous system (exdudes brain)
Connective/'subcutaneous/soft  tissues
Endocrine glands, rdaed structures
Esophegus

Eye and adnexa

Genitd organs

Kidney

Larynx

Leukemia .
Liver

Lung

Lymph nodes

Table7.3

Lymphoma, Hodgkins

Lymphoma, Non-Hodgkins

Mdanoma of theskin

Multiple mydoma

Ord (mouth)

pPdae

Pancress

Parotid gland (Stensen’s duct)

Peripherd nerves and aitonomic nervous system
Pyriform sinus

Respiratory system, intrahoracic, other

Sdivay glands, mgor

Stomach

Thyroid

Tongue, pat of

Urinay organs

Uterus, not otherwise specified

Other, not specified above (from the Internationd
Clessification of Disesses for Oncology 1CD-02
Reference Manud)

Sdf-Reported Outcomes in WHI —Non-Primary Fractures

Thosethat may already have been locally verified

Ankle

Capd bong(s) inwrist
Clavide or collarbone
Elbow, not otherwise specified
Humerus

Metacapd bong(s)
Padla

Pdvis

Radius or una

Sacrum and Coccyx
Scagpula

Shaft of femur
Tasd/metatarsd  bones
Tibiaand fibula

Tibid plateau

Upper radiusulna
Veteord

Sdf-reports only

e Elbow

e Foot

e Hand

e Hip

e Knee

e Lowe am or wrist
e Lowe lgg

e Pdvis

e Tailbone

e Upper am or shoulder
e Uppe leg

e Spine
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Table7.4
WHI AS Review Criteria

l. Sdentific Review

A.

Significance Does thisstudy address an important problem? If the ams of the gpplication are achieved, how
will sdentific knowledge be advanced? What will be the effect of this study on the conoepts or methods that
drive thisfidd?

Approach:  Are the conceptud  framework, design, methods, and andyses adequatdy developed, wel-
integrated, and gppropriade tothe ams of the projet? Does the goplicant acknowledge potentid problem
aess and consider dterndive tactics?

Innovation:  Does the project employ nove concepts, goproaches or method? Are the ams origind and
innovaive? Does theproject chdlenge existing paradigms or devdlop new methodologies or technol ogi es?

Investigator:  Isthe investigator gppropriatdy trained and wel suited to cary out thiswork? Is the work
proposad appropriate to the experience levd of the prindpd investigator and other researchers (if any)?

Environment: Does the scentific environment in which the work will be done contribute to the probability of
success? Do the proposed experiments  teke advantage of unique festures of the sdentific environment or
employ useful collaborative arangements? |s there evidence of institutiond support?

(CT Studies) Rdevance toCT: Does theprojet draw on the randomized naure of the CT design? Isthe
proposad study optimaly addressed inthe CT; does it require an experimentd, randomized design to address
the study question?

Il.  WHI Priorities and Pdicy

mmoow»

Potentid for contributing to the hedth of post-menopausd women
Draws on unique characteristics of the WHI

Complement the current portfolio of studies

Vdue of sdetific resource contributed to the WHI

Years of service to the WHI of the AS principd investigetor

(CT studies) Draws on unique characteristics of the WHI CT

Ill. Opeationd Criteria

>

moow

Acceptebl e Informed Consent: Accurate, dear and complete gppropriatdy distinguishes AS participation
from WHI participation

Acceptebl e burden to WHI study particpants

Nongminimd burden to WHI collaboraing centers

Meds goprovd from patner WHI institutions (eg., CCC)

Approprigte plan for disposition of AS data (eg., confidentidity, submission of results data to CCC)
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Figure 7.13
Modd of Partidpant Consent Cover Letter for SRO-Andllary Studies

Thisletter issent to the patidpant toexplan why we are contacting her, outlines the contents of the packet, and reviews
what isneeded from her if she chooses to patidpate inthe SRO-AS. Theléter issigned by a Co-Investigator of the
WHI CCC and indudes contact teephone numbers for both the CCC and the SRO-AS PI.

(date)

<<patidpait name>>
<<aldress>>
<<dty,state z pcode>>

Dear <<name>>,

Thank you for being apat of the Women's Hedth Initiaived The WHI was crested to learn more about women's hedth
and the causes of diseese inwomen. As an important member of the Women's Hedth Initiaive over theyears, you and
the other WHI patidpants have provided vaduable hedth informaion tha has chenged medicd practice and will
continue to hdp women for generations tocome

The WHI database indicates that during your participation inthe WHI, you reported that you had been diagnosed with,
or received medicd trestment for <<medical condition>>. Dr. <<Prindpa Investigator>>, aresearcher & the
<<ingtitution>>, isconducting further research on WHI patidipants netionwide who have experienced this particular
hedth condition, and isvery interested in obtaining additiond details aout your expeience Todo so, we heed to
review your medicd records toobtan more information about your diagnosis and trement. In WHI, hedth tracking
hes generdly been done by your locd dinicd center. For thisspedd WHI study, the WHI Clinicd Coordinating Center
(CCC) a the Fred Hutchinson Cancer Research Center in Sedtle will assist with this work.

We are asking your permission to obtain medicad records about thishedth condition from the hedth care providers,
dinics, and hospitds that may have been involved inyour care for this condition.

If you are willing to participate inthis effort, we ask thet you:
O Complete and return the endosed “ Hedth History Questionnaire” to provide some of the detals we need for
this research and to find out more about the type of hedth care you received.
O Signand return theendosed “ Authorization toRdesse Medicd Records’.  Thiswill authorize us to access and
review themedicd records assodaed with the hedth condition described above
O Return both documents to us using the endosed postage-pad enveope

Plesse be assured that dl information we receive isusad for reseerch purposes only. Records are kept strictly
confidentid, and no names or other identifying information will berdessed except asrequired by law. Paticipaion in
this study will have no impact on your enrollment in the Women's Hedth Initidtive regardiess of whether or not you are
currently an adtive participant.

Wegreatly gopreciate the contributions you have made as a volunteer in the Women's Hedth Initiative If you have any
questions about thisleter or aout the study, plesse cdl either the WHI Clinicd Coordinaing Center steff toll-free a
1-800-514-0325, or Dr. <<Prindpal Investigator>> & <<phone number>>.

Sincerdy,
X AN

Andrea LaCroix, RN, MPH, PhD
Co-Investigator, Women's Hedth Initiaive Clinicd Coordinating Center
Fred Hutchinson Cancer Research Center
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Figure 7.14
Modd of Health History Quegtionnairefor SRO-Andllary Studies

The Hedlth History Questionnaire would indude questions designed specificdly for eech SRO-AS, depending
on the neads of the study and the condition being investigated.

Women’s Hedlth Initiative
Hedlth History Questionnaire

Ina previous hedth update questionnaire that you completed for the Women's Hedth Initiaive you indicaed
thet you hed the medica condition listed bdow. Weare currently studying thet condition and nesd some
additiond informaion about your diagnosis. Please answer thefollowing questions to the best of your ability,
even if they are asking about events that occurred severd years ago.

On aprevious WHI questionnare, you indicated tha you had been diagnosed with the following condition:

Place |abd listing condition here

1 Plesse confirm that you were diagnosed with this condition:

Yes — continue
No — Plesse return this form in the envdope provided and thank you for your time

2. Tothe best of your knowledge, when were you first told by a doctor or other hedth care provider thet
you had this condition?

Month / Year

3. Who isyour current doctor / hedth care provider? If you have more than one that you visit on aregular
besis, plesse list them bdow.

Hedth care provider 1:
Name
Address
Phone

Hedth care provider 2 (3, 4):
Name
Address
Phone

Thenext set of questions ask about visitsto your doctor(s), hospitd admissions, medicd problems, procedures,
and tests thet you may have had reated to the condition listed above In the following questions, do not
report visits that are rdaed to other hedth conditions. Weare specificdly interested inthe medicd condition
listed ebove
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4. Was the condition listed aove diagnosed or tregted during a visit to your doctor’s office?
Yes
No
a Plesse provide the contact information for doctor who first diagnosed or trested this condition. If the
doctor isdreedy listed above plesse provide the name only.
Name:
Address:
Phone
5. Was the condition diagnosed or trested during ahospitd stay?

a Wha isthe name address, and phone number of the medicd fadlity where you were diagnosed or
trested for thiscondition?

Name of hospitd:
Address:
Phone

b. Wha was the date you entered the hospitd? If you do not know the exact date plesse provide the
month and year.
6. Are you still recaiving trestment for this condition?
Yes
No
7. If yes, where are you recaving thetrestment? If the doctor is dready listed aove, plesse provide the
name only.
Name of provider:
Address:
Phone
Thank you for your participation!

Please return all documents in the postagepaid envdope provided.
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Figure 7.15
Modd of Autharization to Reease Medical Reoords Form for SRO-Andllary Studies

The Authorization to Rdease Medical Records form sent to each paticipant will be talored to meet the spedific
requirements of eech paticpant’s dinicd center institution and state Themodd bdow provides asample of
what atypicd medicd rdesse form will indude

‘WHI Clinical Coordinating Center

FRED HUTCHINSON 1100 Fairview Ave. N.
CANCER RESEARCH CENTER PO Box 19024
A LIFE OF SCIENCE Seattle, WA 98109-1024

(800) 514-0325 FAX: (206) 667-5826

AUTHORIZATION TO RELEASE MEDICAL RECORDS
The Women’s Health Initiative (WHI) is a 40-center national study sponsored by the National Institutes of Health to
follow for cardiovascular disease, cancer, and fractures in post-menopausal women. By signing this document, I give
permission to the Principal Investigator and the WHI Clinical Coordinating Center at the Fred Hutchison Cancer
Research Center — Seattle, Washington, Andrea LaCroix, RN, MPH, PhD and her staff, to request my medical records.

™

I hereby authorize any and all I facilities includi

Name of Physician and/or medical institutions
sorl,

To d dical records relating to the following conditions:
Hospitalizations Procedures and Operations
(overnight admission)
Fractures X-rays, Radiology reports, Procedure report
Cardiovascular Medical documents including and pertaining to Myocardial Infarction, CABGs, PTCAs, CHF, Strokes,
diti EKGs, and other Cardiovascular disease
M grams Reports only- NO FILMS
Cancers Including screenings, Breast exams, Pelvic exams, Pap smears, Ultr ds, End rial biopsies and
Pathology reports

By signing, I, acknowledge that I have read and understood the following:

Duration The authorization will remain in effect until its expiration on October 1, 2010.

Revocation This authorization may be revoked at any time by calling (800) 514-0325. Revocation will be in effect immediately
upon notification.

Re-disclosure  Information in the above medical records may be shared with researchers at the Fred Hutchinson Cancer Research
Center (the coordinating center for the study), the staff at the National Institutes of Health, and regulatory bodies such
as the US Food and Drug Administration, and the Fred Hutchinson Cancer Research Center Institutional Review
Board. Once disclosed this information may no longer be protected.

The WHI may not further use or disclose the information in my medical records unless I sign another authorization
giving them permission to do so or unless such use or disclosure is required and permitted by law. Any information
that is re-disclosed by the WHI Clinical Coordinating Center will have my personal information blocked on all record

After completion of the study, I will have the right to inspect or copy the information in my study file.

The records requested are required for data collection in the WHI. My compliance, or refusal, to sign this authorization has no affect
whatsoever on my enroliment in WHI, nor my status as a participant.

INITIAL HERE IF YOU DESIRE A COPY OF THIS AUTHORIZATION
The following information is needed to assure accurate identification and is ONLY for identification purposes.

Patient Legal Name (Please Print) Social Security Number (Optional)
Date of birth Place of birth (Optional)

If another party is signing for participant, please list relationship: Mother’s Maiden Name (Optional)
Patient’s Signature (or signature of party authorized to sign) Date
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Figure 7.16
Modd Request for Medical Records Information Sent to
Hedlthcare Providers and Institutions

Thisisamodd of theform tha will be sent tothe hedth care provider to request medicd records. The spedific
set of documents to be requested isdetermined by the condition and the SRO-AS investigaor.

Women's Health Initiative (WHI)
Request for Medical Record Information

Date Requested: 05-09-07

To: Medical Records Department
Grossmont Hospital (Sharp)
5555 Grossmont Center Drive
La Mesa, CA 91942

Phone: (619) 740-4029 Fax: (619) 740-4466
RE Patient: Patient ID: Date of Service (on or about): DOB: SSN:
XXX-XX-
Patient Address: | WHI Use Only: .
‘ WHI Ref: 1
Phone: Visit ID: . 9 |
Ext Date: . 12/06/05

Enclosed is a copy of the above patient's authorization to release her medical records to the Women's Health
Initiative (WHI) at UNIVERSITY OF CALIFORNIA AT SAN DIEGO. We understand that the patient was
treated/admitted at your facility in connection with the following condition(s):

- Claudication, ischemic ulcers, gangrene
- Pulmonary embolism (blood clot in lungs)

Please send copies of the following documentation:

Hospital Face Sheet

ICD9-CM Codes

History & Physical/Physical Exam

Discharge Summary (if unavailable, please send Progress Notes)
Percutaneous Transluminal Coronary Angioplasty;Stent/Artherectomy
Stress Test by ECG, echo or perfusion scintigraphy report

Thallium or Technetium Studies Report

Operative or Procedure Report

Cardiac Catheterization/Angiogram/Arteriogram/Contrast Ventriculogram
Venogram Report

Impedence Plethysmography

Doppler flow study report

Isotope Scan Report

Please return a copy of this request along with the available documentation to:
UNIVERSITY OF CALIFORNIA AT SAN DIEGO
WHI CCC OUTCOMES UNIT
1100 FAIRVIEW AVENUE NORTH M3-A410
P.0. BOX 19024
SEATTLE WA 98109

Phone: (800) 514-0325 Fax: (206) 667-5829
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