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WHI Communications:
Goals of this lecture

« |dentify the multiple audiences for receiving
major trial communications

» Review the multi-faceted communications
strategies used by WHI to address the needs
of these audiences

 Discuss the communication plan enacted
after the early termination of the E+P trial,
including its strengths and weaknesses

» Tour www.whi.org and highlights its many
uses as a communications resource




WHI Communications:
Who are our audiences?

* FHCRC and local IRBs

* WHI Principal Investigators

e WHI participants

¢ WHI clinic staff

* WHI participants’ personal physicians
» Medical scientists worldwide

* The media

¢ The general public

« Drug companies

. FDA } See next lecture

Do Not Pass Go:
Go Directly to the IRB

IRB reviewed:
 Timeline for notifying
participants

« Participant materials
for mailings
* Website materials

Communication with WHI
Principal Investigators

* Fast:

— WHI e-mail and e-mail groups

— FAXes

— Regional phone trees, Meet-me calls
e Slow:

— Executive and Steering Committee
meetings

— Weekly clinic mailings
— Regional calls




Communication with WHlI

+ Primary responsibility is at the local clinic level

+ WHI Updates - Newsletters with breaking news
related to the trial interventions

+ Centralized mailings when time urgency or
logistics dictate

+ Retention newsletters, activities
+ Participant website: www.whi.org

Communication with
WHI. Clinic Staff

» Primary responsibility is with their Pls

e CCC Staff Liaisons

« Staff group teleconference calls

* WHI Times (online weekly newsletter)

e Occasional staff group workshops and
attendence at Steering Committee meetings

« Staff website: Increasingly the main vehicle
for staff communication study-wide.

Communication with WHI
Participants’ Personal Physicians

« Primary responsibility rests with Pls at
the local level

* Letters/informational materials
developed for mailing to communicate
major news events that affect the trial




Communication with Medical
Scientists Worldwide

¢ Primary mechanism has been through
publication in peer-reviewed journals
» Other venues include:

— presentations at local/ national /
international meetings

— communication with professional
organizations (primary responsibility is
NIH)

« WHI participant website

Communication with the
Media
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* Press releases/packets (national and local)
* Press conferences

« Videotaped interviews released by Journals
« WHI participant website

» NHLBI website, Office of Communications
» Plans developed in case of media “leaks”

* Embargoes respected
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Timeline for Ending

5/31 DSMB recommends ending E+P
trial

Week of 6/3:

L]

WHI Executive Committee Pls notified
FHCRC IRB Chair naotified
Submission of manuscript to JAMA
Participant materials developed
Contingency “leak” plan developed

Timeline for Ending

Week of 6/3:

Participant materials developed
Letters to women in each WHI
component

— HRT Update

— Implementation procedures

— Participant FAQs

— Website

Timeline for Ending

June 10-28:

Submission of participant materials to
FHCRC IRB

JAMA manuscript revisions

Develop P&P plans for other publications
NIH Press Release developed

Agenda prepared for PI meeting

WHI Steering Committee Meeting (Pls
informed)




Timeline for Ending

Week of 7/1:

« Key clinic staff informed

« University press groups receive
embargoed materials

« Letters to participants stuffed (twice)
and mailed

* Wyeth-Ayerst, OHRP, FDA and
Wisdom notified




Timeline for Ending
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Week of 7/8:

« All clinic staff informed

« JAMA manuscript published electronically
» National press conference on July 9th

» DSMB packets provided to local IRBs
 Local letters developed and submitted
 Clinics begin responding to local inquiries




Timeline for Ending

Week of 7/15:

« Individual counseling of participants
begins

« JAMA manuscript published in print

¢ Letters mailed to non-HRT trial
participants

Strengths of WHI E+P
Scenario

¢ Plan was well orchestrated

» Materials for participants, providers and clinic
staff were prepared well

* JAMA manuscript was available worldwide
on day of press release

« Main scientific messages delivered
accurately to the press

* Plan was not derailed by press leaks
* Website was a terrific evolving resource

Difficult Decisions in the
WHI E+P Scenario

« Some Pls informed late in the game

« Local IRBs involved later

« WHI Executive committee assumed
role of the writing group for the JAMA
paper

« National press activities involved few
WHI investigators




WHI Communications:
Post hoc criticisms

« Failure to notify professional organizations
before publication of the JAMA paper

» Confusion about whether E+P disbenefits
were “large or small”

« Difficulty with translation of WHI findings for
symptomatic, peri-menopausal women

« Release of findings was said by some to
cause “panic” among women taking
hormones

Dentzer's Recommendations
¢ Bring in clinical community sooner
« Prepare an “action plan” for communicating
with patients [women] explaining how these
findings apply to their personal situations
« Develop comprehensive information tools in
advance and make them widely available
« Put new trial results in the context of all the
available scientific evidence




Staff & Investigator web site

* Home page « Quarterly reports
— Notices that lend
everyone will see » Calendar

— Questionswe geta ¢ Photos
lot of calls about

e E-mail * Account requests
— Distribution lists « Baseline dataset
— Public Folders

¢ WHI Times
newsletter

— Searchable archives

Staff site: Home.page . -

Staff site: The WHI-Times newsletter




Staff site: Photos. -
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Staff site: Public Folders.
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Staff site: Account -Reque.s_ts_y
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Staff site: Search sites for lost participa
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Participant web site
« New findings as they emerge
— Lay summaries
— Frequently asked questions
— Press conference statements & news releases
— Links to scientific papers
* HRT Update archives
* Media coverage
« Links to related sites
¢ Quilts made by WHI participants




Participant site: Home page
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Parlismant Wab Sibe

Participant site: WHI Findings
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Particl pi wall Site
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Participant site: Frequently Asked Questions
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Participant site: Most frequent question -
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Participant Wb Site

Participant site:-Study Updates
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Participant Wab Site
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Participant site: What about E-Alone?
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Participant site: Links to related sites
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Participant site: Media coverage

Participant site: WHI Quilts
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Participant Web Site
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The webmaster

WHI Communications:
Conclusions
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« Communication is a major ongoing challenge in the
management of longterm, multi-center clinical trials.

* A well developed communications plan is essential
in preparation for release of major results from large
trials.

« Probably impossible to fully satisfy all audiences.

« Communications through websites have tremendous
potential to link staff members, investigators,
participants, the medical community and the media.




