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Patients are PEOPLE
Congratulations! You have...

It's like a new planet with:
* No roadmap
* No dictionary

* No survival training
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Patient dilemmas & decisions

Family genetics? Which treatment?
Targeted Therapies?
Informed consent? Eligible?

Ineligible?
Biomarker?

EGFR Inhibitor? Proteomics? Kras?

Insurance? Radiation?

Im m U n Oth erapy’) © Patient Advocates In Research (PAIR)



People need better treatments... but not at all costs

Issues start with:
* (mis) Diagnosis
* Confusion at each step

* Technology for ‘big data,’
not patient results

* Costs (many kinds)

* Clinical trials?

© Patient Advocates In Research (PAIR)



The Real World of BC

Composite of hundreds
Family, job, insurance

15 ste
19 ste

pPS < diagnosis

NS < clinical trial

Doesn’t join a trial

Ends w/50™ birthday
New metastasis

The REAL World of Breast Cancer
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Term

Negative test

Scientific/Medical

That’s too bad

Public Definition

This is good, right?

Positive test

That’s too bad

This is good, right?

Cure

5 year survival rate

Never again

Tumor Mutation Burden

Good!

Bad?

Support services Help science Fit medical condition into life
Lay All non-scientists Down?

Environment Patient controlled External forces

Community Non-academic center Where | live

Medical advance Incremental adjustment A cure
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What do patients want to know?
v | am not alone (others before me)

v' What to expect

v" How bad can it get?

v' What’s the ‘safe’ word to get out?

© Patient
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Low health literacy is a big problem

OOO®O®

HHHHHH

Americans lack the health
literacy skills to understand and
use health information

adults have health literacy
skills considered to be “below basic’

© Patient Adv
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Which statement
IS correct?

1 )

Please stop using
this one!



Research/healthcare
only works

when the system plays fair

Not:

 We're there when WE need patients
This!

« We're there when PATIENTS need us




Speaking of iImmunotherapy... as of 2019

The “latest greatest” (again)

A minority of cancer patients are treated with 10
Most still get surgery, radiation, and/or chemotherapy

Immunotherapy promising, but...
Many tumors don’t respond
Not a total replacement therapy
Side effects
Trial results don’t transfer to commercial use

Please set reasonable expectations!

© Patient Advocates In Research (PAIR)



Patients want BT TER,
not just more treatments.

And answers that work for them,

not just other people.
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What do patients want from immunotherapy?

Less hype, more realism Report additional info
« Compared regimens > guidelines ¢ Response rates

» Integration w/other treatments Comparable to chemotherapy
. Better care * Duration of response

f'&lancial toxicities
CO\{‘ ~ QOL & PROs

« “C” word issue (cure)

Fewer IrAES
« > grade 2 can be serious

« Autoimmune IS serious
* Possible age factors?

https://www.inspire.com/groups/american-lung-association-lung-cancer-survivors/discussion/opdivo-beware-the-hype-and-commercials/

https://jitc.biomedcentral.com/articles/10.1186/s40425-017-0300-z https://www.medscape.com/viewarticle/897946

http://yourcenter.uvacancercenter.com/autoimmune-disorders-and-cancer-whats-the-connection/ http://bit.ly/2L D4YPX © Patient Advocates In Research (PAIR)



https://jitc.biomedcentral.com/articles/10.1186/s40425-017-0300-z
https://jitc.biomedcentral.com/articles/10.1186/s40425-017-0300-z
http://yourcenter.uvacancercenter.com/autoimmune-disorders-and-cancer-whats-the-connection/
https://jitc.biomedcentral.com/articles/10.1186/s40425-017-0300-z
https://jitc.biomedcentral.com/articles/10.1186/s40425-017-0300-z

| have a dream... @

. Incorporate lessons into new trials
ﬁ'[ e.g. Study design, endpoints, eligibility, PD, biomarkers




Where research meets reality

Patient-focused peers = Partners Political

° Patient experiences/issues
into research ) & Research

* Practice respectful irreverence
* Resolve research barriers Fundraising { Watchdog

* Relevance for results

© Patient Advocates In Research (PAIR)
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Deja vu, all over again

Research silos
Chasing $$$
Biospecimens
Reproducibility
Informed consent

Recruitment/retention
(aka clinical trial mantra)

Data sharing Same problems 20+ years ago

Need CHANGES, not tweaks!

© Patient Advocates In Research (PAIR)



Why we need to work together...

Scientists: experts on “Q”

Patients: whole alphabet



Political

Where patient advocates fit

*_ Research
Fundralslng Watchdog

4 .

o Drojects e Plans

* Proof » Concept

* Preclinical Bevels * Protocol

_ P

Researc

e h N

 Results e Activation

* Value  Recruitment

« Adoption * Retention
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Nature Reviews
Cancer, 2005

SCIEMCE AND SOCIETY

How have patient advocates in the
United States benefited cancer research?

Debarah Collyar

Abstrect | Cancer patient acvoostes
represant those affected by cancer and
have & broad view of cancar reseanch.
They are involved in mary diverse cancer
resasrch committeas, whers they can help
tackie old problams from new
perspactives that often differ from
povernment, acadernic, medical and
scintific approachas. In this nole, patient
afvoceles have sided the desvalopmeant of
educationg diglogue batwean
investigators and patent communities and
essisted in streamlining cencer reseerch
polcias and clinical trials.

A standard definition for an advocate & One
who pleads on another's behall™' . The term
‘patient advocate' therefore refers 1o people
who act on a patient's behalf, Cancer patient
advocates have existed for many years in the
Uniited States, and most have embarked on
I:hi:pu.l'h because of an up:ri:m::'n’i!h an-
cer, either personally ar through a loved ane.
This experience has remnforced their need 1o
provide cancer patients with support and
navigate them through the treatment
process. while many pal.l':nl! advocanes con-
tinue 1o foeus an F:l.iﬂl[a:!.u‘jl!r!h!l!!!l
up their awn advocacy onganzations, kosted
fundraising events, pressured paliticians to
increase cancer research funding ar kelped 1o
solve systemic problems like insurance
denials, or become mvalved with the cancer
resgarch system (A6, 1, Others have fsught o
protect the rights of patients or have been
members of advisory boards in federal cam-
mittess — for example, the Mational Cancer
Institwte (NI National {jancurA.dvixur}'
Hoard {NCAR; see online links box) — and
professional societies such as the American
Cancer Sockety (ACS) and the American
Saciety of Clinkal Oneanlogy™.

Cancer patient advocates come from
diverse backgrounds, as shown in 9162, and
cancer patient advocacy has reached ghobal
propartions, with peaple working o improve
cancer pal.i:u'lf liwes and treatments in many
countries such as Australia, Canada, China,
India, Japan, Malaysia, parts of South
America, many countries in Europe and in

soome developing countries™. Cancer patient
mlm}'l:nsm‘ueahmg\wﬁumlburgnn
irn 1950s Arnerica.

Fionaaring cancer patient advocates
Taday, patients with cancer are frequently
heelped by non-scientists and non-dinicians in
local hospitals and patient support groups,
Trut the views of these 'lay" people were often
ignored by the medical community in the
past. However, in 1952, Terese Lasser suc-
ceeded in influencing the American Cancer
Society to create the Reach 1o Recovery pro-
gramme for women dizgnosed with breast
canver through persstent efforts and respect-
Ful diseussioms with the elinicians of the day®.
I the 19703, the former First Lady Bewty Ford
and journalist Betty Rollin® raised the jsswes
surrounding breast cancer 1o new heights by
rmaking them a public isae rather than a per-
somal tragedy. Also at this time, Rose Kushner
(2o 'Hose Kushner Breast Cancer A.llv:lsur}'
Centre’ inn the onbine hinks box) had substan-
tal impact on the well-being af patients with
canver throagh her books and an crganization
she helped found —the Natiomsal Alliance of
Breast Cancer Onganzeations {see online limks
bax). Impartantly, she also kelped to change
the way women with breast cancer were
treated by demanding a study to compare
mastectarry and kimpectamy surgical proce-
dures while serving on a NC1 Consensus
Canfirence in 1979 (R22. KL,

Grass roats cancer patient advocacy
groups formed throughout the United States
in the 19808 and 1990s, starting with breast
Gincer u:rg,a.m'ﬂ!ims.mldlas the Susan G.
Komen Breast Cancer Foundation, the
National Breast Cancer Coalition (NBCC)
and the Y-ME National Hreast Cancer
Organization (see anline links box). Today,
many advocscy arganizations kave devel-
L'pm] fior almost all ypes ul'l:a.uL'zr.inl;h.uLing
Teravim, colorectal, gastromtestinal, genita-
urinary, gynaecological, head and neck, lung,
pancreatic and skin cancer, and leukaemia,
lymphoma and myelon. This artcde cannot
advocacy in the United States, but a brief
sample is represented in a 1998 MAMM

PERSPECTIVES

“ue 1| The workd of cancer patiert
advocacy. Cancor PaTent A0vOCINS work 1
srary Sfaen! ernvetremers [0 ansu i Carcer
pationts mooke 1o basT CINc Cam and Suppon
Ay ther Bresss ond et oS Drooses nemes
2ar. They am nvohed 0 fundmisng and ictbying
DORSCRNS 10 e Bmu It cirone siesench
nmains migh on tha poltical agoanca. Thay e aso
vohe! i descing sepects of both soendc sng
chnical rmaeanch 50 At now tharmpouic
mmCrmnts Con sech Cance Catents an
eficiontly as posalio.

NIM intramural board served from
1998 2001 and was involved in the review of
the NCI's intramural lsboratosics within the
Center for Cancer Research, the Division of
Cancer Epidemiology and Genetics, and in
pobicy decissons for the NCI i | pro-
gramme. At the end of her term, another
patient achvocate was appointed, cearly show:
mg that the value of patient advocates haé
t0t0p NCI 2 | ofS
cals. In 1998, Ksrold Varmsus established the
Director’s Council of Public Representatives
(see online links box) following the eelesse of
# Undted States Institute of Madicine report,
*Scientific Opportunities and Public Needs'™,
which: unged the counc “to facilitate interac
tions between NIH and the general public”
Patient advocates now st on key govern
ment committees in the United States slong
with scientists, physicians and ethicists 0
guide important research programines, The
Food and Drug Adrmmmmon (FDA)
includes patient adv zxpux in discossi
with companies once an L ga I New
Drug application i submitted, in X
aumg &« o0 commistees like the
Oncology Drug Advisocy Commitiee. The
NCI has also engaged cancer patient advo-
cates into many levels of its advisory and
operation-level commitiees — it includes
patient advocates on its extramural review
boards, from presidential appointments on
the NCAB" to specific task oriented panes
such as the CEnical Trials Working Group. In
ddition, two paticnt s progr
the Director’s Consumser Lisison Group and
the Comsumer Advocates in Ressarch and
Related Activities (CARRA; sex ondine links
box) wese established to review progs
decicated to improving treatment, patient
care, long-term survival and prevention, ané
to sobdify their involvement throughout the
peer review system of the NCL

Why ol

Y

The underlying reason for the increasing

s from seeing the “big picture’,
u: im‘mmh.nd:rmzxngfﬂ

number of requests for patient

involvemen: is quite simple. Leland
Hartwell, the 2001 Nobel Prize laureste in
physiclogy and medicine and Proident and
Director of the Fred Hutchinson Cancer
Research Center, noted, while sddressing 4
2004 American Association of Cancer
Research general session, “As 2 basic scientist,
I was often satisfied if | could provide an
answer to the question pat to me..."What
are you learning about cancer?’ But that
knomledipe has bad surprisingly Bude impact
on cancer outcomes. Now, a3 2 caneer conter
director, 1 am asked a different quer-
thon..."What are you doing to cure cancer?”
It's 2 fair question. .. Congress and the public
are not paying $4.7 bilion 2 year just to learn
about cancer. They are paying to cure the
disease™, Public and pr-ult ﬁn-ht‘
sausces have become

“

mmmmmﬁ:m
<onfidl rupping of the bumun gemome could
imgrmove putient diagnoss sod testment, bt
only if someone nvolved cas focus on end
results flor putients, Patient advocites who par-
facliate this process, and have often con
researchers to work op jeint projects. The
Hmnmhmiwﬂmh
need for muitid o o
mu&vlnanﬂ.h':dh’m
mm‘xmw‘mﬂ:kwm
< with: pew biclogical zgee
such as trastuzumab (Hercepting effective in
mnndsd’btmndngm mi

imatmib (Gliver; effective for
an<mmmk
have ncluded pew levels of collaboeation in

nprdmgthtmuluu(mm c ‘ud h and uop dented lovels of patient
how sdvances can ensure 3 positive impact dvecane vl o
on patient outoome.

Researchers bave traditionally been
rewarded for being experts in ever narrow
ing areas of science. Although thisisa cru
<ial cdement in butlding knowladge abost
the causes of cances, it can sometimes cause
 recurrently masrow focus that often koeps

Since the 19505, patient advocates, using

pthep 3 Erug develop
proces t stonal, regiocal aad local h

Jovels™, Patient sdvocates whe participade in
rescarch efforty do %o to foster evironments

Fgue 2 | Patient advocate DackQrounds. Carcor Satont SOWocais Nl come hom dearme
Eackgrouncs, mbacing Pat ceors o il wesbos of s any afecied by o sty persoraly o
Two.gh 2 Ioved 2ne. THis O0n GIDS them GEINTNES 0 A CINGrS I" 2 5iMmiy SLATION and poars
ahocacy % one wy of scheveg Te

T4 | JANUARY 2003 | VOLUME &

NATURE REVIEWS [ CANCER

VOLUME & | JANUARY 1005 [ 12
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NCI SPORE

Patient Advocate Research Teams (PART)

Collyar D, Nature Reviews Cancer 2005
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e.g. Cancer & Leukemia Group B

A

Patient Research
dvocacy Communication

Ethics Disparities

“Retention”
“Adherence”

Themes: Service, educational, and research activities [FEEEEE

Development Approval Activation Recruitment Endurance Results

| )l ) A ) . >
Reviews: Informed consent: Recruitment plan: Tracking and advice: Participant
Operational Templates Tools Resource networks communication:
Concept Lexicons Special populations Protocol evaluation Thank you letters

Protocol

Accrual Plan adjustments ~ Research summaries

© Patient Advocates In Research (PAIR)



Helping all patients...

Race # ethnicity # minority

Differences/similarities in biological traits w

A shared cultural heritage that is learned

Smaller population than the controlling majority

pervasive

© Patient Advocates In Research (PAIR)



e.g. Crossover (treatment switching) 2016

contactus  newsletter signup Q
about us our work news room green park collaborative resource center

Home » Resource Center » Mew Guidance for Treatment Switching in...

Best Practices for the Design, Implementation, Analysis,
and Reporting of Oncology Trials with High Rates of
Treatment Switching

GPC released a report that provides guidance for researchers who lead oncology drug trials that Download

International consortium Multi-stakeholders
Australia (IRB), UK (NICE), Clinicians, regulators, companies,
US (FDA) patient advocates, payers

CMTP GPC © Patient Advocates In Research (PAIR)



Concept and protocol design & review =» feasibility
Recruitment plans & materials = understanding
FDA, all phases, collaborators, etc. =» speed
Ethics/Institutions Review Boards = risk
Communities and populations = influence

Plain language summaries =» results



Data can

LET'S SOLVE THIS PROBLEM BY help
USING THE BIG DATA NONE ]
OF US HAVE THE SLIGHTEST but not
IDEA WHAT TO DO WITH
alone
Patients
may help,
but
won’t be

® marketoonist.com USEd!




Data # Knowledge # Results

Un-validated info harms people

Bias, false positive or negative results

Wastes time and money

Erodes trust and costs lives

We HAVE to get this right



Data sharing resolution

« Signed by all NCTN adult

patient advocate committees
127 total patient advocates

o Articles In media

 Requested by U.S. VP

 Presented to
CEO Roundtab

* Project Data Sp

Bertinoloi M et al NIJM 2017

nere

A Resolutlon to Share Legacy Cancer Clinlcal Trlal Data; a Right of Consented Patlents

Submitted by the Patient Advocate Committee of the Alliance for Clinical Trialz in Oncology on the behalf of all
patients who have participated in cancer clinical frials to improve treatments and cuteomes for all cancer
patients in the future.

Sharing data is essential to bring together vast amounts of legacy cancer clinical frial data to advance medical
discoveries. Discoveries made through collaborations and sharing data are discoveries that cannot be made
using small isolated data sets. Bamiers to sharing data must be resolved so that all legacy MCTHN clinical trial
data can be shared in a way that benefits all patients.

WHEREAS, patients volunteer to participate in clinical trials for many reasons, including to help themselves,
others, and to help improve treatments for future patients;

WHEREAS, patients who volunteer to participate in clinical trials;

— are informed about potential benefits and risks, including the risk of the loss of confidentiality;

— have =zigned an informed consent document indicating knowledge and acceptance of potential risks
(including potential loss of confidentiality) and receive printed copies for future reference;

— woluntarily donate their personal information, tissue, blood, and other biological samples for future
research while participating in clinical trials;

— expect that the samples and information they submit will be used to further understand and improve the
treatment of future patients in a way that is concordant with curmrent research practices;

WHEREAS, current technology permits data sharing to collect data from various clinical trials to gain better
knowledge, understanding, and improve the treatment of future patients;

WHEREAS, patients acknowledge that loss of confidentiality, identification of individuals and misuse are
potential rizks of data sharing;

WHEREAS, data sharing projects (e.g., Project Data Sphere) take high security measures to ensure that there is
minimal possibility of loss of confidentiality or misuse of data collected.

Therefore, be it

RESOLVED, that patients who participate in clinical tnals are aware of the potential loss of confidentiality and
signed an informed consent document acknowledging this as a possibility and,

RESOLVED, that patients who participate in clinical frials expect their samples and information to be used to
benefit future patients. Mot allowing data sharing im an open and transparent process could negatively affect
the potential to discover new medical and scientific advancements translating to future patients’ freatment and,

RESOLVED, that sharing patient data collected in clinical trials is essential, and would be a dizsservice to patients
not to use their data in the most productive and efficient way possible to advance treatments and preventive:
measures for future patients,

And be it finally

RESOLVED, that barmiers of federal agencies and research institutions to restrict the shanng of clinical trial data
should be immediately resoived, and full support granted to National Cancer Institute's National Clinical Trials
Metwork (MCTHN) groups and other accredited cancer research organizations to allow and encourage sharnng of
legacy cancer clinical trial data.



Change: embrace or get out of the way!

Note: these are still about the system, not patients




Re-think traditional phases

Design & conduct with clinical use in mind
Connect trials together

Technology for patient results, not ‘big data’
Get out of comfort zones

PROs = more than AEs

Let's make patient-centered change happen!



Critical learning after clinical trials

Shorter FDA approvals leave questions
« What long-term impact & issues? When to give treatment?

« How to achieve best results? Who else?

Conditional approvals/REMS are important

5-[5 « Make these count

« Access is crucial (after clinical trials, label, etc.)
« Patients, providers, & payers need more information

-~ Plan on real world studies
= | -« Patient needs/preferences: before, during & after trials

« Partner with us to provide real value on pricing

O F tercrie s vvsommnns 111 aeor iy i



How can we help with iImmunotherapy?

Decision points
Biospecimens
Data sharing (reciprocal)

Trial design
Bayesian, etc.

Consent/trial strategies

ImmunoScore?

© Patient Advocates In Research (PAIR)



Patient Advocates
In Research (PAIR)

Political

& Research

Fundraising | Watchdog

Where
research
meets reality

Thank you! Get in touch
Deborah Collyar

deborah@tumortime.com

https://collyar.wordpress.com/

www.linkedin.com/in/deborahcollyar/

@deborahcollyar

www.facebook.com/DeborahCollyarAuthor

Q06 D®
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