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T d '  t lkToday's talk

• What is research advocacy

• Aegis of research advocacy

• How are research advocates involved• How are research advocates involved

• Strengths and Weaknesses of the US g
Model

• An example of Community Engagement 
in Clinical Researchin Clinical Research
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A Research Advocate isA Research Advocate is…

• Lay person who focuses on specific activities 
th t di tl i fl li i l b h i l dthat directly influence clinical, behavioral and 
basic science research. 

• Seek to change how research is conducted 

• Seek to influence decisions about what 
research should be fundedresearch should be funded. 

© 2009 ENACCT, Inc. All rights reserved.

Patient Advocates at Local and at e t d ocates at oca a d
National Levels in the US
1. At the community level 

serve on a hospital’s Institutional Review– serve on a hospital s Institutional Review 
Board

– help educate other patients/public 

h l l l2. At the national level

– They influence research development andThey influence research development and 
implementation
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Aegis of 
Patient Patient 
Advocacy-60s And in the 80s 

d 90  70s
lf h l

and 90s 

• Self help

• Consumer health

• HIV/AIDS
• Breast • Consumer health 

• Women's health
Cancer 

© 2009 ENACCT, Inc. All rights reserved.

Influencing research development g p
and implementation in the US

• Serve on scientific 
it i l

• Advise on the scope of 
research programs andmerit review panels 

that make  research 

research programs and 
suggest new research 

funding decisions questions

• Help design studies thatHelp design studies that 
optimize patient 
participationparticipation 

• Advise investigators 
through a Community 
Advisory Board
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Typical “qualifications”Typical “qualifications”

• Personal experience –as patient or family 
bmember

• Ability to represent a constituencyAbility to represent a constituency

• Respect for  (and belief in)  the research 
process

• Specific skills and knowledge through training• Specific skills and knowledge through training

© 2009 ENACCT, Inc. All rights reserved.

What Skills and Knowledge are 

B i li i l t ( i t t t t i

g
Needed for Research Advocates?
• Basic clinical concepts (screening, treatment, staging, 
prognosis)
B i i t ( ll l b h i ti )• Basic science concepts (cellular behavior, genetics) 

• Epidemiological concepts (incidence and prevalence, 
i k t d d i d i ti )risk, study design, randomization)

• Basic statistics (p‐value, confidence interval, odds 
i i k i )ratio, risk ratio)

• Key aspects of community outreach and accessible 
i i d d i icommunication and education strategies

• Ethical principles of research
• How new treatments are developed (from 
laboratory to phase 3 study to FDA approval)

© 2009 ENACCT, Inc. All rights reserved.



What Skills and Knowledge are g
Needed for Research Advocates?

• reflect on the impact of research for individual 
patients and for the patient communitypatients and for the patient community, 
rather than for oneself

• reflect, question, and respond without 
becoming defensivebecoming defensive

• Self‐confidence to ask questions of physicians 
d i ti t d t di ith thand scientists, and to disagree with them

© 2009 ENACCT, Inc. All rights reserved.

Benefits of involvementBenefits of involvement

ib h “ i i ” f• contribute the “patient perspective” of 
benefits risks and quality of life oftenbenefits, risks and quality of life, often 
changing study design; 

• remind scientists about the ultimate 
f b d l hpurpose of biomedical research

• improve plans for recruitment retention• improve plans for recruitment, retention, 
outreach and follow up of study participantsp y p p

• provide insights on the accuracy, clarity and 

© 2009 ENACCT, Inc. All rights reserved.

readability of consent forms 



“Patient” perspective: not p p
singular
• “Patient” hat:  What’s the patient being asked 
to do? How does it compare to standard ofto do? How does it compare to standard of 
care? Are the risks and benefits clear?  

• “Community” hat: Is this an important trial? 
How would the answers to this trial helpHow would the answers to this trial help 
people with cancer?

“M k ti ” h t Wh ld ti t b• “Marketing” hat: Why would patients be 
interested in this trial? What are key points 
that should be emphasized?

© 2009 ENACCT, Inc. All rights reserved.

National entities using research 
advocates

• National Cancer Institute• National Cancer Institute

– Scientific steering committees

– Peer Review Committees

• Food and Drug Administration (FDA)• Food and Drug Administration (FDA) 

– Cancer Drug Development Patient Consultant Program

– Patient Representative Program

• Department of Defense Research• Department of Defense Research 

– Required on peer review committees

• Academic cooperative groups

Serve on specific disease or treatment modality

© 2009 ENACCT, Inc. All rights reserved.

– Serve on specific disease or treatment modality 
committees



Example of Genentech Herceptin p p
Trial

d l l• Design and Implementation on Protocol

– Widen eligibility criteria– Widen eligibility criteria

– Remove placebo arm

• Recruitment through network sites

• Before advocate involvement  16 
pts/monthpts/month

• After 40 patients/month

© 2009 ENACCT, Inc. All rights reserved.

First National First National 
Report on Report on Report on Report on 
Community 
involvement 
Cancer Clinical Cancer Clinical 
Research
Outlines what can and 
should be done to improve p
accrual rates through use of 
community-basedcommunity based 
participatory research 
(CBPR) principles and(CBPR) principles and 
approaches. 

iti t
© 2009 ENACCT, Inc. All rights reserved.

www.communitiesaspartners.org
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Challenges of including lay 
persons in the research persons in the research 
process process 

• Handpicking ensures 
safety for the process

• Self selection
Uneven quality?safety for the process

– Co‐option?

– Uneven quality?

– Legitimacy?p

– Elitism ?

– “professional advocate”

© 2009 ENACCT, Inc. All rights reserved.



Challenges of including lay g g y
persons in the research 

 process 
• Is Advocate role required by law, or does it 
depend …?

• Are Advocate voices respected by scientists?  

• Do Advocate voices have influence?• Do Advocate voices have influence?

– 1 vote

d f d l– Undefined role

– “stick to human subjects’ concerns”j

• Tokenism

• Is their presence alone an important outcome?

© 2009 ENACCT, Inc. All rights reserved.

• Is their presence alone an important outcome?

Web Resources  for Training g
advocates in US

• NCI

‐‐ www.cancer .gov

• Coalition of Cancer Cooperative Groups• Coalition of Cancer Cooperative Groups 
www.cancertrialshelp.org

• Research advocacy network 
www researchadvocacy org/www.researchadvocacy.org/

• ENACCTENACCT 

– www.ENACCT.org

© 2009 ENACCT, Inc. All rights reserved.



A few words about patient educationp

© 2009 ENACCT, Inc. All rights reserved.

How can we increase 
2 3% ti i ti ?2-3% participation?

h• In the US… 

•• 85% of all cancer patients never told about85% of all cancer patients never told about•• 85% of all cancer patients never told about 85% of all cancer patients never told about 
opportunity to receive treatment through a opportunity to receive treatment through a 
clinical trialclinical trial

•• 75% would have been willing to participate75% would have been willing to participate•• 75% would have been willing to participate75% would have been willing to participate

•Consider the “narrow window”Consider the  narrow window  
of opportunity

© 2009 ENACCT, Inc. All rights reserved.
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Our Mission: To improve access to cancer p
clinical trials through education and
ll b i i h i i h l hcollaboration with communities, health
care providers and researcherscare providers, and researchers.

© 2009 ENACCT, Inc. All rights reserved.

ENACCT’s ENACCT’s 
Unique Educational ApproachUnique Educational Approach

Targets three different audiences
● Community Members

Targets three different audiences
● Community Members● Community Members

● Primary Care Providers

● Community Members

● Primary Care Providers

● Clinical Research Teams

Uses a train‐the‐trainer approach

● Clinical Research Teams

Uses a train‐the‐trainer approachUses a train the trainer approach

Addresses disparities, social justice, patient  

Uses a train the trainer approach

Addresses disparities, social justice, patient  

protection and systems change at the local  

level

protection and systems change at the local  

levellevel

Action‐oriented

level

Action‐oriented

© 2009 ENACCT, Inc. All rights reserved.



Pilot    
Ed ti  Education 
Program (2006-Program (2006
08)

l d h dGoal: to  demonstrate the impact and 
feasibility of a community‐driven outreachfeasibility of a community driven outreach 
and education program to 

● Increase awareness about cancer clinical trials, 

● Enhance their acceptability, andEnhance their acceptability, and 

● Improve access to them, 

thereby increasing inquiry and ultimately 
patient accrual. 

© 2009 ENACCT, Inc. All rights reserved.

Approach #1: 
Work to Create Work to Create 
Community C y
Literacy About 
CClinical 
ResearchResearch
• How can we change awareness andHow can we change awareness and 
attitudes about CCTs?

• Consider that the teachable moment may 
not be at the time of diagnosisnot be at the time of diagnosis

© 2009 ENACCT, Inc. All rights reserved.
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Who and whenWho and when

• Importance of Role of Physician

• Websites

• Print materials• Print materials

• Patient Service Organizationsg

• Other survivors

© 2009 ENACCT, Inc. All rights reserved.



Community Leader Training Activities: y g
Prompt to Action through Peer 
Trainers

Clinical trial “basics” that focuses on the 
importance of clinical trials beyond the cancer 
patientpatient 

Goal: Debunk myths, increase community
awareness every patient asking about CCTs as 
treatment optiontreatment option

© 2009 ENACCT, Inc. All rights reserved.

How many did we reach?How many did we reach?

53 trainers 

1000 leaders trained in workshops 
(exceeding goal by 60%)

• 66% minority66% minority

4 000 community members were4,000 community members were 

reached through presentations

© 2009 ENACCT, Inc. All rights reserved.



What we learned: “Buzz” can 
work!

Ch i k l d i d d b li fChange in knowledge, attitudes and beliefs

Increase in CCT inquiryIncrease in CCT inquiry

66% of those trained said they had spoken with at 
least one other person about CCTs

68% id k l d i l t68% said knowledge  in last year

40% said concern about raising awareness in40% said concern about raising awareness  in 
last year

© 2009 ENACCT, Inc. All rights reserved.

BillboardsBillboards
Radio shows
PSAs
Ethnic NewspapersEthnic Newspapers 
Screening Programs

© 2009 ENACCT, Inc. All rights reserved.

Mugs, Bags, Fans



T d '  t lkToday's talk

• What is research advocacy

• Aegis of research advocacy

• How are research advocates involved• How are research advocates involved

• Strengths and Weaknesses of the US g
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Co-ordinating the Patient Voice in UK g
Cancer Research.

David Ardron Chair NCRI Consumer Liaison GroupDavid Ardron, Chair, NCRI Consumer Liaison Group.
British Embassy Tokyo, May 25th 2010. 

The National Cancer Research Network is part of the National Institute for Health Research

“We need to work with ourWe need to work with our 
communities to understandcommunities to understand 

their requirements”their requirements

i lh iMaria Ramalho-Notario
hAt NCIN/CaBIG Conference. 10th

S t b 2009September 2009



Why patient involvement?Why patient involvement? 

T h hTo ensure that research outcomes 
f ti t b fit d illare of patient benefit, and will 

t ti ll d t ll l d tpotentially and eventually lead to 
impro ements in clinicalimprovements in clinical 
outcomesoutcomes.   

What are the Successes?What are the Successes?

• Population of NCRI Structures• Population of NCRI Structures 
(committees, conference, etc.)

• Reasonably effective contribution to 
research governance and managementresearch governance and management

• Widespread involvement in service 
d l t idevelopment issues

• Many examples of involvement in localMany examples of involvement in local 
and national research studies
Si ifi t hift i th h d• Significant shift in the research agenda 
which is reflected in the CRS prioritiesp



The United Kingdom Cancer ReformThe United Kingdom Cancer Reform 
Strategy

“Eff ti i l t• “Effective user involvement 
h ld h t l l tshould have a central role to 

play in improving the qualityplay in improving the quality 
of patient care and deliveringof patient care and delivering 
a patient centred NHS”a patient-centred NHS .

C i iCommunication



Certainty and Uncertainty!
The Research Question.

• If uncertainty exists then that should be 
addressedaddressed.

• If research is a realistic option then it should be 
offered! Issues of trusts opting out of trials.

Th l t f li i l h l• The elements of clinical research are poorly 
understood by the general public.y g p

• ‘Consumers’ have a role to play in helping to 
d t th ti t l tieducate the patient population.

• Media websites DVDs leaflets patientMedia, websites,  DVDs, leaflets, patient 
information.

“Even a fool can ask a question that“Even a fool can ask a question that 
the wisest man cannot answer”the wisest man cannot answer

“The person that asks a question is a“The person that asks a question is a 
fool for a minute but the person thatfool for a minute but the person that 

doesn't ask is a fool forever”doesn t ask is a fool forever



IMPACT 1IMPACT 1

• Langston et al in CLINICAL TRIALS 2005 state that• Langston et al. in CLINICAL TRIALS 2005 state that 
the impact of user involvement is “ subtle and is 

i l th hi t f ll i f d dmainly the achievement of a well-informed and 
motivated cohort of participants”.

• Langston et al. suggest that user involvement leads 
to “richer data and enhanced credibility of theto richer data and enhanced credibility of the 
findings”. 

Oli l 2007 h “i b i• Oliver et al. 2007. suggest that “impact may be in 
terms of methodologically or ethically superior 
research, or more relevant research that is more 
likely to influence practice and hence improvelikely to influence practice and hence improve 
health outcomes”.

IMPACT 2

• Oliver et al. 2004 “in commissioning users 
t d t f h h ld l k ttend to focus on how research would look to 
patients while ‘experts’ focused on what was p p
feasible”.

• Oliver et al 2007 suggest that “impact may• Oliver et al. 2007. suggest that impact may 
be in terms of methodologically or ethically 

i h l tsuperior research, or more relevant 
research that is more likely to influence y
practice and hence improve health 
outcomes”outcomes .



ProgressionProgression

Co-operationCo operation



From Local …From Local. .

L l I l tLocal Involvement.

•Consumer Research Panels.
•Fully fledged panels in North Trent, Central 
South Coast, Humberside and YorkshireSouth Coast, Humberside and Yorkshire 
Coast, SWSH, and, with other panels in set 
up in Avon Greater Manchester Lancs &up in Avon, Greater Manchester, Lancs. & 
South Cumbria, North of England, Pan 
Bi i h P i l S th W t L dBirmingham, Peninsula, South West London, 
Sussex, Thames Valley, Three Counties, , y, ,
Yorkshire, etc.



Local InvolvementLocal Involvement.
•Evidence of University Groups using local y p g
support networks to help with research 
projects e g Stirling University andprojects, e.g. Stirling University, and 
Lancaster University. Velindre Trust etc.y

•Involvement in planning, managing, and 
di i ti l t f l l d ti ldisseminating elements of local and national 
research projects including clinical trials and p j g
supportive research studies, both qualitative 
and quantitativeand quantitative.

•Research for Patient Benefit.Research for Patient Benefit.

To…..To 
N ti lNational



Clinical Trial InvolvementClinical Trial Involvement
•Clinical Trials
Th R l M d M di l R h C ilThe Royal Marsden, Medical Research Council, 
Southampton Clinical Trials Unit, Sheffield 
E i t l C M di i C tExperimental Cancer Medicine Centre.

Patients sit on Trial Management Groups for several  
of the National Cancer Research Portfolio Trials.

•GovernanceGovernance
Local Clinical Trials Executives in the Networks.
N ti l Cli i l T i l A d Ad i C ittNational Clinical Trials Awards Advisory Committee.
•Research Ethics
Patient members and some chairs of local and 
national research ethics committees.

Working Collaboratively 
for the Nation. 

•National Cancer Research Institute
•Board and Sub Groups•Board and Sub Groups
•Clinical Studies Groups
•Strategic Planning GroupsStrategic Planning Groups
•Consumer Liaison Group
•National Cancer Research Network

•Cancer Reform Strategy InitiativesCancer Reform Strategy Initiatives
•Advisory Board
•Awareness and Early Detection NAEDIAwareness and Early Detection NAEDI
•Survivorship NCSI
•Equalities NCEI
• Intelligence Network NCIN



HorizonsHorizons

Th F ?The Future?



FoundationsFoundations

InclusionInclusion



EducationEducation

Adaptation



Debate

Co-operationCo operation









Any questions?

NCRN and NCRI websites
www.ncrn.org    www.ncri.org

NCRI CLG f ilit t K INCRI CLG facilitator Karen Inns
North Trent Consumer Research PanelNorth Trent Consumer Research Panel 

Website address www.ntcrp.org.uk 
Panel Facilitator 
Dr Karen CollinsDr. Karen Collins

THANK YOU.



Patient Advocacy and Clinical TrialsPatient Advocacy and Clinical Trials 
in Japanin Japan

特定非営利活動法人

グループ・ネクサス

理事長 天野 慎介

Shinsuke AmanoShinsuke Amano

Director General
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1. Background （背景）

2. Patient Advocacy in Japan（日本の患者アドボカシー）

3. Clinical Trials for Patients（患者のための治験）
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Background 1  my background

malignant lymphoma(2000)
-chemotherapy,
-radiotherapy
-hematopoietic stem cell transplant

cancer patients were not provided with 
-cancer-related information
-networks or social support system

3特定非営利活動法人グループ・ネクサス

Background 2 

Public OpinionsPublic Opinions

4特定非営利活動法人グループ・ネクサス



More than 80% of the public are dissatisfied with the decision‐making process 
and understandability of the healthcare system, while the majority are 
satisfied with the medical services and treatments.
(%; January 2010; n=1,024)

How satisfied are you with the current healthcare system? 【Q4】

5 39 54 30

Dissatisfied
Somewhat 
dissatisfied

Somewhat 
satisfied

Satisfied
N/A

Overall

20

22

64

59

14

17

1

1

1

1

•Public participation in decision‐making (Does 
the system reflect the public’s wishes?)

•Understandability of the healthcare system

(Specific aspects)

22

16

17

59

64

54

17

18

28

1

2

1

1

1

1
•Fairness of decision‐making process for the 
healthcare system (elimination of vested 
interests)

•Equality of healthcare system (consideration 
for disparities in wealth)

•Understandability of the healthcare system

18

14

6

52

54

45

28

30

44

2

1

4

1

1

•Equality of healthcare cost burden between 
generations

•Level of healthcare costs (insurance premiums・
over‐the‐counter costs)

•Information about medical institutions and 
i 6

7

4

45

38

40

44

49

51

4

5

4

1

1

1

treatment options
•Quality of services made available to patients 
by medical institutions※1

•Respect for patients’ choices in determining 
treatment options

5

4

3

34

35

30

52

56

61 0

8

4

5

1

0
•Level of skills and technology used in 
di i

•Access to care※2

•Medical safety (prevention of medical 
accidents)

※1 Non‐medical services, including employee responsiveness, the medical institution environment, and waiting times
※2 Possibility of receiving medical care at the medical institution and time of one’s choice

Source: Health Policy Institute, Japan, “2010  Public Opinion Survey on Healthcare Policy”

3 30 61 05diagnosis, treatment, etc.

Public / patient representation chosen as the 
group to lead healthcare reformg p

Who do you think should lead the decision‐making in national healthcare system 

(%; January 2008; n=1,082)

62Public / patient reps

reform?  (Up to 3)

51

p p

Healthcare providers 
(e.g. doctors)

48

38

Experts, specialists

MHLW

27
Prime Minister, Cabinet, 
related Advisory Panels

19

17

Health Insurance Assoc.

Legislature, ruling party

2Other

N/A 2N/A

Source: Healthcare Policy Institute, Japan, “2008 Public Opinion Survey on Healthcare Policy”



Background 3  Cancer Control in Japan

Cancer Control Act and Cancer Control PlanningCancer Control Act and Cancer Control Planning

‐Approved  June 2006 (Implemented April 2007)
achieved by patient group coalitionachieved by patient group coalition

Establishing Cancer Control Promotion Council‐Establishing Cancer Control Promotion Council 
patient representative included

‐Promoting Prefectural Cancer Control Programs
prefectural council includes local patient leaders

7特定非営利活動法人グループ・ネクサス

Patient Advocacy in Japan

Patient representatives for regional cancer control committees gathered 
and shared their experiences and best practicesand shared their experiences and best practices.

8特定非営利活動法人グループ・ネクサス



Patient Advocacy in Japan

National Cancer Control Promotion Council proposed the comprehensive policy 
proposalproposal.

9
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Patient Advocacy in Japan

Comprehensive Proposal by CCPC (with active patient advocates)
includes suggestions on Clinical Trials and Drug Approval Systemgg g pp y

－抗がん剤の審査プロセスの迅速化
－抗がん剤の適用拡大の審査プロセスの見直し
－コンパッショネート・ユース（人道的使用）制度の創設
－高度医療の改正（国内未承認薬、適用拡大等の早期承認）

Expediting procedure of drug approval
-Reviewing the system of PMDA (Pharmaceutical and Medical Devices Agency) which review and 
approve the cancer drug and increasing the subsidy.

Reviewing the approval process of expanding application of the approved drugs to cancer 
treatment
-Reviewing the systems of PMDA for the purpose of reviewing the approval process of expanding 
application of the approved drugs to cancer treatment.

Establishment of the systems on compassionate use
-Discussing the systems that allow patients to use the unapproved drugs safely under certain 
facilities and conditions

(Revision of the systems of the highly-advanced medical treatment (Early ratification of the 
unapproved drugs and expanding the use of the approved drugs)
-Transforming the system of the highly-advanced medical treatment to be easier to conduct clinical 
trials

10
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trials.



Clinical Trials for Patients

－治験の重要性について、患者アドボケートの認知は高まりつつある
⇒患者アドボケ トができることをより明確化し行動していくべき⇒患者アドボケートができることをより明確化し行動していくべき

・患者や市民に向けた治験に関する普及啓発活動の実施
必 な新薬 期 向 学会 企業 連携・必要な新薬の早期承認に向けた学会や企業との連携

・治験の安全性を高めるための活動
・治験臨床医の地位向上

‐Awareness for Clinical Trials has been raised among patient advocatesg p
⇒Concrete action plans and ACTION should be implemented

“What patient advocate can do?”
・Awareness campaign for patients and citizens
・Collaboration with academic society and industry
・Safety assurance campaign
P i i CT d・Praising CT doctors
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Clinical Trials for Patients

dand 

INTERNATIONAL COLLABORATION!!!
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