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Topics

• What is a Clinical Trial protocol
• Who are the Key Stakeholders
• What and Why of Advocate 

Involvement
• Anatomy of a Protocol
• Review of Key Components of Clinical 

Trials and Suggestions for Advocate 
Review of each 



What is a Clinical Trial Protocol?

• Detailed plan that outlines 
how a clinical trial will be 
conducted

• Comprehensive document 
that ensures the trial is

• Ethical
• Protects patients’ safety
• Provides meaningful data
• Likely to result in useful results
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Protocol Stakeholders

CLINICAL TRIAL 
COORDINATORS 

(CRCs)

TREATING CLINICIANS
PRINCIPAL 

INVESTIGATORS (PIs)

SUPPLIERS
(E.G., DRUG/ DEVICE/ 

TEST)

CLINICAL RESEARCH 
ORGANIZATIONS 

(CROs)

DATA ANALYSTS

INSTIITUSIONAL 
REVIEW BOARDS 

(IRB)

SPONSORS

FOOD AND DRUG 
ADMINISTRATION 

(FDA) 

DATA MONITORING 
COMMMITEE

(DMC)



https://www.youtu
be.com/watch?v=c

_nuZFqPq58

http://www.youtube.com/watch?v=cnuZqPPq58
https://www.youtube.com/watch?v=c_nuZFqPq58
https://www.youtube.com/watch?v=c_nuZFqPq58
https://www.youtube.com/watch?v=c_nuZFqPq58
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Advocates Should Ask

ARE THE RESULTS 
LIKELY TO BE 

IIMPOORTAANT 
WHEN THE STUDY IIS 

COMPLETED?

ARE PATIENTS LIKELY 
TO ENROLL, COMPLY 

AND REMAIN ON 
TRIAL?

ARE THE WAYS TO 
MAKE THE TRIAL 
MORE PATIIENT-

FRIENDLY?

ARE THE BENEFITS 
LIKELY TO OUTWEIGH 

THE RISKS OF 
PARTICIATIING?

WILL PATIENTS 
UNDERSTAND THE 

INFORMED DECISION 
FORM (ICF)?

DOES THE TRIAL 
ADDRESS QUESTION 

IMPOORTANT TO 
PATIENTS?

IS THE TRIAL ETHICAL 
AND PRIOORITIZES 
PATIIENT SAFETY?

WILL THE TRIAL 
RECRUIT 

REPPRESENTATIIVE 
PATIENS?



Advantages of Advocate Involvement

• Increased Patient Participation:
• By addressing patient concerns and making trials 

more accessible, advocates can help increase 
participation.

• Improved Trial Design:
• Advocate feedback can lead to more patient-

centered and feasible trial designs.
• Enhanced Patient Experience:

• By ensuring clarity and addressing potential 
barriers, advocates can improve the overall 
patient experience during the trial.

• Stronger Research:
• The collaboration between advocates and 

researchers can lead to more meaningful and 
successful clinical trials.

https://www.google.com/search?client=safari&sca_esv=1c2c48b035966a68&cs=0&q=Increased+Patient+Participation&sa=X&ved=2ahUKEwjaztPSsJmPAxXorokEHXB6CmQQxccNegQIWBAD&mstk=AUtExfDw0plA5peprPKKhJ1FoCJHF1JHkdg9yCJviParbAwlsXxnmWO3IRK1oWQa_Sh7B1gZFKevMsLjNIfTiOi8IF-aboPyS0Z8I9cpDPsgVwO4XeM9H9DkiHsGQf_AMAOfXhLJIlcqz6N_NWkaJNNyL_wZ5wsSXAu14S0kDRnePoTYerlgWH7GqBTumQt113CeOH9-565mLuRbU1SLzM-9jNlc3A&csui=3
https://www.google.com/search?client=safari&sca_esv=1c2c48b035966a68&cs=0&q=Increased+Patient+Participation&sa=X&ved=2ahUKEwjaztPSsJmPAxXorokEHXB6CmQQxccNegQIWBAD&mstk=AUtExfDw0plA5peprPKKhJ1FoCJHF1JHkdg9yCJviParbAwlsXxnmWO3IRK1oWQa_Sh7B1gZFKevMsLjNIfTiOi8IF-aboPyS0Z8I9cpDPsgVwO4XeM9H9DkiHsGQf_AMAOfXhLJIlcqz6N_NWkaJNNyL_wZ5wsSXAu14S0kDRnePoTYerlgWH7GqBTumQt113CeOH9-565mLuRbU1SLzM-9jNlc3A&csui=3
https://www.google.com/search?client=safari&sca_esv=1c2c48b035966a68&cs=0&q=Improved+Trial+Design&sa=X&ved=2ahUKEwjaztPSsJmPAxXorokEHXB6CmQQxccNegQIZhAD&mstk=AUtExfDw0plA5peprPKKhJ1FoCJHF1JHkdg9yCJviParbAwlsXxnmWO3IRK1oWQa_Sh7B1gZFKevMsLjNIfTiOi8IF-aboPyS0Z8I9cpDPsgVwO4XeM9H9DkiHsGQf_AMAOfXhLJIlcqz6N_NWkaJNNyL_wZ5wsSXAu14S0kDRnePoTYerlgWH7GqBTumQt113CeOH9-565mLuRbU1SLzM-9jNlc3A&csui=3
https://www.google.com/search?client=safari&sca_esv=1c2c48b035966a68&cs=0&q=Improved+Trial+Design&sa=X&ved=2ahUKEwjaztPSsJmPAxXorokEHXB6CmQQxccNegQIZhAD&mstk=AUtExfDw0plA5peprPKKhJ1FoCJHF1JHkdg9yCJviParbAwlsXxnmWO3IRK1oWQa_Sh7B1gZFKevMsLjNIfTiOi8IF-aboPyS0Z8I9cpDPsgVwO4XeM9H9DkiHsGQf_AMAOfXhLJIlcqz6N_NWkaJNNyL_wZ5wsSXAu14S0kDRnePoTYerlgWH7GqBTumQt113CeOH9-565mLuRbU1SLzM-9jNlc3A&csui=3
https://www.google.com/search?client=safari&sca_esv=1c2c48b035966a68&cs=0&q=Enhanced+Patient+Experience&sa=X&ved=2ahUKEwjaztPSsJmPAxXorokEHXB6CmQQxccNegQIaBAD&mstk=AUtExfDw0plA5peprPKKhJ1FoCJHF1JHkdg9yCJviParbAwlsXxnmWO3IRK1oWQa_Sh7B1gZFKevMsLjNIfTiOi8IF-aboPyS0Z8I9cpDPsgVwO4XeM9H9DkiHsGQf_AMAOfXhLJIlcqz6N_NWkaJNNyL_wZ5wsSXAu14S0kDRnePoTYerlgWH7GqBTumQt113CeOH9-565mLuRbU1SLzM-9jNlc3A&csui=3
https://www.google.com/search?client=safari&sca_esv=1c2c48b035966a68&cs=0&q=Enhanced+Patient+Experience&sa=X&ved=2ahUKEwjaztPSsJmPAxXorokEHXB6CmQQxccNegQIaBAD&mstk=AUtExfDw0plA5peprPKKhJ1FoCJHF1JHkdg9yCJviParbAwlsXxnmWO3IRK1oWQa_Sh7B1gZFKevMsLjNIfTiOi8IF-aboPyS0Z8I9cpDPsgVwO4XeM9H9DkiHsGQf_AMAOfXhLJIlcqz6N_NWkaJNNyL_wZ5wsSXAu14S0kDRnePoTYerlgWH7GqBTumQt113CeOH9-565mLuRbU1SLzM-9jNlc3A&csui=3
https://www.google.com/search?client=safari&sca_esv=1c2c48b035966a68&cs=0&q=Stronger+Research&sa=X&ved=2ahUKEwjaztPSsJmPAxXorokEHXB6CmQQxccNegQIZRAD&mstk=AUtExfDw0plA5peprPKKhJ1FoCJHF1JHkdg9yCJviParbAwlsXxnmWO3IRK1oWQa_Sh7B1gZFKevMsLjNIfTiOi8IF-aboPyS0Z8I9cpDPsgVwO4XeM9H9DkiHsGQf_AMAOfXhLJIlcqz6N_NWkaJNNyL_wZ5wsSXAu14S0kDRnePoTYerlgWH7GqBTumQt113CeOH9-565mLuRbU1SLzM-9jNlc3A&csui=3
https://www.google.com/search?client=safari&sca_esv=1c2c48b035966a68&cs=0&q=Stronger+Research&sa=X&ved=2ahUKEwjaztPSsJmPAxXorokEHXB6CmQQxccNegQIZRAD&mstk=AUtExfDw0plA5peprPKKhJ1FoCJHF1JHkdg9yCJviParbAwlsXxnmWO3IRK1oWQa_Sh7B1gZFKevMsLjNIfTiOi8IF-aboPyS0Z8I9cpDPsgVwO4XeM9H9DkiHsGQf_AMAOfXhLJIlcqz6N_NWkaJNNyL_wZ5wsSXAu14S0kDRnePoTYerlgWH7GqBTumQt113CeOH9-565mLuRbU1SLzM-9jNlc3A&csui=3


Involvement Across the Clinical Trial Continuum

Develop 
Study 

Concept

Prepare 
Study 

Protocol

Open 
Study 
Sites

Conduct 
Study

Analyze 
Data 

FDA Review  
& Approval

• Provide information 
on unmet needs

• Assess interest of 
patient community

• Provide feedback from 
patient community on 
sites, investigators, & 
study experience

• Serve on Trial Steering & 
Data Monitoring 
Committees

• Provide peer support 
during consenting

• Support discussions 
with funders, sites & 
IRBs

• Support trial 
awareness & 
recruitment

• Provide input on study 
design

• Assist in creating 
informed consent 
document & patient 
education material

• Serve on FDA advisory 
& post-market 
surveillance 
committees

• Provide FDA testimony

• Prepare plain language 
summaries

• Co-author papers & 
posters

• Communicate with 
patient community



Examples of Involvement

Protocol Review 
Committees
• Review protocols for 

academic merit and 
feasibility for community 
implementation  (e…g.., 
grant reviews, scientific 
review committees)

Steering Committees
• Plan and oversee trials

Institutional Review 
Boards (IRBs)
• Ensure meet ethical 

standards

Data Monitoring 
Committees (DMCs)
• Monitor data for safety, 

futility or clear 
superiority

• prior to all results are 
available

Direct Input to 
Researchers:
• Advocates provide 

feedback on protocols 
and informed consent 
documents, helping 
researchers refine their 
studies.

Review Patient 
Materials
• Informed Consent 

Documents
• Recruiting Brochures

Dissemination of 
Results
• Co-authorship on journal 

articles and at 
professional meetings

• Plain Language 
Summaries

• Communication with 
Advocacy Groups

Peer Support for 
Participants
• Resources for study 

participants, answering 
questions and providing 
support throughout the 
trial

https://www.google.com/search?client=safari&sca_esv=1c2c48b035966a68&cs=0&q=Protocol+Review+Committees&sa=X&ved=2ahUKEwjaztPSsJmPAxXorokEHXB6CmQQxccNegQIMxAB&mstk=AUtExfDw0plA5peprPKKhJ1FoCJHF1JHkdg9yCJviParbAwlsXxnmWO3IRK1oWQa_Sh7B1gZFKevMsLjNIfTiOi8IF-aboPyS0Z8I9cpDPsgVwO4XeM9H9DkiHsGQf_AMAOfXhLJIlcqz6N_NWkaJNNyL_wZ5wsSXAu14S0kDRnePoTYerlgWH7GqBTumQt113CeOH9-565mLuRbU1SLzM-9jNlc3A&csui=3
https://www.google.com/search?client=safari&sca_esv=1c2c48b035966a68&cs=0&q=Protocol+Review+Committees&sa=X&ved=2ahUKEwjaztPSsJmPAxXorokEHXB6CmQQxccNegQIMxAB&mstk=AUtExfDw0plA5peprPKKhJ1FoCJHF1JHkdg9yCJviParbAwlsXxnmWO3IRK1oWQa_Sh7B1gZFKevMsLjNIfTiOi8IF-aboPyS0Z8I9cpDPsgVwO4XeM9H9DkiHsGQf_AMAOfXhLJIlcqz6N_NWkaJNNyL_wZ5wsSXAu14S0kDRnePoTYerlgWH7GqBTumQt113CeOH9-565mLuRbU1SLzM-9jNlc3A&csui=3
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Trial Schema



Study Calendar



Sections that Contain Most Important Information for 
Your Review



PICOT: A Framework for Thinking About Clinical Trials

P: population: Defines the specific group 
of patients or individuals of interest.

I: intervention: Identifies the specific 
treatment, therapy, or action being 
considered.

C: comparison: Indicates the alternative 
to the intervention, such as a placebo 
or standard treatment.

O: outcome: Specifies the desired or 
measurable result of the intervention.

T: time: Indicates the timeframe of 
interest for the outcome.



PICOT Components and Where to Find Them

P I C O T
Population Intervention Control Outcomes 

• Primary
• Secondary
• Exploratory

Timing

3.2 Eligibility Schema
7.0 Treatment 
Plan/Interventions

Schema
7.0 Treatment 
Plan/Interventions

2.0 Objectives Schema
14.2 Continuity of 
Care



Example Questions

P I C O T
Population Intervention Control Outcomes 

• Primary
• Secondary
• Exploratory

Timing

• Are the eligibility 
requirements 
(inclusion and  
exclusion) 
appropriate?

• Will/could a 
representative 
sample be 
included?

• Are the likely risks 
vs benefits likely to 
be acceptable to 
potential 
participants?

• Are there 
procedures to 
minimize,  prevent 
and or treat side 
effect? Are these 
acceptable?

• Is this the 
appropriate 
Standard of Care?

• Will patients be 
willing to be 
randomized?

• Is crossover from 
control arm to 
treatment 
allowed?

• Are these the 
outcomes that are 
important to 
patients?

• Will the data 
collection be too 
onerous or a 
burden for 
participants?

• Are procedures 
scheduled to be 
convenient for 
participants?

• Is there flexibility?
• Will the results 

likely to be 
meaningful when 
available?
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For More Questions

https://3ctn.ca/wp-
content/uploads/2022/04/CTTutorial-1.pdf 

https://3ctn.ca/wp-content/uploads/2022/04/CTTutorial-1.pdf
https://3ctn.ca/wp-content/uploads/2022/04/CTTutorial-1.pdf
https://3ctn.ca/wp-content/uploads/2022/04/CTTutorial-1.pdf
https://3ctn.ca/wp-content/uploads/2022/04/CTTutorial-1.pdf
https://3ctn.ca/wp-content/uploads/2022/04/CTTutorial-1.pdf
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