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Topics

« What is a Clinical Trial protocol
* Who are the Key Stakeholders

- What and Why of Advocate
INnvolvement

- 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

Protocol




Protocol Stakeholders
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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

Advocates Should Ask
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Advantages of Advocate Involvement

- Increased Patient Participation:

* By addressin%thient 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 qddressin%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.
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Involvement Across the Clinical Trial Continuum

/ pelloportdiscussions /°Serve on FDA advisor
* Provide information with funders, sites & * Provide feedback from y
. . & post-market
on unmet needs IRBs patient community on .
: : ! . ) surveillance
* Assess interest of * Support trial sites, investigators, & ;
m. | - e

Develop Prepare
Study Study
Concept Protocol

Analyze FDA Review
Data & Approval

- C

* Provide input on stud . . Prepare plain language
. P Y * Serve on Trial Steering & P .p ELSE
design o summaries
. : Data Monitoring
* Assist in creating ! * Co-author papers &
: Committees
informed consent i . posters




Examples of Involvement

Protocol Review
Committees

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

Direct Input to
Researchers:

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

Steering Committees

e Plan and oversee trials

Review Patient
Materials

¢ Informed Consent
Documents

e Recruiting Brochures

Institutional Review

Boards (IRBs)

¢ Ensure meet ethical
standards

Dissemination of
Results

e Co-authorship on journal
articles and at
professional meetings

e Plain Language
Summaries

e Communication with
Advocacy Groups

Data Monitoring
Committees (DMCs)

e Monitor data for safety,
futility or clear
superiority

e prior to all results are
available

Peer Support for
Participants

e Resources for study
participants, answering
guestions and providing
support throughout the
trial
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Trial Schema

PERIOPERATIVE VERSUS ADJUVANT SYSTEMIC THERAPY IN PATIENTS WITH RESECTABLE
NON-SMALL CELL LUNG CANCER - PROSPECT LUNG

* Histologic or cytologic confirmation of surgically resectable stage ITA to IIIB NSCLC (per AJCC 9*

CTIU2317-A082304-52402

Eligibility Criteria

edition) or stage ITA to IIIB NSCLC (per AJCC 8" edition) up to single station N2

Age = 18 years

ECOG PS < 2 (or Karnofsky > 60%)
No prior treatment for NSCLC or administration within 5 years
# No previous malignancy within 3 years

Arm1

Arm 2
(Perioperative)

mN-Z0TZ> T

Surgery

Adjuvant
therapy

Neoadjuvant
therapy

Surgery

Adjuvant
therapy

Patients will be followed for 10 years or until death, whichever comes first.

Please refer to the full protocol text for a complete description of the eligibility criteria and
treatment plan.

Adjuvant radiation therapy is allowed during protocol therapy in patients with positive surgical margins.




5.0 STUDY CALENDAR

S t u d y ( : C] | e ﬂ d C] r Laboratory and clinical parameters during treatment are to be followed using individual institutional

guidelines and the best clinical judgment of the responsible physician. It is expected that patients on this
study will be cared for by physicians experienced in the treatment and supportive care of patients on this
trial.

Prior to During Surveillance
(Post-Treatment)®

Registration* During Treatment**

Tests & Observations***
H & P, weight, ECOG PS X
Height X
Vital signs (Pulse, Blood Pressure)
Laboratory Studies****

CBC

Comprehensive metabolic panel

Brain Imaging (MRI or CT)
CT chest including adrenals, or
CT chest and abdomen

CT/PET X

Baseline scans are required within 42 days of registration. Labs should be completed at the discretion of the
treating physician.

During the neoadjuvant (preoperative) or adjuvant (postoperative) treatment phase, patients should have
history and physical exam, vital signs, and ECOG performance status during each visit.

Adverse event reporting information is described in

Complete blood counts and comprehensive metabolic panel should be obtained before each cycle of
treatment.

Brain imaging will be obtained between diagnosis and registration to CTIU2317-A082304-52402.

Neoadjuvant treatment phase: At minimum, scans should be obtained at the end of neoadjuvant therapy prior

to surgery.
Adjuvant phase: Surveillance scans should be performed according to the NCCN guidelines.

PET CT is an acceptable replacement for “CT chest including adrenals, or CT chest and abdomen.”

All patients are recommended to have scans at least every 6 months (+/- 2 weeks) from the last day of
adjuvant therapy for 3 years following the end of treatment., During years 4-10 following treatment scans

Version Date 10/29/24




Sections that Contain Most Important Information for
Your Review

1.0 BACKGROUND
2.0 OBJECTIVES
2.1 Primary Objectives

2.2 Secondary Objectives

2.3 Exploratory Objectives
3.0 PATIENT SELECTION
3.1 On-study Guidelines

3.2 Eligibility Criteria

4.0 PATIENT REGISTRATION
4.1 Investigator and Research Associate Registration with CTEP
4.2 Cancer Trials Support Unit Registration Procedures

4.3 Patient Registration Requirements

4.4 Patient Registration/Randomization Procedures

4.5 Stratification Factors and Treatment Assignments

5.0 STUDY CALENDAR
6.0 DATA AND SPECIMEN SUBMISSION
6.1 Data Collection and Submission

7.0 TREATMENT PLAN/INTERVENTION
7.1 Systemic Therapy

7.3 Radiotherapy




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 P | C 0 T

treatment, therapy, or action being Patient/Population/ Intervention Comparison Outcome  Time

con Si d ere d . Problem (variahle) i

) ) ) a N ® o i

C: comparison: Indicates the alternative n PAR AYAY

to the intervention, such as a placebo 1T x

or standard treatment. Ty

1111 B

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

I T - -

Population Intervention Control Outcomes Timing
* Primary
* Secondary
e Exploratory

3.2 Eligibility Schema Schema 2.0 Objectives Schema
7.0 Treatment 7.0 Treatment 14.2 Continuity of
Plan/Interventions Plan/Interventions Care



Example Questions

., .. c o T

Population Intervention Control Outcomes Timing
* Primary
e Secondary
e Exploratory

* Are the eligibility * Are the likely risks e Is this the * Are these the * Are procedures
requirements vs benefits likely to  appropriate outcomes that are scheduled to be
(inclusion and be acceptable to Standard of Care? important to convenient for
exclusion) potential « Will patients be patients? participants?
appropriate? participants? willing to be * Will the data * Is there flexibility?

* Will/could a * Are there randomized? collection be too « Will the results
representative procedures to e |s crossover from onerous or a likely to be
sample be minimize, prevent  ontrol arm to burden for meaningful when
included? and or treat side treatment participants? available?

effect? Are these allowed?

acceptable?



For More Questions

Research Advocacy Netwm
Advocatelnstitute

ML Understanding
% ¥ Clinical Trial Design:
" A Tutorial for
Research Advocates

https://3ctn.ca/wp-
content/u ploads/2022/04/CTTutoriaI-1.pdf)
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