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Presenter
Presentation Notes
 *  Welcome to the workshop and thank you for taking time to learn more about how to talk to your patients about    clinical trials *  Please feel free to ask questions as we go – this training is for you. Bienvenidas al taller y gracias por tomarse el tiempo de aprender más en como hablarle a los pacientes  sobre los Ensayos clínicos/ Por favor siéntase libre de hacer preguntas durante el taller . Este entrenamiento es para usted.



WELCOME 

Please feel free to ask questions

Remember we are not doctors so we are not making 
recommendations but rather providing information for you 
to help your patients

Presenter
Presentation Notes
Cancer is a dreaded disease, but one in which we are making progress We know much more about the biology of cancer than ever before There has been rapid technological progress that allows scientists to do things now that they didn’t even dream of 10 years ago – we will discuss some of these today including what clinical trials are and how to best explain them to your patients 



Learning Objectives

By the end of this session, you will be able to:

• Explain the cancer research process

• Describe clinical trials

• Explain the importance of clinical trials, cancer research, 
and tissue donation

Presenter
Presentation Notes
Read learning objectives on slide Some of this information is quite technical, so again feel free to ask questions at any time



Training Overview

• Barriers to Enrollment in Clinical Trials

• The Research Process

• Clinical Trials 101

• Summary

Presenter
Presentation Notes
Today we will begin by discussing some of the barriers to clinical trial enrolment to help you have answers ready for the patients you serveWe will then discuss the research process so you understand why it is so important We will then move on to clinical trials – the method required by the FDA to test new treatments before they can be used in humansIn the summary we will discuss where people can find clinical trials



Barriers to Enrollment

Presenter
Presentation Notes
Each clinical trial is !different but they all have barriers to participation• These barriers are both from the Dr. and patient perspectiveCada ensayo clínico es diferente, pero todos ellos tienen barreras a la participaciónEstas barreras son una  por parte del médico y la otra desde la perspectiva del paciente



Trust Issues
Past problems

• Track record of minority  abuse – Tuskegee

Current Issues
• Distrust of Institutions
• Many may believe more in faith than in science
• Need for family involvement during all phases of 

decision
• Language and culturally appropriate delivery of 

information is lacking

Presenter
Presentation Notes
It is important to help your patients understand past issues as well as protections now in place to safeguard them from unethical behavior by researchers.Some of these issues are easy to fix but some are very deep held beliefs that will take time to fix – we will provide you with important information throughout this training to help in this area..



Latinos and Clinical Trials
Latinos are less informed about clinical trials

• You can help inform your patients
• The hope is that participation will increase if 

patients are more informed

Only 2-3% of participants are Latinos
• New drugs need to be tested in 

the groups that will receive them

http://www.cancer.org/acs/groups/cid/documents/webcontent/003005-pdf.pdf

Presenter
Presentation Notes
History has shown that genetic information can be used for good or for bad.With the technological advances seen in the last several decades, genetic information can now be used to enhance cancer risk prediction, diagnosis, and treatment.  



Other Issues

Financial difficulties and concerns that 
may affect  a person’s ability/decision 
to participate in clinical trials

Transportation Problems

Limited understanding about a clinical 
trial 

Presenter
Presentation Notes
Finances, transportation and lack of culturally and linguistically proficient education on clinical research is absent from common conversations.



Protections now in place: patient safety first
Federal laws

Before a study starts
Institutional Review Board (IRB)

During the study
Institutional Review Board (IRB)
Data Safety Monitor Board (DSMB)

• National Commission for the Protection of Human 
Subjects 

• Nuremberg
• Belmont Report
• National Research Act

Presenter
Presentation Notes
Remember– clinical trials are research experiments with unknowns ! • So there are Federal! And Local protections in place that require close monitoring, complete disclosure of all risks in the consent form and ongoing  review �• Read slide



The Leaky Pipe of Clinical Trial Participation

38% not 
referred to 
clinical trial 
by physician

56% not 
eligible for 
clinical trial

49% not 
willing to 
sign 
consent 
form

276 
patients 
seen by 
physicians

14% 
accrual 
rate (39 
patients 
enrolled)

Illustrative data from Lara, P.N., Jr., et al., Prospective evaluation of cancer clinical 
trial accrual patterns: identifying potential barriers to enrollment. J Clin Oncol, 
2001. 19(6): p. 1728-33.

Trial 
Design

Consent
Process

Awareness

Presenter
Presentation Notes
This slide shows some of the places where accrual numbers drop It begins when a clinical trial is never discussed with them – awareness – you will help here! Some are not eligible – trial design – you can not help hereAnd finally – a large group is lost who are told, are eligible but choose not to enter – you can help patients understand their options but not what decision to make.



Barriers To Participation

Physicians

• Be unwilling to lose the patient to trial institution
• Worry about patients care or costs
• Do not inform their patients about clinical trials

Patients
• May be unaware of clinical trials
• Face too many decisions to think through

• Communication issues
• Cultural issues + MISTRUST

• Have cost or time constraints

Physicians

Presenter
Presentation Notes
Each clinical trial is different but they all have barriers to participation These barriers are both from the Dr and patient perspective but the most prevalent barrier is mistrust. Read slide



Understanding The Research Process

Drug and device testing begins with extensive laboratory research which can involve 
years of experiments in animals and human cells. 
If the initial laboratory research is successful, researches send the data to the Food and 
Drug Administration (FDA) for approval to continue research and testing in humans.

Presenter
Presentation Notes
During this section, we will provide a bit of background on the research process used to develop new cancer treatments We’ll try to capture some of the excitement and show the progress that has been made



1. Bench: basic 
laboratory bench

and back
4. Bedside

3. Clinical Trials2. Animal Studies: translational

The Translational Research Process

Drug development begins with an 
idea and moves through the 
entire research process beginning 
with basic research, moving into 
translational (preclinical) studies, 
and finally resulting in a clinical 
trial. 
Then the drug must navigate 
through the regulatory process 
before it is available to 
patients/participants. 
Then the process circles back 
again. 



Changes In Care Due to Research

Lets compare the 1960’s with today using breast cancer

• Early detection

• Treatment
• Surgery
• Chemotherapy
• Hormone therapy

• Follow-up

Presenter
Presentation Notes
We just talked a little bit about the research processThe next slides will show that, although this process is slow and costly, it leads to better treatments for future patientsLet's compare breast cancer treatments from the 1960s with today to highlight this situation - other cancers have a similar course



Early Detection

• No screening Mammography
• No needle biopsy

Today

• Routine Screening
• Routine needle biopsy
• Digital mammography
• 3D mammography
• MRI
• Improved ultrasound
• Breast density

Mammography and Beyond: Developing Technologies for the Early Detection of Breast Cancer – Institute of Medicine report, 2001

2016 American Society of Clinical Oncology (ASCO) – CancerProgress.net – Progtress & Timeline

Early 1960’s

Presenter
Presentation Notes
In the 60’s we only had mammography Although we have have added ultrasound and MRI – we still rely almost exclusively on mammography (although more sophisticated) Because most cancers have been present 10-20 years before they can be seen with imaging – this is very poor early detection and new better imaging needs to be developedWe have made progress on getting a cancer biopsy – in the 60’s Dr’s used a knife to cut out a small piece of tumor – today they can use a needle biopsy which is much less painful.



Surgery

Early 1960’s
• Excisional biopsy

• Radical mastectomy

• Full lymph node dissection

• Hospital stay 7-10 days

• Needle biopsy
• Modified radical mastectomy 
with improved reconstruction

• Tumor ablation
• Lumpectomy
• Sentinel node dissection
• Hospital stay 2-3  days

Today

Presenter
Presentation Notes
Surgical procedures have seen the greatest improvement – lumpectomies are much more frequent, sparing most of the breast and modified mastectomies only take breast tissue – no muscle tissue. Sentinel node removal vs. removing many nodes has decreased lymphedema issues for many while maintaining accuracy of information 



Chemotherapy

1960’s
• Cytotoxic drugs –

Kills all fast growing cells

• Adjuvant chemo only 
choice

• Cytotoxic drugs –
Still the most prevalent

• Targeted agent - Only kills cancer cells
• Example - Herceptin

• Neoadjuvant chemo – Before surgery

• New metastatic agents approved

Today

Presenter
Presentation Notes
Although there are a few more targeted therapies most chemo is still “cytotoxic” – killing all fast growing cells in the body vs. just cancer cells Chemo is now given before surgery in many cases – (called neoadjuvant chemo) – this allows Dr.’s to see with imaging, if the tumor responds and begins to shrink. If the chemo is given after the tumor is removed – Dr.’s never know if the patient’s tumor is responsive or resistant to that drug.



Hormone Therapy

Early 1960’s
• None

Today

• 1998 Tamoxifen was approved

• 2004 Letrozole was approved
• Other aromatase inhibitors – only 

for post-menopausal women

Clinical Cancer Research, The Estrogen Receptor
A Model for Molecular Medicine, Elwood V. Jensen and V. Craig Jordan
Published 1 June 2003

Timeline: Milestones in Cancer Treatment, CURE, Lacey Meyer, Oct 3,2008

Presenter
Presentation Notes
Many patients with hormone positive tumors  - (breast, ovarian, prostate, and testicular) can know receive hormone therapy which binds to the receptors on cancer cells and aids in the decreased % of recurrence. New hormonal therapies continue to be made available Side effects, although present, are less than from chemo



Radiation

1960’s

• Whole breast

Today

• Whole breast or just chest wall
• Choice for no radiation
• Partial breast radiation
• Other advances
• Computer controlled delivery
• Safer levels used

Presenter
Presentation Notes
Radiation strategies continue to improve but we still do not know who is unresponsive to this therapy – it turns out some people are not helped by radiation. We also do not know who needs radiation based on their molecular fingerprint – just like chemo where some patients do not need it – some patients may not need radiation. We know radiation can cause cancer – so this is important information that still needs to be learned



Follow-up

1960’s

• Mammograms

• Wait for symptoms

• Who will metastasize

(i.e. have their cancer return 
in another body part)

The incidence of women diagnosed with advanced breast cancer has not changed 
since 1975

Surveillance, Epidemiology, and End Results (SEER) Program, 9 SEER Registries, National Cancer Institute. American Cancer Society, Surveillance 
Research, 2011

• Mammograms, MRI, 
ultrasound

• Sometimes biomarkers
• Wait for symptoms

Today

Presenter
Presentation Notes
Very little has been learned over the last 20 years about who will recur and how to test for that.  There are now some tests that do identify these patients but many Doctors do not use them.  Two are OncotypeDX and Mammoprint. Not knowing if you will recur is very difficult for some patients and they live the rest of their lives in a state of fear.Even less is known about who will metastasize (have their cancer return to other parts of the body) Biomarker research is ongoing to provide Dr.’s with this information 



THE PROMISE OF RESEARCH

• True early detection – before it has been there 10-20 years

• Genomic signatures – leading to more targeted therapy

• Biomarkers for follow-up

• Continued improvements in surgery & reconstruction

• Continued improvements in radiation

Presenter
Presentation Notes
Research has and will continue to make advances in the entire spectrum of finding, treating and monitoring cancer It is important to understand the role, we as patients, have in this process – that process means enrolling in clinical trials.



Understanding Clinical Trials 

Presenter
Presentation Notes
We will now discuss clinical trial Please remember to ask questions as anytime



Definition of Clinical Trials

Clinical trials are research studies involving people

They try to answer scientific questions and find better ways to 
prevent, diagnose, or treat cancer. 

• Clinical trials are done to enhance current treatments or 
develop a new more efficient treatment.

Presenter
Presentation Notes
All advances that we now enjoy – whether in cancer or other disease’s – must first be tested in a clinical trial Lea el texto en amarilloTodos los avances que ahora disfrutamos  - ya sea en el cáncer u otra enfermedad  - en primer lugar deben ser probados en un ensayo clínico



Need to Test Drugs In Humans

Many drugs work in animal models but not in people

Presenter
Presentation Notes
That is because even if the intervention works in the lab and in mice – it may not work in people In fact most new drugs do work in mice but not in people If clinical trials where not done in people we would not know which new drug actually worked in people so many people would pay money, think they where being helped and maybe are not.



Why Clinical Trials Are Important

Cancer affects all of us: 1 in 2 men / 1 in 3 women will get cancer 
during their lifetime

• Clinical trials test new treatment options

• The more people participate –
• the faster we can find better treatments

Zosia Chustecka. Cancer Strikes 1 in 2 Men and 1 in 3 Women. Medscape. Feb 09, 2007.

Presenter
Presentation Notes
It is important to understand that cancer affects us all, whether we have it, care about someone who does, or worry about getting it in the future.Each year in the United States:* About half a million people are expected to die of cancer—more than 1,500 people a day. It is the second leading cause of death, exceeded only by heart disease More than 1 million people are diagnosed with cancer�



Types of Clinical Trials
Prevention: life style interventions 

Screening & Early Detection: find in general public

Treatment: new intervention

Test new chemotherapy drugs or targeted therapies  

Surgical procedures

Radiation

Comparisons of existing drugs – which is better

Which order or dose of drug is the best

Presenter
Presentation Notes
Most people think only new drugs are tested in clinical trials  - but that’s not true All new surgical and radiology procedures also must be proven to be effective through a clinical trial Prevention, screening and follow-up strategies are also tested in clinical trials Clinical trials also are done to - Compare one drug against another and find out which is better                                                                                                - Compare which dose is better                                                - And compare which drug should go first 



Phases Of Clinical Trials

PHASE II: Does it work? Then evaluate 
for safety

PHASE III: Is it better than usual care? 

PHASE I: To focus on finding a safe dose

Presenter
Presentation Notes
Clinical trials are performed by going through a series of steps or phases  These are  - Read slide A patient should always ask their Dr. which phase trial they are being asked to enter – phase one has the most risk and phase three the least. 



Trial Designs
Randomized Controlled Trial (RCT)

• Patients are separated into 2 groups 

• One group gets the new agent (perhaps medicine)

• The other called the  control (gets standard care)

Cancer Clinical Trials, A resource Guide, NCI 2001

Presenter
Presentation Notes
A randomized clinical trial is the gold standard because the new treatment is compared to standard of care – this is the best way to see which is better Many patients do not like this as they do not know if they are getting the new drug or standard therapy – so they may decide not to enroll.   That is OK as each patient must do what feels best for them.



Benefits vs. Harms

Benefits

• May be first to receive best new treatment if drug works
• Will receive closer medical supervision than usual
• Will have the opportunity to help future patients

Harms
• May not be as good as ‘usual care’
• May have unknown side effects
• May have extra cost and office visits

Benefits

Presenter
Presentation Notes
Read slide - Every clinical trial has both benefits and risk or harms These are all clearly stated in the consent form It is important to remember each person must decide what is best for them – someone enrolled can drop out at any time. 



The Consent Form

The decision to participate is the patients

Informed Consent is more than a signature - it is a process 

• All the facts about a study must be given before the patient 
decides to participate

• Always compare trial to standard options

• Rights should be fully explained

Presenter
Presentation Notes
The consent form serves two purposes 1. It provides a patient all the needed information they need to understand a clinical trial 2. A patient must sign a consent form before entering a clinical trial – once signed it serves as legal record that the patient understood they where entering a research trial (experiment – and all that entails – more about this later) 



Explaining Patients Rights
Understanding the clinical trial is key

• It is a research study / experiment

• All the facts about a study must be explained

• Always compare trial to standard options

• A patient can withdraw any time and their care will not be affected

• Benefits and harms must be understood

Presenter
Presentation Notes
The most important thing for a patient to understand – is that a clinical trial is a research experiment It can be better then – the same as – or worse than standard of care Many people just want to be treated and do not want to be a part of a study/experiment



The Role of Promotores/Community Health 
Workers To:
 Encourage members of their community to consider a cancer clinical trial.
 Encourage members of their community to talk to their doctors about what 

their risk is of getting a particular cancer based on their individual or family 
history and if there is a clinical trial specifically for genetics.

 Encourage an individual with a cancer concern to seek out advice from a 
healthcare provider and to get second opinions.

 Provide information about resources available in that community.
 Help connect one cancer survivor with another survivor and one who is 

participating in a clinical trial.
 Provide information that could dispel myths about cancer and clinical trials.



Questions To Get Answered:

Why is this study being done?
Who is doing this study?
Where is the trial being conducted?
What will I benefit from this study?
What are the risks?
• Make sure patients understand they may not benefit from the new drug 
but will also get standard of care
How long will the study last?
What extra tests/visits are involved? 

Presenter
Presentation Notes
These are questions each patient should always ask their Doctor before signing the consent form.   Anyone who signs a consent form should enter feeling fully committed to doing all that is required.  Better to say no if someone is unsure at the beginning.



How to Find a Clinical Trial

HELP

Presenter
Presentation Notes
We will now tell you a few places to find clinical trials and who conducts them.



WHO  CONDUCTS  CLINICAL  TRIALS?

• The National Cancer Institute - www.cancer.gov
• The National Clinical Trials Network (NCTN)  
• Cancer Therapy & Research Center (CTRC) – www.ctrc.net
• Academic centers, Community hospitals, Your own healthcare 

provider
• Pharmaceutical and Biotech companies
• https://www.nih.gov/health-information/nih-clinical-research-

trials-you/finding-clinical-trial.

Presenter
Presentation Notes
Many groups conduct clinical trials  - a few are listed here Read slide 



How to Find Clinical Trials

The Internet 
• Trial Check®  : www.cancertrialshelp.org

• The NCI:  www.clinicaltrials.gov

Ask Your Doctor About Clinical Trials

Presenter
Presentation Notes
Here are some of the places where you can find clinical trials Always ask your Dr. about clinical trials



Resources
 The National Cancer Institute - www.cancer.gov
 American Cancer Society – www.cáncer.org
 Cancer Therapy & Research Center (CTRC) – www.ctrc.net
 http://www.medscape.com/viewarticle/815141
 Challenging Assumptions About Minority Participation in US Clinical 

Research https://www.ncbi.nlm.nih.gov/pubmed/21805372
 Trial Check®  : www.cancertrialshelp.org 
 The NCI:  www.clinicaltrials.gov
 *All images were copied from google/images
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