
Cancer Clinical Trials, 
Biospecimens & Biorepositories 

 

Presenter
Presentation Notes
Talking Points: WelcomeIntroduction:  Who you are and where you are fromToday I am here to present to you important information about clinical trials, biospecimens and biorepositories.  �



Cancer Clinical Trials 
 

Presenter
Presentation Notes
Let’s begin by talking about clinical trials and later on we will talk about biospecimens and biorepositories.  This information is for everyone in general but it does have a special focus on Hispanics.�



Can affect anyone 
Many different types 
 
 
 
 
 

 

Abnormal growth 
of cells 
Can occur in any 
part of the body 
Diagnosed by 
doctor 
Treated by 
specialist called 
an oncologist 

 Cancer 

Presenter
Presentation Notes
Talking Points:  First, here is some general information about cancer.  It is important to detect cancer early so you have more options and better results with treatments.  Only a doctor can diagnose you with cancer.  Your doctor will need to run some tests to see if you do have cancer. If your doctor tells you have cancer, it is possible that they will refer you to a specialist for treatment.  Cancer specialists are called oncologists. For answers to your cancer questions, call the NCI’s Cancer Information Service at 1–800–4–CANCER (1–800–422–6237) 



The 4 most common in 
Hispanics/Latinos 

Breast 
Prostate 
Colorectal 
Lung 

Hispanic Men: Prostate   
Hispanic Women: Breast  
 

 Who Develops Cancer? 

Top 5 Cancers in Bexar County: Breast, Prostate, 
Lung, Colorectal, Kidney  
 

Presenter
Presentation Notes
The 4 most common in Hispanics: account for almost half of all cancer cases among HispanicThe cancer Sites with higher rates for Hispanics– Higher Rates: Stomach, Liver, Cervical, Gallbladder (cancers associated with infection more in Hispanics than the other races) per ACS in US 2009-2011The top Men/Women – New Cases The top 5 in Bexar County – 5 Leading Cancer Sites by Incidence in Bexar County (2005-2009)Talking Points:No one knows if they will get cancer. Cancer does not discriminate. It does not matter if you are a woman or man, how old you are or where you come from."Cancer data has been provided by the Texas Cancer Registry, Cancer Epidemiology and Surveillance Branch, Texas Department of State Health Services, 211 E. 7th Street, Suite 325, Austin, TX 78701, http://www.dshs.state.tx.us/tcr/default.shtm, or (512) 305-8506."���



Studies involving people 

Lead to treatments that treat, control, cure or 
prevent many diseases, like cancer 

 What Are Clinical Trials? 

Presenter
Presentation Notes
Talking Points:  A clinical study is an investigation- or a research study involving people.  It is the final step, in the process that began with research in a lab, of finding new methods to treat, control, cure or prevent cancer. It can be a new drug, a new surgical procedure, or a new diagnostic test.  There are cancer clinical trials for all types and stages of cancer as well as for cancer prevention. �Clinical trials allow us to learn new information that can result in benefits for all of us including the Hispanic community.  



Clinical Trials 
“I got kind of scared 
when they asked me 
to participate in a 
clinical trial. I had 
never heard those 
terms before.” 

    
—Ana Hurtado 

Clinical Trial Participant 

Presenter
Presentation Notes
Talking Points: A lot of people have never heard the term “clinical trial” before.  This is normal.  



Many people develop 
cancer  

Most of the best 
treatments today are from 
past clinical trials 

The more people 
participate, the faster we 
can find new treatments 

 Why Are Clinical Trials Important? 

Presenter
Presentation Notes
Talking Points: Every year, more than one million people living in the United States are diagnosed with some type of cancer however,  Most of today’s best treatments are based on what we learned from past clinical trials. Thanks to medical advances, early detection and treatment, many people treated for cancer are now surviving cancer and living longer. Clinical trials help us find. our whether new treatments are safe and effective and whether they are as good or better than the standard treatments.So the more people that take part in clinical trials, the faster we can find better treatments and prevention options and increase survival rate.



 Participation in Clinical Trials 
Only 3-5% U.S. adults participate in clinical trials 
Why? Lack of information, problems getting 
health services, doubts 

 

Presenter
Presentation Notes
Talking Points:  Only 3-5% U.S. adults out of the  10.1 million adults with cancer in the U.S. participate in clinical trials (2004).  There are several reasons why there are few people who participate in clinical trials. A few we want to mention is the lack of information.  A lot of people do not know anything about clinical trials.  Another reason is limited access to health services (cost, lack of health insurance, transportation, childcare services).  Also, some people have doubts about participating in clinical trials. Some may be fearful of the medical system.Optional Interactive Question:Has anyone ever participated in a research study?PICTURE CREDIT: NIHhttp://nccam.nih.gov/about/plans/2011/objective3.htm



 Hispanics/Latinos in Clinical Trials 
Only about 2-5% are 
Hispanic/Latino 

Why so few? 
Family 
Religion 
Language barriers 
Cultural barriers 
 

Presenter
Presentation Notes
Talking Points:Cancer is the leading cause of death in Hispanics yet only about 2-5% Hispanics/Latinos participate in National Cancer Institute (NCI) cancer clinical trials.It is difficult to generalize about the Hispanic culture and apply this to all the different Latino groups.    But to add to the general barriers already mentioned, these represent some more reasons why Hispanics/ Latinos as a whole do not participate in clinical trials: family issues, religion, language barriers and cultural barriers such as beliefs or attitudes or preference to alternative medicine.  There are also system barriers and barriers to access due to clinical trials not offered (due to various reasons) by physicians (to Hispanics). Results of studies without Latino participation may not be applicable to Latinos. 



 

 

 

 

Phase 1:  Determine safety, dosage 
and side effects 

Phase 2:  Understand if the 
treatment is effective and further 
evaluate its safety 

Phase 3:  Compare the 
effectiveness of the new treatment 
with standard treatments 

 Clinical Trial Phases 

Presenter
Presentation Notes
Talking Points:Clinical trials are conducted in  a series of steps, called phases.  Each phase is designed to answer a separate questions.  Generally clinical trials have 4 different phases. In Phase I clinical trials researchers test a new drug or treatment in a small group of people (usually includes 20-80 people) for the first time to evaluate its safety, determine a safe dosage range (how much to take and how often to take it) and to identify side effects.  Phase I trials also monitor how the new treatment affects the cancer cells and whether it can shrink tumors.When a new treatment is found to be safe in a Phase I trial, it usually moves to a Phase II trial.In Phase II, treatment is given to a larger group (includes 100 people or more)  of people to see if it is effective (whether the treatment works, what type of cancer the treatment works for) and to further evaluate its safety.  Here they also learn more about the dose, the side effects and how to manage them.��If a new treatment continues to be promising, in others words, it is found to be safe and effective– then it may proceed to a Phase III clinical trial. In Phase III, treatment is given to large groups of people (100 to 1000+ people) to confirm its effectiveness, monitor side effects, compare it to commonly used treatments, and collect information that will allow the drug or treatment to be used safely.  In this phase, scientists compare two groups: one group that receives the new treatment (investigational/intervention group) and the other receives the standard treatment (control group).  If the new treatment is found to be better than the standard treatment, then all groups will receive the better treatment.  In the same way, if a treatment does not work for a patient or the patient decides to leave the study, the patient will then receive the standard treatment.  Patients will always receive treatment and never go without treatment. During each phase, scientists continuously are looking to make sure the treatment is safe.  A  new treatment can only go onto another phase once it has shown to be as safe and effective as the standard treatment.Phase IV studies are done after the drug or treatment has been marketed to gather information on the drug's effect in various populations and any side effects associated with long-term use.  Only some treatments go to this phase, mostly those that have been used for a while.   These may include several hundred to several thousand people. 



 

 
 

Two types of                     
clinical trials 

Treatment 
Prevention 

 

 Clinical Trials 

 

Two groups of 
participants 

Control 
Intervention 

Presenter
Presentation Notes
Talking Points:Clinical Trials:There are different types of clinical trials.Today, we will talk about two types of clinical trials, treatment trials and prevention trials. Groups: As mentioned earlier, participants in Phase III clinical trials can be put into one of two groups, the control group and the intervention group. The control group is the group is the group that receives the standard treatment and the intervention/investigational group receives the new treatment. The standard treatment is the treatment proven to have the best results as of yet.  The new treatment is something that the doctors/scientists think will be as good or better than the established treatments. These groups are assigned by chance by a process called randomization. Randomization is a process used in some clinical trials to prevent bias. Bias occurs when a trial’s results are affected by human choices or other factors not related to the treatments being tested. Randomization helps ensure that unknown factors do not affect trial results. Comparing these groups to each other can show which treatment is more effective or has fewer side effects. There is an equal chance you will be assigned to either group. Neither you nor your doctor chooses which group you will be in.  Phase I and Phase II trials usually do not have control and intervention groups.Photo Credit: NCI



Participants in 
treatment studies 
already have cancer 

Find the best ways to 
give cancer treatment 

May include new drugs 
or combination of 
drugs, surgery, radiation 
or other treatments 

 

 

 Treatment Studies 

Presenter
Presentation Notes
Talking Points:The people who participate in treatment trials already have cancer. Each clinical trial has criteria that will allow to you participate in the study or criteria that may prevent you from participating.  These can be age, type of cancer, phase of cancer or treatments that that person may have initiated. Criteria such as these help ensure that people in the trial are as alike as possible. This way doctors can be sure that the results are due to the treatment being studied and not other factors.These trials test the effectiveness of new treatments or new ways of using current treatments in people who have cancer. The treatments tested may include new drugs or new combinations of currently used drugs, new surgery or radiation therapy techniques, and vaccines or other treatments. Combinations of different treatment types may also be tested in these trials.  



Clinical Trials 
“To know that every 
new medicine goes 
through a clinical trial 
puts me and my family 
more at ease.” 
 

—Cristina Andrade
 Mother of 2 

Presenter
Presentation Notes
Talking Points: Most people have taken an antibiotic at one time in their life. They probably do not realize that they have received the benefit of a clinical study.   Every antibiotic has been tested in a clinical trial. 



Participants are healthy but are at risk for 
getting cancer or other diseases 

Find ways to prevent cancer or other diseases 

 

 Prevention Studies 

Presenter
Presentation Notes
Talking Points: These studies test new interventions that may lower the risk of developing certain types of cancer. Most cancer prevention trials involve healthy people who have not had cancer; however, they often only include people who have a higher than average risk of developing a specific type of cancer. Examples of different risk factors for different types of cancers may be: smoking, eating an unhealthy diet, family history of cancer. Some cancer prevention trials involve people who have previously had cancer, these studies may help prevent the return (recurrence) of the original cancer or reduce the chance of developing another type of cancer.  Prevention studies look at the best ways to reduce these risks. 



A placebo is a pill or liquid that does 
not contain any medicine 
Placebos are almost never used in 
cancer treatment trials 
Generally in cancer clinical trials, 
“standard therapy” is given in place of 
the placebo or with the placebo 
In a prevention study, it is possible to 
get a placebo 

 Placebo 

Presenter
Presentation Notes
Talking Points: A placebo is a type of treatment that is not active and may be in the form of a pill or a liquid.A placebo does not contain any medicine.Placebos are almost never used in cancer TREATMENT trials.Generally in cancer CT “standard therapy” is given in place of placebo or along with a placebo.(For example, a trial might compare the effects of a standard treatment plus a new treatment with the effects of the same standard treatment plus a placebo.)However if a placebo is used, it is because no standard treatment exists. Placebos are  NOT given if an established medicine already exists.Some PREVENTION studies will give a placebo because there currently are no prevention methods that have been scientifically proven effective. You will be told whether a study uses a placebo. (Note: This can be in the informed consent, however, the participant won’t be told if they are in the placebo group)Picture Credits: NCI



Confidentiality 
Your health information is 
confidential 

 

Safety 
Experts review details of 
study from beginning to 
end to protect your safety 

 

 Understanding Your Rights 

Informed Consent 
Done before participating 
Form you sign giving your permission 

 

Presenter
Presentation Notes
Talking Points:  Before participating in a research study, each participant should know their rights:  All information about your health is confidential, just as the information the researchers will get from you in these studies. Experts are in charge of reviewing every detail of the study (IRB) to make sure your safety is protected.  They monitor the study from the beginning until the end. Each participant in a clinical study needs to give their consent, which is the same as giving your permission, before participating. This form is signed before participating in the study.  The consent is not just a form. It explains to you what will take place during the study.  



 
 

A right for each 
patient 

It is done in your 
preferred language 

 Informed Consent 

It is a continuous 
process 

You can decide to participate or withdraw 
at any time 

Presenter
Presentation Notes
Talking Points:  The participant always has the right to be adequately informed. In the consent for the participant learns about the clinical trial (purpose, tests and procedures, possible benefits and things to consider) in order to make a decision about whether to participate.The participant has the right to receive information about the study in their preferred language.  They also have the right to ask questions in their preferred language. It is an ongoing process of giving information to the participant during the study. Participants continue to learn new information about the trial that helps them decide whether or not to continue in the study.The patient only signs the consent form when they are satisfied with the information they have received.  Signing the form does not mean that you have to stay in the trial.  The participant can withdraw from the study at any time. 



 Factors to Consider 
There may be unknown side effects 
Don’t know if the new treatment will be 
more helpful than existing treatments 
Costs 
Time commitment 
 

Presenter
Presentation Notes
Talking Points: Both the standard treatment and the new treatment will probably have side effects. In phase I trials we are trying to detect those exact side effects.  For Phase II and III trials we may already know some of the side effects but since everyone reacts differently you will be closely monitored for any new side effects.Both the test treatments and the established treatment can be effective for some people but not for everyone. We don’t know if the new treatment will be more helpful than existing treatments. Clinical trials are not always free and may have costs that are not always covered by health insurance. Many companies will cover the normal costs of treatment on cancer clinical trials, as will Medicare and Medicaid programs. You must also consider travel costs.Before participating, a participant should talk the costs over with their doctor, nurse, a social worker or their insurance to see if you are covered. You can also talk to the clinical trial staff to see if there are available funds that will help cover the costs.You must also consider the time required for participation.



 
You will receive the best 
known treatments 

You can be one of the 
first people to benefit 

  

 

 

 

 Benefits of Clinical Trials 

Close attention and 
monitoring 

Help fight cancer 

 
 

Presenter
Presentation Notes
Talking Points: These will be explained before participating.   In general, clinical studies have common benefits.  First, at the very least, the participant will receive the best to date known treatment.   Trial participants have access to promising new interventions that are generally not available outside of a clinical trial. Second, the treatment being studied may be more effective than standard therapy. If it is more effective, trial participants may be the first to benefit from it.  Trial participants receive regular and careful medical attention from a research team that includes doctors, nurses, and other health professionals.The participant will be able to help future generations (including their family) of people needing cancer treatment, and help scientists learn more about cancer (how it grows, acts, and spreads)



Find a clinical trial that will benefit you 

Contact the study’s investigators to find out 
if you are eligible 

Ask questions about the study 

Talk with your doctor and your loved ones 
about joining the study 

Understand the informed consent 

 How to Participate in a Clinical Trial 

Presenter
Presentation Notes
Talking points:Find a clinical trial that you may be eligible for and that may benefit you.  At the end of the presentation, I will give you information about how to identify a clinical trial/research study and who to contact about joining.Contact the study’s investigators to find out more information about the study and to make sure you are eligible.Ask questions about the study. (Sample questions: What is the purpose of this study? How it will help me? What kind of tests and treatments will I receive if I participate?  How much will it cost? Will my insurance cover the trial treatment? What will happen to my cancer with or without this treatment? Am I going to need hospitalization?  How will I know if the trial treatment is working?  What are the possible short-and long-term side effects of the clinical trial treatment? How could the clinical trial change what I do every day?  What treatment could I get if I do not take part in the clinical trial?  How do the risks and side effects of the standard treatment compare with the new treatment?  How long will the clinical trial last?  How frequently do I have to come to the clinic?  Will I have check-ups after the clinical trial?  How long do I have to make my decision about joining the trial?  Is my primary health care provider still in charge of my overall health?  Will I be reimbursed for my travel and other expenses? Talk with your doctor and your loved ones about joining the study.Make sure you understand the informed consent and the information given to you before deciding to participate.



National Cancer Institute 
(NCI) 

1-800-4-CANCER                 
(1-800-422-6237) 

Clinical Trials in Your Community 

Cancer Therapy and Research Center (CTRC) 
210-450-5798 
www.ctrc.net/clinicaltrials 

 

www.cancer.gov/clinicaltrials/search 
www.cancer.gov/espanol  

Presenter
Presentation Notes
Talking points:Here are some ways to identify a clinical trial and who to contact about joiningA great resource is the Cancer Information Service toll-free telephone service (1–800–4–CANCER). Through this service, callers speak with knowledgeable, caring staff who are experienced at explaining medical information in terms the public can easily understand.Optional Additional Information:CIS information specialists answer calls in English and Spanish. They take as much time as each caller needs, provide thorough and personalized attention, and keep all calls confidential.  You can search by yourself on NCI’s website by going to http://www.cancer.gov/clinicaltrials/search. The website is also available in Spanish at www.cancer.gov/espanol ACS Matching service answers questions about CT participation and match them with clinical trials they are interested and eligible for.



National Institutes of Health 
www.clinicaltrials.gov 
 

 

 Clinical Trials for 
 People without Cancer 

Presenter
Presentation Notes
Talking Points: This website gives you information about a trial's purpose, who may participate, locations, and phone numbers 



“My father and brother 
had cancer so I want to 
do everything possible to 
stay healthy.  When my 
doctor told me that I am 
at risk for cancer, I 
participated in a clinical 
trial to set a good 
example for my 
grandchildren.” 
 

—Armando Cruz 
Grandfather 

Clinical Trials 

Presenter
Presentation Notes
Talking Points: It is important for you to take the time now to become aware of these issues and take action, so you can make a difference for your future and the future of others.



Biospecimens and Biorepositories 
 

Presenter
Presentation Notes
Talking Points: Now lets talk about biospecimens and biorepositories.  �



 Another way to Help and Contribute 
You have biospecimens that could help 
scientists study cancers affecting you, your 
family and friends.   

Biospecimens are 
biological materials 
taken from the 
human body 

 

Presenter
Presentation Notes
Talking Points: We have talked about why clinical trials are important and how they help fight cancer.  How can else you contribute to cancer research? By donating biospecimens.  Your body has biospecimens that could help scientists study cancers affecting you, your family and your friendsThe term biospecimens refers to biological materials or samples taken from the human body that contain information about you and about your disease. 



Hair Skin Urine Blood 

 Donate Biospecimens 

Presenter
Presentation Notes
Talking Points:Biospecimen samples include skin, hair, nails, cheek cells, and fluids such as blood, urine, or saliva.  



Biospecimens Contain: 
Cellular, molecular and 
chemical information  

Important information 
such as age, sex, ethnicity 

Information about a 
donor’s lifetime 
environmental exposures 

 

Presenter
Presentation Notes
Talking Points:Biospecimens are very important to cancer research because they not only contain information about your disease but they also contain cellular, molecular, and chemical information.  They contain associated personal and medical info (age, sex, ethnicity, etc.) and include information about a donor’s lifetime environmental exposures (diet, tobacco smoke, sunlight, toxic chemicals, infectious agents, etc.).



Types of Biospecimens Used: 
Extra tissue taken for 
the patient’s diagnosis 
and treatment 

Tissue donated 
specifically for 
research purposes 

Excess normal tissue 

 

Presenter
Presentation Notes
Talking Points:There are different ways in which biospecimens are collected for research.Residual or extra tissue taken for the patient’s diagnosis and treatment, such as blood draws, biopsy, or surgery.Tissue donated specifically for research purposes such as saliva, urine and hair.Excess normal tissue such as nails and hair clippings, as well as elective surgery. 



 
 

 
 

Also known as 
biobanks or tissue 
banks 

Storage for 
research not for 
transplants 

Informed consent 
is required for 
storage 

  Biorepositories or Biobanks 

Photo credits: Katherine Briant | Source: Fred Hutchinson Cancer Research Center 

Presenter
Presentation Notes
Talking Points:Biospecimens can be used in directing patient care or processed and stored for future medical research to find new ways to prevent, diagnose, or treat cancer and other diseases. Biorepositories (also known as tissue banks or biobanks) are “libraries” of stored biospecimens.  Biobanks are made available to scientists for research purposes (not for transplants).   The pictures on this slide are from a biobank at a cancer research center. Having a large supply of biospecimens is essential for researchers to study causes of and solutions to cancer. They can examine hundreds or thousands of biospecimens to answer research questions.  



Things to Consider 
Donor’s medical and 
personal information 
accompanies the samples 

HIPAA (federal law) requires 
that biorepositories are set 
up to protect your 
information 

 

Presenter
Presentation Notes
Talking Points:In order to do research with your samples, researchers may need to have some information about you. This information helps researchers learn more about the specific diseases and treatments that they are studying. Therefore donors’ personal/medical info accompanies samples (gender, age, medical history, family history); however, protecting the privacy of this personal and medical information is the biobank’s priority Samples are coded numerically at random to protect your privacy.  Identifying information is removed from the records before the biospecimens are sent to the researcher. Biorepositories are not allowed to release your information without your written consent.*(Health Insurance Portability and Accountability Act of 1996)



Deciding to donate is 
entirely voluntary 

Your tissue cannot be used 
without your consent 

Review resources and 
information to become 
informed 

 Donating is Voluntary 

Presenter
Presentation Notes
Talking Points:As with participation in clinical trials, deciding to donate is voluntary.Remember, your tissue cannot be used for research without your written consent. Ask questions, review resources and information to become informed and understand what donation is before deciding to participate. Consider the following questions: Is donation right for you?  Do you understand everything in the consent form? Do you understand your privacy risks? Do you understand your options?



Find out More about Donating 
Biospecimens 
 Talk to your doctor or nurse 

 Contact the National Cancer 
Institute’s Office of 
Biorepositories and 
Biospecimen Research  

• E-mail: nciobbr@mail.nih.gov  
• Web: http://biospecimens.cancer.gov 

 

Presenter
Presentation Notes
Talking Points: For more information Contact the National Cancer Institute’s Office of Biorepositories and Biospecimen Research 
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