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Dear AWARE for All attendees, supporters, and friends,

May 20, 2021

Welcome to AWARE for All- Northwest. Today serves as an important milestone in building awareness
about clinical research participation and the crucial role that clinical research volunteers play in
advancing new treatments.
We are very grateful to our AWARE Industry Consortium: Biogen, CSL Behring, EMO Serano, Genentech,
IQVIA, Janssen, Novartis, Otsuka, Pfizer, and WCG.
Thank you to sponsors, Allergy & Asthma Network and Seattle Cancer Care Alliance, and all our national and
local supporters. Be sure to visit their booths in the Informational Exhibit Center!
A special thank you to lllumina Interactive for designing the custom interactive Informational Exhibit
Center aimed to simulate a real-life experience of attending an AWARE Information Alley to connect
with different health and wellness organizations.
The warm response AWARE for All has received from the Northwest community has been encouraging
and convinces us even more of the important need this program fills. With the assistance of our valued
community partners, e-brochures were distributed, flyers were shared, and announcements and articles
were included in newsletters and on websites throughout the region.
We are also very grateful to today's researchers for sharing their knowledge and expertise with AWARE

for All attendees. In addition, we would like to thank our study participant panelists whose personal
stories are captivating, powerful, and inspirational.

To continue the conversation and learn about other helpful resources, we encourage you to visit
www.ciscrp.org.

Kind regards,
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Ken Getz
Founder & Board Chair
CISCRP

www.ciscrp.org
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Joan A. Chambers
Senior Director,
Marketing & Outreach
CISCRP

�put�

One Liberty Square, Suite 7700
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Phyllis Kaplan
Senior Manager,
Events & Community
Engagement
CISCRP

Boston, MA 02709

�
Justine Holleran
Coordinator,
Events & Community
Engagement
CISCRP

awarefora I l@ciscrp.org

SHOULD I, OR SHOULDN’T I?
How to Weigh the Benefits and the Risks
Participating in a clinical trial is an intensely personal
decision, and the stakes differ for each person.
Each individual should consider the risks and benefits,
and how trial participation might affect his or her life.

Potential Benefits
There are several reasons that people may choose to participate:
To gain access to new investigational drugs

Depending on the trial, there may be an opportunity to get an
investigational drug that is not available to others.

To advance science and help others who have the illness
Helping researchers learn about new drugs or potential
treatments that could aid patients and advance science is a
powerful motivation. Many participants are willing to assume
some risk because they feel they are helping to make a
valuable contribution to research.

To receive compensation for time and commitment

Along with complimentary medical care, sometimes study
volunteers receive compensation for the time and
commitment that they must give complying with the study
protocol.

"I know what I went
through with chemotherapy
treatment. If I can in any
way help someone else not
go through that, it can’t be
anything but good. The trial
I’m in is for a possible new
treatment for breast cancer
and could help millions of
people down the road.
That in itself outweighs any
possible chances of major
side effects [for me]."

To receive free medical care

The investigational drug or treatment is usually free to the
participant. The participant also has their health and medical
condition monitored by the trial doctor or staff during the trial.
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SHOULD I, OR SHOULDN’T I?

Potential Risks
There are many things to consider:
Getting a placebo (a pill or treatment that has no effect)
instead of the study drug

Some trials include a control group that gets a placebo so that
comparisons can be made between the placebo and the
investigational drug. A participant might be randomly chosen
to get the placebo and not to receive the investigational drug.

Exposure to harmful side effects

There are potential risks with any experimental drug or
treatment. It’s important to know what potential medical
problems are associated with the drug or treatment being
studied.

The investigational drug or treatment may not help more
than the standard treatment
A participant might stop taking their current treatment and
find that the investigational treatment does not help their
disease or condition.

Inconvenience

The trial procedures and visits may interfere with a
participant’s daily life. There will often be a disruption to the
participant’s normal schedule.

Unexpected costs

Although the costs for the investigational drug or treatment
and procedures are usually covered, there could be other
expenses. These might include travel or hotel costs that may
not be covered by the sponsor.
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SHOULD I, OR SHOULDN’T I?

How to Decide
Two key questions can help you make this important decision:
Do I have all the information that I need to make an
informed choice?

It’s important to know as much as possible about the
experimental drug or treatment and the clinical trial
requirements. This way, you can weigh all the factors. Get
information about the trial purpose, the potential risks, and
what the protocol requires of you.
Start by getting information from the research center that
will be conducting the clinical trial but use other information
sources as well.
Get a second opinion about the clinical trial you’re interested
in; ask your doctor, other health professionals, family, and
friends.

Are the risks and impact to my daily life ‘worth it’?

Only you can answer the question of how hard you’re willing
to push yourself to get the information you need and to be
willing to comply with the clinical trial requirements.

This article was originally published in the June/July 2009 issue of CISCRP’s Medical Heroes newsletter and remains
an informative resource still today.
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FREQUENTLY ASKED QUESTIONS ABOUT CLINICAL STUDIES
Choosing to participate in a clinical study is an important personal decision. These frequently asked
questions will give you some basic information about what clinical research is and what it means to be
a participant. If you have more questions about clinical research in general or about specific studies,
talk to your doctor, research staff, family, and friends, Also, please take advantage of the resources in
this handbook.
What Is a Clinical Research Study?
A clinical research study involves research with human volunteers (also called participants) that is
intended to add to medical knowledge. There are two main types of clinical studies: interventional
studies (clinical trials) and observational studies.
Clinical Trials
In a clinical trial (also called an interventional study), participants receive specific interventions
according to the research plan (protocol) created by the sponsor of the study. An intervention
may be a drug or device, a procedure, or a change in behavior. Clinical trials may compare a
new medical approach to a standard one that is already available. They may compare a new
drug to a placebo that contains no active ingredients.
When a new product or approach is being studied, it is not usually
known whether it will be helpful, harmful, or no different than
alternatives that are already available. Researchers try
to determine if an intervention is safe and if it works by measuring
certain outcomes in the participants. For example, researchers
studying a new blood pressure drug might want to find
out if participants have lower blood pressure after taking the drug.
Observational Studies
Participants do not receive a specific intervention as part of an
observational study. Researchers assess health outcomes in groups of participants according
to a protocol or research plan, but the participants get only their routine medical care. For
example, researchers may observe a group of older adults to learn more about the effects of
different lifestyles on cardiac health.
Who Conducts Clinical Research Studies?
Every clinical study is led by an investigator, who is usually a medical doctor. Clinical studies also
have a research team that may include doctors, nurses, social workers, and other health care
professionals.
Clinical studies can be sponsored (funded) by pharmaceutical companies, academic medical centers,
and other organizations. They can also be sponsored by federal agencies such as the National
Institutes of Health, U.S. Department of Defense, and U.S. Department of Veterans Affairs.
Physicians, health care providers, and other individuals can also sponsor clinical research.
Where Are Clinical Research Studies Conducted?
Clinical studies can take place in hospitals, universities, doctors' offices, and community clinics.
They may also take place at other locations. The location depends on who is conducting the study.
How Long Do Clinical Research Studies Last?
The length of a clinical research study varies, depending on what is being studied. Participants are
told how long the study will last before they join.
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FREQUENTLY ASKED QUESTIONS ABOUT CLINICAL STUDIES
Why Are Clinical Research Studies Conducted?
In general, clinical studies are designed to increase medical knowledge about the treatment,
diagnosis, and prevention of diseases or conditions. Some common reasons for conducting
clinical studies include:
• Evaluating one or more interventions for treating a disease, syndrome, or condition
• Finding ways to prevent the initial development of a disease or condition, or its recurrence
• Evaluating one or more interventions aimed at identifying or diagnosing a particular
disease or condition
• Examining methods for identifying a condition or risk factors for that condition
• Exploring and measuring ways to improve the comfort and quality of life for people with a
chronic illness through supportive care
How Are Clinical Research Studies Conducted?
A clinical study is conducted according to a research plan known as the protocol. The
protocol is designed to answer specific research questions, as well as to safeguard the
health of participants. It contains the following information:
• The reason for conducting the study
• Who may participate in the study (the eligibility criteria)
• The number of participants needed
• The schedule of tests and procedures
• How often the investigational drug or treatment will be given and its dose
• The length of the study
• What information will be gathered about the participants
Who Can Participate in a Clinical Research Study?
Clinical research studies have guidelines that describe who can
participate. These are called eligibility criteria, and they are listed in the
protocol. Some studies seek participants who have specific illnesses or
conditions that will be researched. Other studies invite healthy
participants to join. And some studies are limited to a select group of
people who are asked by researchers to enroll. The eligibility criteria
include factors that allow someone to participate in a clinical study, as well as
factors that would disqualify someone from participating. These are based on
characteristics such asage, gender, disease type and stage, and treatment
history.
How Are Participants Protected?
One way that participants are protected is through the Informed consent process. During
this process, researchers provide potential and enrolled participants with information about
a clinical study. This information helps people decide whether they want to join the study
and continue to be in the study. The informed consent process should provide enough information for a person to understand the risks and potential benefits of the study. It should
also provide information about possible alternatives to being in the study. In addition to the
informed consent document, the consent process may include recruitment materials, verbal
instructions, question-and-answer sessions, and activities to measure participant
understanding.
In most cases, a person must sign an informed consent document before entering a study.
The signature confirms that he or she was given information on risks, potential benefits, and
alternatives, and that he or she understands this information. Signing the document and
providing consent does not create a contract. A participant may withdraw from a study at
any time, even if the study is not over. See below “Questions to Ask” for ideas about what to
discuss with a halth care provider or researcher about participating ina clinical study.
www. ci scrp.o rg .

On e Li ber ty S qua re, S u ite 1 1 0 0 .

Bo s to n , MA 021 0 9 .

awa re fo ra ll @ci s crp.org

FREQUENTLY ASKED QUESTIONS ABOUT CLINICAL STUDIES

Institutional Review Boards
Each federally supported or conducted clinical study and each study of a drug, biological product, or
medical device regulated by FDA must be reviewed, approved, and monitored by an institutional
review board (IRB). An IRB is made up of physicians, researchers, and members of the community. Its role is to make sure that the study is ethical and that the rights and welfare of participants
are protected. This includes, among other things, making sure that research risks are minimized
and thatthey are reasonable in relation to any potential benefits. The IRB also reviews the
informed consent document before it is provided to potential participants.
Some clinical studies are also monitored by data monitoring committees (also called data safety
and monitoring boards). These committees look at safety results during the study and help make
decisions about how the study should be conducted to minimize risks to the participants.
Various federal agencies, including the Office of Human Subjects Research Protection (OHRP)
and FDA, have the authority to determine whether sponsors of certain clinical studies are adequately protecting
research participants.
Does Participating in a Study Affect Usual Health Care?
Typically, participants continue to see their usual health care providers while enrolled in a clinical study.
While most clinical studies provide participants with medical products or interventions related to the
illness or condition being studied, they do not provide extended or complete health care. If the
participant’s usual health care provider communicates with the research team, the participant can
make sure that the study requirements don’t conflict with their usual care.
What Are Some Considerations for Participation?
Even when there is no direct personal benefit to being in a study, participation contributes to medical
knowledge. What is learned in clinical studies can make a difference in the care of future patients. Study
results provide information about the benefits and known risks of new or existing interventions.
Clinical trials provide the basis for the development and marketing of new drugs, biological products,
and medical devices.
Some other important considerations:
• The safety and the effectiveness of the experimental approach or use may not be fully known
at the time of the study.
• Some studies may provide participants with the prospect of receiving direct medical benefits,
while others do not.
• Most studies involve some risk of harm or injury to the participant. (For trials approved by
IRBs, the IRB has decided that the risks of participation are balanced in relation to anticipated
benefits.)
• Many studies require participants to undergo additional procedures, tests, and assessments
based on the study protocol. These will be described in the informed consent document for a
particular study.
• A potential participant should discuss the informed consent document and study protocol
with members of the research team and with his or her usual health care provider.
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FREQUENTLY ASKED QUESTIONS ABOUT CLINICAL STUDIES

Questions to Ask
Anyone interested in participating in a clinical research study should find out as
much as possible about the study and feel comfortable asking the research team
questions about the study. The following questions might be helpful during such a
discussion. Answers to some of these questions would be provided in the
informed consent document. Most of these questions are specific to
interventional studies, but some also apply to observational studies.
• What is the purpose of the study?
• What are the possible interventions that I might receive during the
study?
• Why do researchers believe the intervention being tested might be effective? Why might it not
be effective?
• Has the intervention been tested before?
• How will it be determined which interventions I receive (for example, by chance)?
• Who will know which intervention I receive during the study? Will I know? Will members of the
research team know?
• How do the possible risks, side effects, and benefits of this study compare with those of
my current treatment?
• What will I have to do if I participate? What tests and procedures are involved? How often will I
have to visit the hospital or clinic? Will hospitalization be required?
• How long will the study last, and how long will I be in the study?
• Who will pay for my participation?
• Will I be reimbursed for expenses?
• What type of long-term follow-up care is part of this study?
• If I benefit from the intervention, will I be allowed to continue receiving it after the study ends?
• Will results of the study be provided to me?
• Who will oversee my medical care while I am in the study?
• What are my options if I am injured during the study?

Information adapted from resources provided by ClinicalTrials.gov, a service of the National Institutes of Health.
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GENENTECH EMBRACES
THE INCREASINGLY DIVERSE
WORLD AROUND US.
Our mission is to be the industry leader to
deliver scientific innovations that drive better
outcomes for our people, patients, business,
and communities by advancing and boldly
championing diversity, equity, and inclusion.

FOSTERING BELONGING
ADVANCING INCLUSIVE RESEARCH
& HEALTH EQUITY
TRANSFORMING SOCIETY

GENE.COM/DIVERSITY-INCLUSION
GENE.COM
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Advancing health equity goals to better meet the
needs of underrepresented patients around the world
At Biogen, we are pioneering new science that takes us deep into
the body’s nervous system, and stretches wide across digital networks
and patient communities, to better understand, and preserve,
the underlying qualities of our essential human nature.

biogen.com
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Driven by Our Promise

TM

We are unlocking the lifesaving
potential of biotherapies.
www.CSLBehring.com
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SHARE YOUR INSIGHTS AND PERSPECTIVES
CISCRP provides clinical trial participants with the results of their clinical trial in a
friendly, easy-to-read and understand format through our Trial Results Summary
Programs.
The Trial Results Summary Program includes medical and healthcare professionals,
patient advocates, patients, and members of the public from around the world
to form an Editorial Panel who review the trial results in plain language—not
scientifically written—before they are shared with the clinical trial participants for
that specific trial.
As an attendee of the AWARE for All- Northeast event, we are extending a
special invitation to have you join and participate in an Editorial Panel.

How It Works:
•

Editorial Panel Members review the trial result plain language summary that
match their area of medical condition expertise or interest

•

Each member’s objective review helps CISCRP deliver friendly and easy-tounderstand, yet scientifically accurate summaries to clinical trial participants
around the world

•

Editorial Panel Members share their insights and perspectives on:
* Specific area(s) within the summaries that may be confusing
* Potential bias
* Sections that may be missing information

•

Time commitment is minimal:
* 1 hour to complete a review
* All correspondence is by email
* 5 business days to complete the review

•

Editorial Panel Members may include:
* People familiar with a specific medical condition
* People interested in helping to improve health communications
* Patient advocates
* Medical and healthcare professionals

Contact us today to learn more about joining and
participating on an Editorial Panel. This is an opportunity to
share your objective insights and perspectives on trial result
summaries remotely from your home.
Jamie Lavoie, Community Outreach Associate, Health
Communication Services, jlavoie@ciscrp.org
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CLINICAL RESEARCH RESOURCES
CISCRP offers an online library of resources to help the general public become more
informed about clinical trial research and participation. The wide variety of resources—
brochures, posters, videos, books, medical hero stories, and other materials—are easy-tounderstand for everyone who is interested in learning more and staying informed. Visit
CISCRP's Resources at https://www.ciscrp.org/education-center/resources/
Brochures: Variety of brochures about clinical trial participation and also available
in multiple languages. A few examples:
•
Should I Participate
•
African Americans & Clinical Research
•
Should My Child Participate
•
Los Hispanos y la Investigacion Clinica
•
Debunking Common Myths About Clinical Trials
•
And more
Book: The Gift of Participation, 3rd edition: Easy-to-read book on the clinical

research process, participation, and practical information to know such as insurance
coverage, compensation, and more. View more details:
https://ciscrp-educational-resource-store.myshopify.com/

Educational Video’s: Suite of brief videos covering a variety of clinical trial
information that are easy-to-watch.
A few examples:
•
General Overview of the Clinical Research Process
•
Basics of Clinical Trial Participation
•
The Clinical Research Team
•
Informed Consent / eConsent
•
Nuestro Mundo y los Ensayos Clínicos
•
MT Pharmacy
•
And more
Medical Hero Stories: Patients share their inspiring stories about why they chose
to participate in a clinical trial, their experiences and how by participating, it led
them to be an advocate.

COVID-19: Different resources to stay informed about COVID-19 and vaccines.
Search Clinical Trials: There are numerous online resources to help you find

clinical trials in your geographic area and/or medical conditions. Learn more at
https://www.ciscrp.org/services/search-clinical-trials/
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DIVERSITY IN CLINICAL TRIALS BRINGS
NEW TREATMENTS TO EVERYONE.
Participation in clinical trials not only helps patients gain access to new medical therapies
but also advances knowledge about how treatments work safely and effectively in the diverse
communities represented in those clinical trials. Visit medicalheroes.org to learn more.
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A Look at COVID-19
Vaccines and Treatments
You’ve probably heard a lot in the news lately
about the development of vaccines and
treatments for COVID-19. But what exactly
will these treatments look like and what are
researchers doing to discover them?
Researchers are testing a number of approaches
in clinical trials that involve introducing a weakened or inactive form of the virus into the body
to prompt an immune response without causing
harmful disease. If the body reacts as desired by
creating antibodies to attack the virus, then it may
build protection against future infection. Vaccines
like this have been
successfully developed to prevent many
diseases like measles,
mumps,
rubella,
smallpox, and chickenpox. Other vaccines
under investigation,
such as genetically
engineered DNA or
mRNA vaccines, try
to trick the coronavirus into mutating
into a form the body
can more easily and
effectively attack. Another category of vaccines are
those intended to block the virus from attaching to
healthy cells in the body and reproducing to cause
widespread infection.
As researchers work to uncover an effective
vaccine for prevention, they are also testing
treatments in specific patient populations that
are already infected with COVID-19. These treatments look to lessen the severity of symptoms
and shorten recovery times. Some treatments currently in development seek to moderate the body’s
own immune response to the virus.
The necessary steps
Vaccines and treatments for infectious diseases
usually take nine or 10 years to develop, and most
will fail to complete the process or obtain regula-

tory approval. This seems like a long time, but it
is necessary for understanding the real effects of
a new therapy and determining whether it is safe
and effective at specific dosage levels.
Clinical trials follow a set progression: They begin
with a small number of people to assess whether
a treatment is safe, then grow to further evaluate
safety and efficacy. At each stage of this progression,
researchers review the results of clinical trials and
get approval to move on to a subsequent stage.
Accelerating the process
The clinical trial process for COVID-19 treatments
and vaccines is moving
at a faster pace and
may produce promising therapies within
a few years. The pandemic has mobilized
much higher levels of
coordination between
companies and government agencies. Some
treatments and vaccines have a head start
because they are based
on research that was
conducted for viruses
that are similar to COVID-19.
Fast-tracked treatments and vaccines in clinical trials have received a lot of attention in the
news. They include Moderna’s vaccine (mRNA1273), Gilead Sciences’ treatment (remdesivir),
Regeneron and Sanofi’s Kevzara treatment (sarilumab), and the antimalarial drugs hydroxychloroquine and chloroquine.
In some instances, for the most promising treatments and vaccine candidates, the Food and Drug
Administration (FDA) may issue an emergency-use
provision so patients, doctors, nurses, and other
essential workers can begin using it. Under emergency-use conditions, even more information about
a new vaccine or treatment will be used to inform
researchers and the FDA about safety and efficacy. n
Katherine Marriott, Marketing Program Manager, CISCRP

There are many useful resources that provide real-time information about COVID-19 vaccines and treatments.
To learn more, visit www.ciscrp.org/services/search-clinical-trials/. If you would like to learn more about
the clinical trial process and the phases of clinical research, visit https://www.ciscrp.org/education-center/.

What to Expect in Remote
and Virtual Clinical Trials
Since the outbreak of COVID-19, many
clinical trials that would once be conducted
in-person have moved to patients’ homes
to minimize exposure and observe social
distancing requirements. Here’s what
you can expect if you’re participating in
a clinical trial while staying at home.
For many remote and virtual clinical trials,
participants are loaned a smartphone or
handheld device preloaded with a study
application and data plan that allows for
secure, video-based telemedicine visits, and
grants the ability to directly communicate
with the study coordinator at any time.
These devices can be used to send text and
email reminders to complete questionnaires,
perform simple procedures, and take study
medicines. Participants may also receive
devices to measure their own vital signs (e.g.,
blood pressure, temperature, pulse rates)
during telemedicine visits with the research
staff. In some clinical trials, participants may be
asked to wear sensors, such as a Fitbit or Apple
smartwatch, to continuously measure health
data, including heart rate and activity levels.
In-home visits
Trained nurses and clinicians who visit
patients’ homes typically bring all of the
necessary equipment to home-based visits,
and the procedures occur just as they would
at the study site.
Study volunteers will need to record when
they take their study medication. Samples are
usually processed in the patient’s home and
then sent to labs for analysis. Mobile nurses
and clinicians notify the principal investigator
immediately to report side effects. They also
submit reports following each visit and discuss
any important details with the study staff.
For some virtual clinical trials,
investigational drugs may be shipped directly
to and administered in the patient’s home.
Depending on the particular study, patients
and their caregivers will either receive
instructions on how to take the medicines
themselves, or the visiting nurse or clinician
will administer the study treatment during the
home visits.
CISCRP Editorial Staff

MEDIAPLANET
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Together, we are shaping
the future of health care.

We thank the millions of volunteers and professionals who participate in clinical research each year. Because
of you, health care advancements are possible. To learn more about clinical research, please visit CISCRP.org.

A sincere thank you to all medical heroes from the following organizations:
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WELCOME!

Key Community Supporters & Exhibitors
We encourage you to visit our valued exhibitors in the Informational Exhibit Center to learn more about
their work, and to access easy-to-read resources.

Organization
Allergy and Asthma Network

Lupus Research Alliance

Biogen

Montana State University- Center for American

Boise State - Center for the Study of Aging

Indian and Rural Health Equity

B reastCancer Tria Is. org

National MS Society

C3 Research

National Ovarian Cancer Coalition

Cancer Lifeline

Northwest Association for Biomedical Research

Cancer Support Community Montana

Novartis

Celiac Disease Foundation

Otsuka

Crohn's & Colitis Foundation

Peer Plus

CSL Behring

Pfizer

Donate Life Northwest

Seattle Cancer Care Alliance

EMD Serano

Seattle Children's Research Institute

Entre Hermanos

Team Survivor Northwest

Family Care Research

Trinity Neighborhood Clinic

Gay City: Seattle's LGBTQ Center

University of Washington AIDS Clinical Trial Unit

Genentech

Vestibular Disorders Association

Go2 Foundation for Lung Cancer

Washington Apple Health

IQVIA

Washington Global Health Alliance

Janssen

WCG

THANK YOU!
www.ciscrp.org

One Liberty Square, Suite 7700

Boston, MA 02709
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