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Introduction
Research discoveries can improve people's health (OHRP 2015). Before deciding to participate in a research 
study, you should learn about what to expect and where to more information.

The current authors and Alavy Sos, MS, CIP, prepared the module that is the basis of this resource.

What Are Your Rights as a Human Research Subject?
One of the most important jobs a researcher has is to protect your rights as a research subject. Before you 
enter a study, you have the right to be given all the information you need to make an informed decision 
about participating in the study. 

What is Research? What is Research Involving Human Subjects?

When research calls for obtaining personal information 
from, or about people, it is research involving 
human subjects. Researchers may seek to answer 

treating a disease. Researchers may also get 
information about people without directly speaking 
to them, or asking them to do things. For example, a 
study may use personal information from medical 

You have the right to receive all this information in an understandable manner and to be given as much 
time as needed to make a decision about participating in the research. You also have the right to have a 
detailed conversation about the study with the person asking you to volunteer. This helps with making an 
informed decision about whether to be in a study, or whether to continue once you have agreed to participate. 

fully understand what you have been told.

Research is the collection of information 
and/or biological specimens (like blood, 
saliva, or tissue) to to obtain more knowledge 
or to answer a specific question about a 
certain topic. Gathering information or 
testing an idea in an organized manner is 
helpful to better understanding a topic. A 
"researcher" or "investigator" is the person 
who conducts research. A researcher may 
get help and support to conduct research 
from members of a team.

Note: For a glossary of commonly used terms in research, see the appendix at the end of this resource. 



How do I Decide About Being a Research Subject?

• Could this research help me personally?
• Do I still want to be a part of the research study even if the study will not help me personally, but may help others?
• Do I understand what the research is about and what is expected of me?
• Am I comfortable with what is going to happen to me?
• Do I have the time to commit to the research study?
• How does my family feel about me being in a research study?
• Can I agree to take the chance that the negative things ("risks of harm") might happen to me?

   everything possible to keep me safe during the study?
• If I receive standard of care treatment on the study, will my health insurance cover medical expenses that are
   not covered by the study itself?

After you have asked all your questions and you have been told about the research study, you should ask 
yourself:

Finally, depending on the type of study, and the amount of time that will be needed, you may want your 
family to help you make the decision about being in the study.

What About People Who Are Not Able to Decide for
Themselves About Being a Human Research Subject?

You can see that it is a very important decision when thinking about becoming a human research subject. 
There are research studies that require the involvement of:

• Children, who are not able to make decisions to be in research because they
   are too young.
• Adults who are not able to make decisions because they may be too sick to do so,
   either mentally or physically.

Children are protected when it comes to being in research studies because
there are special rules in place that ensure, with very few exceptions, that:

• Parents give their permission.
• The child assents (agrees).
• Only certain types of studies are permitted with children. A committee, called an Institutional Review Board (IRB),
   makes sure the study is acceptable for children to participate.
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Adults who are too sick to decide to be in research studies or have impaired decision-making abilities are also 
protected under specific research rules. Only someone (legally authorized representative) who is allowed by 
law to make decisions for another person can give the researcher permission to include the person in the 
study. Who is allowed to make decisions on behalf of another person depends on state or local laws (or institutional 
policy if there is no specific law). If you are asked to give permission on behalf of someone who cannot consent 
for him or herself, you have to understand as much as possible about the research so that you can make the 
best decision. Always ask the question: "Would the person want to be a human research subject in this 
study?"



What is the Informed Consent Process?

The process that involves receiving important details, and asking and 
answering questions about the study, is the informed consent process. 
You may also sign an informed consent form that has all the information 
you have discussed with the researcher. 

Participating in a research study is a choice. This means you never have to be in, or continue to be in, a 
research study. You have the right to say, "No, I don't want to be in this study," or, "I said yes to being in this 
study, but now I've changed my mind," without having to give a reason, and without any penalties. If you 
do not want to start, or continue, research procedures you have been asked to do, that is acceptable. If, for 
example, you are uncomfortable about answering a certain question, or doing a certain task, simply tell the 
researcher as soon as you can. 

While you are in a study, you have the right to be given any new information that the researcher discovers 
that might make you change your mind about continuing in the study. For example, during the study:

   time you agreed to be in the study.

RECRUITMENT

CONSENT

SCREENING
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You have the right to be given a copy of this form after you have signed 
it. This is beneficial, because it contains names and phone numbers if 
you have more questions, and information about the research you 
can share with your family members or regular doctor.

Even though you can leave a study if you want to, sometimes the researcher needs to take certain steps so 
that you can be safely removed from the study. This really matters in studies where it may be dangerous for 
you to simply stop a study procedure (for example, if you are going to stop taking a study drug). You may 
need to slowly withdraw from the study, or come back for a safety visit to ensure you are doing well now 



Consent

As part of the informed consent process, a researcher may be required to provide you with an informed 
consent form. This document will include all the information you should know about the research you are 
being asked to volunteer for.

Depending on the type of research you are being asked to participate in, the informed consent form should 
include the following information:

• A statement that the study involves research
• The purpose of the research
• The expected amount of time for your participation
• A statement that participation is voluntary, and 
   that you can withdraw at any time without penalty
• A description of the procedures to be followed
   and any experimental procedures
• A description of any possible risk of harm or discomforts

   subject or others

Where Applicable:

• A statement that there may be the risk of harm to the subject, embryo, or fetus that are currently unforeseeable
• Circumstances where a subject's participation may be terminated by the researcher
• Any additional costs to the subjects that may result from their participation
• Any consequences of a subject's decision to withdraw and any procedures for a safe and orderly termination

   a subject's willingness to participate must be provided to the subject
• The approximate number of subjects that will be included in the study

Screening is a process to ensure you meet all the requirements (eligibility) for a particular research study. For 
example, if the research requires you to have a normal blood count and you do not, you would be "ineligible" for 
the research. Screening is an important process to ensure that you are not harmed by participating in research 
that you do not qualify for, and to ensure that the research results are accurate and meaningful.

• Any alternative procedures or courses of treatment

   maintained
• Any compensation that may be included
• Any medical treatments that may/may not be
   available in the event you are injured during your
   participation
• Contact information (phone numbers, emails, addresses)
   of whom to contact if you are injured or if you have
   questions about the research or your rights

Recruitment

Screening

You may learn about a research
study in a variety of ways, such as:

• A doctor or researcher

• Advertisements on the television, 
   radio, newspaper, or internet

• Flyer or brochure

-
pate in a research study. The IRB must review and approve all materials used 
by a researcher to potentially recruit subjects.

up for some of the inconveniences or additional expenses you may incur by 
participating in a research study. The incentive could include reimburse-
ment for travel expenses, parking, hotels, or other such expenses. Incentives 
should never be so large as to attract people who otherwise would not 
consider being part of the research.

www.citiprogram.org



During the study, you must contact the researchers (or their staff) if anything begins to bother you, or if you 
do not feel well during the study. For example:

• You are answering questions that are very personal and you start to become upset. You should let the person
   asking the questions know that you are becoming upset. That person should stop asking the questions, and try
   to help you feel better.

• You are taking a drug and you start to feel sick, you need to inform the researcher as soon as you can. It is more
   important, however, that at any time you feel the need, you should go to the nearest emergency room, just as you
   would if you were not in a study.

Many groups work together to ensure people are protected when they 
are participating in research studies. The main groups are:

Researchers (also called investigators) ensure your rights are protected 
and that you are kept as safe as possible throughout study participation. 

 
out the answer to the research question. Researchers are required to 
be knowledgeable about how to conduct a research study and how to 
protect those who have volunteered to participate.

The Institutional Review Board (IRB) / Research Ethics Board (REB) / Independent Ethics Committee 
(IEC) is a group of people that are not a part of the research study team, who are specially trained to 

to make sure that the amount of protection they give human research subjects is the same.

In the U.S., the federal government and some state and local governments have enacted laws 
related to the protection of human research subjects.

What is Expected of You After You Have Said “Yes”
to Being a Human Research Subject?

After saying yes to being in the study, you have to follow the directions given to you by the researcher as best you 
can. For example, if you have agreed to come in for a study visit at a certain time, you need to show up on the day 
and time you agreed to.

If you have been asked to provide information about yourself, you need to be sure that you are giving accurate, 
honest information. If you provide inaccurate information, you may not only hurt the study (that may need 
certain kinds of people with certain kinds of qualities in order to answer the research question) but you may also 
put yourself at risk of harm. One of the goals of any study is to keep subjects safe. That is why the types of people 
who can and cannot be in a study are very carefully looked at and approved before a study starts. 

Summary

The better you understand the research, the more informed choice you can make to participate.

Who Protects People Who Agree to be Human Research Subjects?
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Additional Resources for Potential Subjects
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• Office for Human Research Protections (OHRP) offers information about research participation.
• The Multi-Regional Clinical Trials (MRCT) Center of Brigham and Women’s Hospital and Harvard has resources
   on health literacy in clinical research.

https://www.hhs.gov/ohrp/education-and-outreach/about-research-participation/index.html
https://mrctcenter.org/health-literacy/


Definitions of Commonly Used Terms
Adverse Event

An undesirable or unfavorable incident in a research study. Incidents may include physical or psychological harms.

Anonymous

Assent

The agreement to participate in a research study from a child or an adult who is not capable of consenting for themselves.

Clinical Trial

Coercion

Control Group

Informed Consent

decide whether or not to continue their participation in light of the new information.
Interview

Investigator

one investigator for a study.
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Definitions of Commonly Used Terms

Placebo-Controlled
Study

A study that has at least two groups; one being the group that receives the placebo and the other group 

group receiving a placebo while the other group receives the new pain drug.

Institutional Review
Board (IRB)

that review and approve research activities, ensuring that the research study has appropriate protections in 

Legally Authorized
Representative (LAR)

Monitor

Participation

Phase - According to
the U.S. Food and

Drug Administration
(FDA)

There are four stages of a clinical trial.

-

Placebo

Principal Investigator
(PI)

Protocol

Questionnaire/Survey

social-behavioral-educational research.

Randomization

Registry
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Definitions of Commonly Used Terms
Repository

Research

Screening

Study Population

Therapeutic
Misconception

Research
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What should you be told about the research?
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• Why the study is being done (what is its purpose)

• Your option to withdraw from the study at anytime without penalty and without having to give a reason

• What is expected of you during the study

• Which procedures are for research, and which ones are not (for example, procedures for clinical purposes)

• What are alternatives, if any, to the study

• How long you will be in the study

• Any bad or good things that may happen to you as a result of being in the study

• Whether there is any compensation if you get hurt from the study

• Who to contact for questions about the study

• What will happen to your information and biomedical samples (blood, saliva, tissue) after the study
   has been completed

• Whether the researchers may profit commercially from your study information and samples, and if
   you get to share in that profit

• Whether clinically relevant results will be returned to you

• If the research includes whole genome sequencing (which reveals the complete, unique DNA 'blueprint'
   of a person).  

• If there are any special processes to withdrawn to ensure your safety

Follow Us On Social Media

Follow us on social media to stay informed on new and updated content, CITI Program news, helpful tips 
for managing subscriptions, and issues in the world of research ethics and compliance. Our social media 
accounts are also an easy way to connect with us and provide an avenue to connect with others in the field.

https://www.linkedin.com/company/citiprogram
https://www.facebook.com/citiprograminfo
https://www.twitter.com/citiprogram



