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The Privacy Rule Authorization Form and
Clinical Research: What You Should Know
Medical research helps us learn new information
about health, illness, and disease and how we can
improve health for everyone. You have been asked
to join a clinical research study. If you agree to be in
this study after learning about it, the research team
will ask you to sign certain important forms. One of
these may be an authorization form. This form may
ask you to let your doctors or other health care
providers give your personal health information to
the research team. The authorization form could
also ask you to let the research team use or share
your personal health information with others for the
research study. The research team might need to
use and share different types of personal health
information, such as:
• Your name and address • Your ethnic origin
• Your health background • Your lab test results
• Your health care
and X-rays
provider's name
• Notes taken by a
• Your birthday
doctor or nurse
• Your Social Security
• Your medical
number
diagnosis
• Your medical records

Why am I being asked to sign an authorization
form?
Many people have concerns
about who can see and use
information about them,
particularly information
about their health. The U.S.
Government created a rule,
called the Privacy Rule,
under the Health Insurance
Portability and Accountability Act (HIPAA) to help
protect your personal health information from being
used or shared when it shouldn't be.
Since 2003, most hospitals, doctors, and health
plans that have your personal health information
must follow the Privacy Rule. These hospitals,
doctors, and health plans are called "covered
entities."

People who work for "covered entities" also may
have to follow the Privacy Rule. This usually means
that research teams (such as scientists, nurses, and
other hospital staff) that work for "covered entities"
can use and share your personal health information
for this study only after getting your okay. This also
usually means that your doctor can't share your
personal health information with the research team
for this study unless you
Examples of
give your okay. You give
Covered Entities
your okay by signing the
• Many hospitals
authorization form.
•
•
•
•

Many doctors or nurses
Some researchers
Health insurers
Medicare and Medicaid
plans

The research team may
need information in your
medical records for the
research study. For
example, they may need to know your medical
diagnosis or know about allergies you may have. The
research team may also need to collect health
information about you from other health care
providers because the information may be
important to the study. For example, the research
team may need to get your lab test results from your
doctor.

What information will be in the authorization
form?
The authorization form will tell you:
• Who will use, share, and receive your personal
health information. This could be your doctor,
other doctors and nurses taking care of you, or the
researchers and other members of the research
team. This could also be other institutions or
companies that pay for the research.
• What personal health information is needed for
the research study. This may include some or all
of your medical records, information about the
medicines you take, the results of blood tests or
X-rays, and other health information.
• Why your personal health information will be
used or shared. This part will describe the
research study. It also may tell you the title of the
research study.

• Your Right to change your mind and cancel your
authorization at any time.
• Information on what happens if you do not sign
the authorization form, how to cancel your
authorization, and how long your information will
be used or shared.

regular treatment you receive from your regular
doctors, nurses, or other professionals normally
involved in your health care.

I want to let the research team have my
personal health information so I can join the
study. How do I give my authorization?

Will everyone who sees my personal health
information have to protect it under the
Privacy Rule?
Not always. There may be times
when your personal health
information is shared with
someone who doesn't have to follow
the Privacy Rule. Examples of
people and organizations that may
not have to follow the Privacy Rule
are:
• Sponsors of the research study
• Makers of drugs for the study
• Some researchers

To give your authorization, you need to sign and
date the authorization form. Signing the form means
that you give your okay for the research team to use
or share your personal health
information for the research study.
Authorization form checklist:
Signing the authorization form
may also mean that you will give
• I have read the authorization form
completely, either on my own or with
your doctor or hospital your okay
someone from the research team.
to share your health information
with the research team.
• I understand what the authorization
form is saying.

• I understand who may be using my
personal health information as part of
the research study.
• I have asked a member of the research
team any questions I have, and I
understand the answers.

The authorization form might be
given to you as a separate form, or
it may be included with the
informed consent form you must
sign to become part of the study.
In either case, the form will tell you
how the research team or your
doctor or hospital may use or share
your personal health information
for the study.

Even though some doctors,
researchers, or organizations aren't • I have received a signed copy of my
covered entities under the Privacy
authorization form for the research
Rule, many of them know it's
study I am joining.
important to keep your information
private. They also may have to
follow state or other national laws that protect your
Once I have signed the authorization, can I
information.
change my mind and cancel it?

I don't understand why the authorization form
says that the Privacy Rule may not protect my
personal health information if it's shared. Why
does the authorization form say this?
There may be times when your personal health
information is shared with some doctors,
researchers, or organizations (such as makers of
drugs for the study or study sponsors) that don't
have to follow the Privacy Rule. The authorization
form tells you that the Privacy Rule may not protect
your personal health information when it is shared
with others so that you are aware of this before you
decide to sign the form.

I am not sure if I should sign the authorization.
What happens if I don't sign?
If you don't sign the form, you may not be able to
join the research study. However, your decision to
not sign the authorization form won't affect the

limited cases. For example, they may need to use or
share this information to make sure the research
study is still reliable, to report when you cancelled
your authorization, or to report any unexpected
health problems that started before you cancelled
your authorization.

Will I still be able to stay in the study if I cancel
my authorization?
It's up to the research team to decide if you may stay
in the research study if you cancel your
authorization. Many times a research study can only
be helpful if all of the people stay in the study and all
of their information can be used and studied for the
entire time of the study.

Can my doctor use my authorization for the
research study as my okay to share my
information for marketing?

"covered entity" (such as the doctor or hospital you
visit for the research study). You may also complain
to the Office for Civil Rights (OCR). Your complaint
must be in writing. To complain to OCR:
• Send the complaint electronically by email to
OCRComplaint@hhs.gov, or as a letter or fax to
the OCR regional office where the possible
violation happened. These regional offices are on
the map and chart shown on the back cover, or you
can find them on the OCR website at
http://www.hhs.gov/ocr/privacyhowtofile.htm.
• Print and fill out the form found on the above
website or send the same information to the OCR
regional office. Name the person or organization
you are complaining about, and describe how you
think they didn't follow the Privacy Rule.
• Send in your complaint within 180 days of when
you learned about the possible violation.

No. The Privacy Rule does not allow a doctor or
another "covered entity" to use your authorization to
use or share your information for research as an
authorization for marketing.

• Make sure that any possible violation happened on
or after April 14, 2003, which is when the Privacy
Rule protection started.

What can I do if I think someone has not
protected my personal health information?

For more information on the Privacy Rule and for
filing complaints go to the OCR website:
http://www.hhs.gov/ocr/hipaa. You can also call
OCR for free at 1 (800) 368-1019.

If you think your privacy rights under the Privacy
Rule were violated, you may complain to the

Yes, you may change your mind and cancel your
authorization at any time.

How do I cancel my authorization?
You must cancel your authorization in writing. The
authorization form will give you instructions on
where to send the written notice or will direct you to
another place to find this information. Once the
research study team receives your written
cancellation,
it won't be
allowed to
collect, use,
or share
more
personal
health
information
about you
except in
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