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HIPAA Authorization

	

	


For the Use of Patient Health Information for Research

Program Title:	[Title of research study - must be the same as the IRB application title]
Lead researcher: 			[Lead researcher name]
Institution of lead researcher:		[Name of institution of lead researcher]



A.	Purpose of this form

The purpose of this form is to give your permission to the research team to obtain and use your/your baby’s patient health information. Your/your baby’s patient information will be used by the program named above.

State and federal privacy laws protect your/your baby’s patient information. These laws say that, in most cases, your health care provider can release your/your baby’s identifiable patient information to the research team only if you give permission by signing this form.

You do not have to sign this permission form. If you do not, we will not collect any information about you or your baby. Your decision to not sign this permission will not affect any other treatment, health care, enrollment in health plans or eligibility for benefits.  

B.	The patient information that will be obtained and used

“Patient information” means the health information in your/your baby’s medical or other healthcare records.  It also includes information in your/your baby’s records that can identify you/your baby. For example, it can include your/your baby’s name, address, phone number, birthdate, and medical record number.

1.	Location of patient information

By signing this form you are giving permission to the following organization(s) to disclose your/your baby’s patient information for this follow up program.  

[Be as specific as possible. Some examples are listed here. Delete organizations from this bulleted list that are not applicable.]
· UW Medicine (includes University of Washington Medical Center & Clinics; Harborview Medical Center & Clinics; UW Medicine Neighborhood Clinics; University of Washington Sports Medicine Clinic; UW Medicine Eastside Specialty Center; Hall Health Primary Care Center; University of Washington Physicians)
· UW School of Dentistry Clinics & Dental Practice Plan (UW Dentists)
· UW Speech and Hearing Clinics
· UW MTM Pharmacy in the School of Pharmacy (Pharmacy Cares)
· UW Autism Clinic
· UW Behavioral Research & Therapy Clinics
· UW Psychology Clinics in the School of Arts and Sciences (UW Psychological Services & Training Center; The LEARN Clinic; the Faculty Clinic)
· Fred Hutchinson Cancer Center
· [Other applicable organization or provider that is not covered in the list above]


[Insert the following if you anticipate that you will need to write in an organization or provider that is not covered in the list above during the consent/authorization process. You and/or the subject may instead write in the name of his/her health care organization or provider.]

Name of health care organization(s) or provider(s):      
[insert the name or leave a space for the subject to write in the name]

___________________________________________________________________

2.	Patient information that will be released for research use

This permission is for the health care provided to you and your baby from the start of your pregnancy until [specify end of the time period]. 

The specific information that will be released and used for this follow up program is described below: 
[Delete information that is not applicable. BY LAW, the information must be limited to the minimum necessary information needed to accomplish the purpose of the research. For more information on whether your access meets the “minimum necessary requirement” under HIPAA, see UW Medicine Privacy Policy PP-20 “Minimum Necessary Requirement”. Information that will not be released and used for the purpose of this research should not be listed here.]

· Date of birth (or age)
· Date of last menstrual period
· Expected date of delivery
· Any maternal risk factors
· Contraception
· Medical history of previous pregnancies 
· Current medications
· Prenatal test results 
· Course and outcome of pregnancy
· Characteristics of the baby
· [specify other records here] 

C.	How your/your baby’s patient information will be used

1. Who may receive your/your baby’s patient information  [delete any that do not apply]

· The sponsor of this research. “Sponsor” means any persons or companies that are: working for or with the sponsor, or are owned by the sponsor
· The U.S. Food and Drug Administration (FDA)
· Department of Health and Human Services (DHHS) agencies
· Governmental agencies in other countries
· Governmental agencies to whom certain diseases (reportable diseases) must be reported
· WCG IRB
· Institutional oversight review offices at the research site, the UW, or state
· [Insert other parties that may receive the patient information as applicable. For example: Fred Hutchinson Cancer Center, laboratories, Data & Safety Monitoring Boards, or other entities. You may also list “Other researchers who may use your/your baby’s information for future research studies” only if other researchers may receive PHI and you must state if this is optional.]

2. Why your/your baby’s patient information will be used and/or given to others

· To do the research
· To study the results, and
· To see if the research was done right

[If applicable, add a description of other uses for the patient information. For example, this might include storing the PHI in a data repository or using the PHI to conduct future research. You must state if any of these are optional.]

If the results of this study are made public, information that identifies you/your baby will not be used. 

The researcher will use your/your baby’s patient information only in the ways that are described in the follow- up program consent form that you sign and as described in the HIPAA Authorization here.  

You can ask questions about what the research team will do with your/your baby’s information and how they will protect it.

The privacy laws do not always require the receiver of your/your baby’s information to keep your/your baby’s information confidential. After your/your baby’s information has been given to others, there is a risk that it could be shared without your permission.   

You have the right to obtain your/your baby’s patient information in your/your baby’s healthcare record. [Select the appropriate language about whether you will return any individual research results to the pregnant partner ] We will provide you with [insert description of the individual research results you will share, and the timing of when you will provide them] OR The study procedures do not include a plan to share the research results, though you may be able to request them through the Washington State Public Records Request system after the study is done. 

D.	Expiration 

[The expiration date refers to the date after which you will no longer obtain patient information (or access patient records) for your research. If you are uncertain choose a date that provides plenty of time for your work to be completed, as it is considered noncompliance to continue to obtain patient data (or access patient records) after the expiration date you have provided to subjects on this form. This section must comply with Washington State law RCW 70.02.030(3)(f) which requires an expiration date or an expiration even that relates to the patient or the purpose of the use or disclosure. This is a stricter requirement than the federal HIPAA regulations, which allow “non” as the expiration date.]

This permission for the researchers to obtain your/your baby’s patient information [Select and insert the option that applies to your research, and provide the required information. Delete the other options.]. 

ends on [insert date].   
ends when the research ends and any required monitoring of the study is finished.
ends when [insert description of event or other circumstance.  Examples:  one year after death; one year after you reach age 50].


E.	Canceling your permission

You may change your mind at any time. To take back your permission, you must send your written request to:

[Name of researcher or appropriate research staff person]
[Address information]

If you take back your permission, the research team may still keep and use any patient information about you/your baby that they already have. But they can’t obtain more health information about you/your baby for this program unless it is required by a federal agency that is monitoring the research.

Changing your mind will not affect any other treatment, payment, health care, enrollment in health plans or eligibility for benefits.  

F.	Giving permission

I have read this HIPAA Authorization form describing how my/my baby’s patient information will be used. I have had a chance to ask questions about the use of my/my baby’s patient information and I have received answers to my questions. I agree to the use of my/my baby’s patient information for this program. 

[Insert the following yellow-highlighted section if appropriate. Delete the types of information you do not need for your research.]

To release the specific information listed below, you need to also write your initials next to the type of information. This is your specific permission for release of this information, which is required by Federal and state laws. The federal rules bar any use of the information to criminally investigate or prosecute any alcohol or drug abuse patient. 

__________  Sexually transmitted disease
__________  AIDS or HIV
__________  Behavioral or mental health/illness, including psychotherapy notes
__________  Drug or alcohol abuse, diagnosis, or treatment
 
_____________________________________________________________________________________
Printed Name of Program Subject 							Birthdate


_____________________________________________________________________________________
Signature of Program Subject							Date of signature


You will receive a copy of this signed form.  Please keep it with your personal records.

[If authorization will be obtained electronically, a statement that a copy of the authorization form will be provided electronically and a description of the hardware and software requirements necessary to access/read the document must be provided. See sample language below (applicable to UW DocuSign and REDCap). Please modify as needed.]

You will receive an electronic copy of this signed form sent to an email address that you provide. It will be a “PDF” document. Most computers already have PDF viewer software installed, which will allow you to open, read, or print the form. The email we send you will include a link to PDF viewer software (such as Adobe Acrobat Reader) in case your computer doesn’t already have it. If you would prefer to receive a paper copy at no cost to you, please contact the researcher listed on page 1 of this form.
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