[Sample Informed Consent Form for Participation in a Registry / Repository]
[05/10/2022, 03/24/2022, 9/17/2009, 3/6/2006]
[Note:  this is a sample document that may not cover all nuances for various situations.  You may have to add, delete and / or edit sections to make them applicable to your situation.]

Principal Investigator (PI):   
PI Phone Number:   
Registry / Repository Administrator:

Individuals with Direct Access to Registry / Repository: [Note the HIPAA Authorization may refer to co-investigators as a group, e.g. PI and his/her research staff]   

Title of Registry/Repository:  [May be the short title indicated on the IRB application]
IRB Number: [To be filled in after approval is given]   
Name of Registry/Repository Participant:      

· [DELETE this list of instructions and all other items in [ ] or > < from the final document.  
· A registry collects only information on individuals.  A repository collects samples from individuals.  Revise the consent form as needed to reflect whether subjects will participate in a registry, repository or both
· Make the font one color in the final document
· The consent document must be written in lay language. An 8th grade reading level should be used as a benchmark for non-incarcerated subjects. A 5th grade reading level should be used as a benchmark for incarcerated subjects.  Microsoft Word provides a tool to check the readability index of a document.  The document and process must be presented in a language (preferably native) understandable to the subject. 

· Use lay language to explain concepts.  If a technical term is used follow it by a lay explanation.  Resources are available on the HSPO website.

· Keep sentences short.  

· The use of bulleted lists and/or tables may be helpful.  

· Unless otherwise noted, all of the sections listed above and below are required. 

· Unless otherwise noted, the text within each section may be revised to be appropriate for your study.  

· Requiring the subject to initial on the bottom of each page is optional.

· All pages must leave a bottom margin of 1 inch to allow for IRB stamps.

· If needed, revise the second page number in the footer to reflect the appropriate total number of pages. 

· Font size must be a minimal of 12 point but may be larger and should be easily readable (e.g. times, arial, garamond) 

· The version number of the ICF must be noted in the footer and link to the appropriate protocol version.  Refer to the Investigators Guide for Human Subject Research or the HSPP/IRB policies for information on linking consent and protocol versions.]
Overview of the Research [Required section federally funded or supported research reviewed in accordance with the revised Common Rule, and strongly encouraged for all other research. ]
[Investigators are responsible for developing/providing this overview section which must include a concise and focused presentation of the key information that is most likely to assist a prospective subject or LAR in understanding the reasons why one might or might not want to participate in the research.  This part of the consent must be organized and presented in a way that facilitates comprehension. In general this section should include concise statements that touch on the following: 1) that consent is being sought for registry/repository  and participation is voluntary 2) the purpose of registry/repository, expected duration of participation and procedures to be followed 3) reasonable foreseeable risks or discomforts to the prospective subject, the potential for benefits to the prospective subject or to others that may reasonably be expected from the registry/repository; appropriate alternatives procedures if any, that might be advantageous to the prospective subject.   ] 

[Sample Language EDIT to make applicable.].  You are being asked to provide consent to participate in a registry/repository.  Participation is voluntary. You can say yes or no. If you say yes now you can still change your mind later.  Some key points to consider are summarized in this overview, but you should consider all of the information in this document carefully before making your decision.    

We are asking for your permission to allow us to place your past, current and future medical information into the XXX research registry/repository.  This information will make it possible to conduct research studies directed at increasing researchers knowledge about diseases such as XYZ.

Participation will involve approximately XX hours of your time per/XXXX over the next XX years.  Your samples/data may continue to be used beyond that period.  [For a repository] You will be asked to provide a specimen or tissue. [For a registry]  You will be asked to provide your information, which may include extracting information from your medical record.

The most common risk of participating in a repository are [describe the risk of collecting tissues /specimens].   Participation in this research registry/repository does involve a risk that the confidentiality of your data may be breached.  There are no direct benefits to you with participation in this registry/repository.

Before making a decision about whether to participate in this research registry/repository you should know that you have the option of not participating. 

A more detailed description of this research follows.  
What is the purpose of this research registry / repository? 
Many advancements in healthcare have resulted from research involving the collection and analysis of information and/or samples from patients with a certain disease or condition.  Because you are being seen by XXX for XX disease, we are asking for your permission to allow us to place your past, current and future medical information into the XXX research registry/repository.  Placing the information of many patients such as you into a research registry/repository will make it possible to conduct research studies directed at increasing our knowledge about XX. 

Who is being asked to participate in this research registry/repository? 
All adult patients who are seeking treatment or are being treated at the  UConn Health for XX disease are being asked to participate in this research registry/repository. 

What will my participation in this research registry/repository involve? 
If you agree to participate in this registry/repository, your past, current and future medical information will be placed into it.  You will also be asked to provide a blood sample of about two tablespoons.  The blood sample will be labeled with a code that links it to your information in the registry.  You are being asked to allow the staff of the registry/repository to contact you if they determine, through review of your information, that you are eligible for participation in a future research study directed at XX.  Please note that if you qualify for any future research studies, you will be asked to sign a separate consent and HIPAA authorization forms that outline in detail the nature of that research study, including the potential risks and benefits associated with it.  Alternatively your information and/or sample may be stripped of all identifiable elements and shared with other investigators without your permission.  In this scenario there would be no way the investigator could link the data or sample back to your identity. 
What are the possible risks of my participation in the Research Registry? 
There is a minimal risk of slight bruising where the blood is drawn and you may experience mild discomfort from the needle stick.  Sterile needles will be used and the site will be covered with a bandage.  Participation in this research registry/repository does involve a small risk that the confidentiality of your data may be breached; information about your health might become known to individuals outside of those with direct access to the registry/repository data. 

We will attempt to preserve the confidentiality of your information by assigning a special research code number to your information stored in the registry/repository, and by removing personal identifiers (for example, your name, social security number, medical record number) from information stored.  Information linking the research code number to your name and other personal identifiers will be stored in a separate secure location.  

What are the possible benefits of my participation in the research registry/repository? 
You will not receive any direct benefit as a result of your participation in the registry/repository.    

However, information contained within the registry/repository will be used for research studies directed at improving our knowledge and treatment of XX disease and this knowledge may benefit patients with XX disease in the future.   

Will I or my insurance provider be charged for my participation in the research registry/repository? 
There will be no costs to you or your insurance provider to participate in this research registry. 

Will I be paid for my participation in the research registry/repository? 
No, you will not receive any payment for participating in this research registry/repository.  

Who will know about my participation in this research registry/repository? 
Any information about you that is placed into this registry/repository will be kept as confidential as possible.   Confidentiality cannot be 100% guaranteed.  In addition, you will not be identified by name in any publication of the results of research studies involving the use of your information.  [If applicable include information about the Certificate of Confidentiality.] Because of the sensitive nature of the information contained in the registry/repository a Certificate of Confidentiality will also be in place to protect your information.  A Certificate of Confidentiality means that the individuals noted on this consent form cannot be forced to disclose your information.  The Certificate does not prevent your voluntary disclosure of your participation.  The Certificate does not prevent the voluntary disclosure of information related to the possibility of harm to yourself or others, or related to the suspected abuse of children, the elderly, or a spouse. 
What is the nature of information that will be placed into the research registry/repository? 
All of your past, current and future medical record information related to your XX disease will be recorded into the research registry.  Since medical conditions and treatments not related directly to your XX disease may affect XX disease and/or its treatment, it is likely that all of your existing and future medical record information will be placed in the research registry. This information will be collected from your UConn Health clinic records, hospital records and, if applicable and permitted by you, private physician records.  

Who will have access to my identifiable medical record information contained in the research registry? 
Access to your identifiable information contained within this research registry/repository will be limited to the individuals noted on this consent form and the accompanying HIPAA Authorization form. 
For how long will my information continue to be placed in the research registry/repository and for how long will this information be used for research purposes? 
Your information will continue to be placed into this research registry/repository until 1) you are no longer living; or 2) you withdraw your permission for participation.  If the full blood sample that was drawn is used up, you may be asked to provide another sample.  If you are asked, you will be asked to sign another consent form. 
Your information contained within the research registry/repository will be used for research purposes for an indefinite period of time. 

Is my participation in the research registry/repository voluntary? 
Your participation in this research registry/repository is completely voluntary. Whether or not you provide your permission for participation in this research registry/repository will have no affect on your current or future medical care at the University of Connecticut Health Center, or your current or future relationship with your health care provider. 

May I withdraw, at a future date, my consent for participation in this research registry/repository? 
You may withdraw, at any time, your consent for participation in this research registry/repository.  If you withdraw your permission your information will no longer be collected and the identifiable information that is already in the registry/repository will >describe accordingly, e.g. no longer be used, be deleted, be kept but will be stripped of identifiers etc<.
To formally withdraw your permission for participation we ask that you provide a written and dated notice of this decision to the principal investigator of the research registry/repository:  INSERT NAME AND ADDRESS. 

VOLUNTARY CONSENT 
All of the above has been explained to you and all of you current questions have been answered.  You have been told that you may ask questions about any aspect of your participation in the research registry/repository at any time.  A copy of this consent form, signed and dated by you and the individual obtaining consent, will be given to you.  You acknowledge that you have the opportunity to voluntarily provide feedback about your experience as a research participant.  You may ask for a copy of the Research Participant Feedback Form, you may obtain the form online at https://ovpr.uchc.edu/services/rics/hspp/volunteers/, or you may submit the form online at https://redcap.link/UConnHealth-Feedback-Research. 

Any questions which you have about your rights as a participant in the research registry/repository can be answered by the Institutional Review Board at the University of Connecticut Health Center (860-679-4849, 860-679-8729). 

By signing below, you agree to participate in this research registry/repository. 
Participant’s Signature and Date

If applicable, Legally Authorized Representative’s Signature and Date
By signing below, I acknowledge that the consent process has been conducted. 
[Required Language] By signing this form the individual obtaining consent is confirming that the above information has been explained to the subject (and/or legally authorized representative, parents or guardians) and that a copy of this document, signed and dated by both the person giving consent and the person obtaining consent, along with a copy of the Research Participant Feedback Form, will be provided to the participant >and/or representative<. [If the registry/repository involves genetic research also include the following statement, otherwise delete it:] The handout regarding the Genetic Information Non-Discrimination Act has also been provided to the subject.
Printed Name of Person Obtaining Consent 

Signature of Person Obtaining Consent and Date 

DO NOT INCLUDE THE FOLLOWING PAGES AS PART OF YOUR CONSENT FORM PAGINATION – USE THEM AS STAND ALONE FORMS

Addendums to Consent Form:

Recruitment and Enrollment:

To ensure that recruitment methods are unbiased and that the risks and benefits of participating in research are distributed equally among various groups of individuals we ask subjects to complete the Personal Census Data sheet at the time of consent.  Your response to this form is optional.  If you choose to respond you may identify yourself or respond anonymously. 

Feedback Regarding Your Experience as a Research Participant

The Human Subjects Protection Office (HSPO) at the University of Connecticut Health Center is responsible for the protection of individuals who volunteer to participate in research studies.  The HSPO would like to hear from individuals about their experience.  The HSPO is not concerned with private information but rather things like whether you felt the study was fully explained to you, whether someone was available to answer your questions etc.  The HSPO would like this type of information in order to determine if certain areas need to be improved upon in order to better protect research volunteers. 

You do not have to provide any feedback if you would rather not.  Your responses can be anonymous or you can choose to identify yourself.

If you would like to provide feedback we have provided the form to you or you may choose later to download and complete the questionnaire available on the web at http://resadm.uchc.edu/hspo/volunteers/index.html or send your own comments about your experience.  

Responses or comments may be returned by 

· fax to 860-679-1005,

· e-mail to gibb@uchc.edu, or

· post to HSPO, UConn Health Center, 263 Farmington Avenue, Farmington CT 06030-1511.  

Questions Regarding Comprehension of the Study

You may be asked to respond to some questions in your own words in order to ensure that the study and its associated risks have been adequately explained to you.  

PERSONAL CENSUS DATA

	Name:  (Last, First) (optional)
	Sex/Gender

 Male □ 

 Female □ 

	Patient ID #:  
	


The purpose of this form is to ensure that there is appropriate representation from all racial/ethnic groups in our research studies.  You are not required to complete this form to participate in a study.

□
Please check here if you do not wish to provide some or all of the information requested below.

ETHNICITY

1. 
Do you consider yourself to be Hispanic or Latino (a person of Mexican, Puerto Rican, Cuban, South or Central American, or other Spanish culture or origin, regardless of race)?  The term Spanish origin can be used in addition to Hispanic or Latino.

□   Hispanic or Latino
□   Not Hispanic or Latino
□   Unknown

RACE

2.
What race do you consider yourself to be?  Select one or more of the following:

□
American Indian or Alaska Native.  A person having origins in any of the original peoples of North, Central or South America and who maintains tribal affiliation or community attachment. 

□
Asian - A person having origins in any of the original peoples of the Far East, Southeast Asia or the Indian subcontinent , including for example Cambodia, China, India, Japan, Korea, Malaysia, Pakistan, the Philippine Islands, Thailand and Vietnam. ( Note:  Individuals from the Philippine Island have been recorded as Pacific Islanders in previous data collection strategies.) 

□
Black or African American - A person having origins in any of the black racial groups of Africa.  Terms such as Haitian or Negro can be used in addition to Black or African American. 

□
Native Hawaiian or Other Pacific Islander - A person having origins in any of the original peoples of Hawaii, Guam, Samoa, other Pacific Islands. 

□
White - A person having origins in any of the original peoples of Europe, the Middle East or North Africa

□
Other

□
More than one race - It is preferred that this be selected in addition to the selection of the specific races listed above but also may be solely selected.)

□
Unknown

UNIVERSITY OF CONNECTICUT HEALTH CENTER

HUMAN SUBJECTS PROTECTION OFFICE

RESEARCH PARTICIPANT FEEDBACK FORM

The Human Subjects Protection Office and Institutional Review Boards would like to hear from individuals who participate in clinical research registries/repositories.  We are interested in knowing about your general experience as a study volunteer for purposes of quality improvement.  Providing feedback is a voluntary decision.  If you do provide feedback you may choose to identify yourself or to respond anonymously.  You may also use this form to offer suggestions, or express concerns, complaints or compliments about your involvement in a research study.  The phone number of the Institutional Review Board is 860-679-1019 or 860-679-4851.  The fax number is  860-679-1005. The mailing address is UCHC IRB, 263 Farmington Avenue, Farmington CT 06030-1511. 

IF YOU WOULD LIKE TO REMAIN ANONYMOUS SKIP ITEMS  1 – 5  (Attach pages as needed) 
1) 
Name

2) 
Address

3)
Phone

4) 
E-mail

5) 
May someone from this office contact you to discuss your experience for the purpose of quality improvement of our humans subjects protection program?

YOU MAY CHOOSE TO SKIP ANY OF THE FOLLOWING ITEMS.  

6) 
Name of Principal Investigator

7) 
Do you think you were fully informed about participation in the registry/repository?  Consider your understanding of the purpose, risks, and benefits.  If not, please explain. 

8)
Do you think you had enough time to consider whether or not you wanted to participate?  If not, please explain.

9) 
Did you have the opportunity to have all of your questions answered to your satisfaction?  If not, please explain.

10) 
Were you provided with a signed copy of the informed consent form?

11)
If your treating physician is also the research doctor, did the existing doctor-patient relationship influence your decision to participate?  If yes, please explain. 

12)
Were there any other factors that influenced you decision to participate, for example payment for participation, free medication etc.?  If yes, please explain. 

13)
Do you understand the participation is voluntary and that you can withdraw at any time?

14) 
Do you think you were treated respectfully throughout your participation (e.g. the consent process, follow-up visits)?  If not, please explain. 

15)
 Please express any questions suggestions, compliments, complaints, concerns, that you may have regarding your participation in the registry/repository.  

16)
Please make any additional comments that may help us to improve our human subjects protection program.
CONSENT  COMPREHENSION  FEEDBACK  FORM

(Unless otherwise required by the IRB this form is for optional use by Investigators)
This form has been developed to aid individuals who obtain consent in determining a potential subject’s (or the subject representative’s) level of comprehension of the registry/repository after the consent process has been conducted, but before the document has been signed.  At times, for example when vulnerable populations may be involved, the IRB may require the use of this form. 

In your own words please answer each of the following questions.  You may either write your response directly on this form, or respond orally to me and I will document your response.  Please let me know your preference.

Subject’s Name or Study ID Number:   
Written Response by Subject:



Subject Responded Orally:


1.  In your own words, please describe the purpose of this research study.

2.  What are the possible risks associated with this study?

3.  What are the possible benefits associated with this study?

4.   Other than possibly agreeing to participate in this study, what other choices do you have available to you?

5.   What will be required of you during the course of this study?

6. What else would you like to know about this study?
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