[Sample Consent Form 1/24/2023]

[Note: This is a sample document that may not cover all nuances for various studies.  You may have to add, delete and / or edit sections to make them applicable to your study.]
Principal Investigator (PI):   
PI Phone Number:   
Co-Investigator(s): [Note Optional element.  The HIPAA Authorization may refer to co-investigators as a group, e.g., PI and his/her research staff.  If listed here this section must be maintained when study personnel are added to or removed from the study.]   
Title of Research Study: [May be the short title indicated on the IRB application]
Sponsor: [If applicable, add the pharmaceutical company and/or the entity that designed the study has overall responsibility for the management of the study.]
Funding Source: [If different than the sponsor, and from an external source, identify the entity that provides funding for the study, otherwise delete.] 
Name of Research Participant:      

· [DELETE this list of instructions and all other items in [ ] from the final document.  

· DELETE all >  < symbols and directions contained within them from the final document

· 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.  The National Cancer Institute provides a helpful resource for evaluating readability.  The document and process must be presented in a language (preferably native) understandable to the subject. 
· Use lay language to explain medical concepts.  If a medical term is used follow it by a lay explanation.  Resources are available on the HSPP 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.

· Font size should be a minimal of 12 point but may be larger and should be an easily readable font (e.g. times, arial, garamond) 
· It is recommended to note a version of the ICF in the footer that links the consent to the appropriate protocol version.
· Informed consent can be sought only under circumstances 1) that provide the prospective subject or the legally authorized representative (LAR) with the information a reasonable person would want to know in making a decision about whether to participate, 2) that will provide a sufficient opportunity for the subject/LAR to discuss the information and consider whether or not to participate, and3)  that minimize the possibility of coercion or undue influence.  The information that is given to the subject or the LAR shall be in language understandable to the subject or the LAR.  The informed consent must present information in sufficient detail relating to the research and must be organized and presented in a way that does not merely provide lists of isolated facts but rather facilitates the prospective subject’s or LAR’s understanding of the reasons why one might or might not want to participate. 
· There can be no exculpatory language through which the subject or LAR is made to waive or appear to waive any of the subject’s or LAR’s rights, or releases or appears to release the investigator, the sponsor, the institution or its agents from liability for negligence.]
Overview of the Research [Required section federally funded or supported research reviewed in accordance with the revised Common Rule which is scheduled to take effect July 19, 2018, 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 research and participation is voluntary 2) the purpose of research, 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 research; appropriate alternatives procedures or courses of treatment, 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 research study.  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.    

This research is being done to determine if XXX will be effective in treating XXX.  
Participation will involve approximately XX hours of your time per/XXXX over the next XX years.  
You will be asked to take an investigational drug called XXX or a placebo, to provide blood samples and come for office visits at which physical exams will be conducted, XXX will be administered, and surveys about XXX will be completed.   
[If data / biospecimens will be shared outside this study] This study is collecting data and biospecimens. We would like to make your data and biospecimens available for other research studies that may be done in the future.  The research may be about similar diseases or conditions to this study.  However, research could also be about unrelated diseases, conditions, or other types of research. These studies may be done by researchers at this institution or other institutions, including commercial entities. Our goal is to make more research possible.  We plan to keep your data and biospecimens for [insert time frame as indicated in the study protocol].
Your data and biospecimens may be shared with researchers around the world.

However, the decision to share your data and biospecimens is controlled by [indicate

which entity has control]. To get your data and biospecimens, future researchers must

seek approval from [indicate which entity has control]. The researchers must agree not

to try to identify you.

Include option #1: If the data and biospecimens are coded and can be linked back to the

identity of the participant:  We will protect the confidentiality of your information to the extent possible. Your data and biospecimens will be coded to protect your identity before they are shared with other researchers. [indicate which entity has the code key] will have a code key that

can be used to link to your identifying information. The code key will be securely stored.

Include option #2: If the data and biospecimens cannot be easily linked back to the identity of

the participant: Your name and identifying information will be removed from any data and biospecimens you provide before they are shared with other researchers. Researchers cannot easily link your identifying information to the data and biospecimens.

The most severe risks of XXX are XXX.  The most common risks of XXX are XXX.   Because XXX is investigational there may also be risks that are not yet known, including risks to a fetus.  Some of the questions on the surveys may also cause you to feel upset.  Risks are described in more detail later in this form. 
There may also be benefits from participation.  If XXX is effective, you may experience an improvement in your health; but this is not guaranteed and your health may decline.    This research may also result in information that leads to an approved treatment that may help others in the future. 
[If appropriate alternatives are available] Before making a decision about whether to participate in this research you should know that there are other options available to you.  There are approved drugs to treat your condition and you should review those options with your doctor.  
A more detailed description of this research follows.  
Purpose of This Research   
[In this section explain why a specific study is being conducted.    If this is a post-marketing study gathering information on long-term safety / efficacy include that information.  If the study is a pilot or feasibility study identify it as such and explain what that means in lay language.  If the study encompasses any genetic testing/DNA analysis describe the purpose of that testing / analysis. If the purpose is fully and accurately described in the overview section information does not have to be repeated here and this section may be deleted]
[Sample text that may be altered]  The purpose of this research study is to >describe accordingly, e.g. try to find a better way of detecting….<
[Sample for studies analyzing post-marketing data]  The purpose of this research study is to >describe accordingly, e.g. to see if long-term use of >name< leads to any increased health risks.  >Drug name< is approved and available by prescription but more information is needed on its long-term effects<.   
[Sample for pilot studies]  This is a pilot phase of a research study about >describe accordingly<   The purpose of the pilot phase is to provide training and experience in the running of the trial and to highlight any problems so they may be corrected before the main study begins.   

[Sample studies encompassing a genetic component]  This study is about >genetic/inherited and/or other influences on >insert accordingly<.  The major purpose of collecting this information and DNA and/or RNA from you is to discover and/or study genes that may increase the risk of development of >_______<, the severity of >_______<, or its response to treatment. < 

Voluntary Participation  
[In this section explain why the individual is being invited to participate in the study. Explain that participation is voluntary and that there will be no ramifications for choosing not to participate or for choosing to withdraw from participation.]

[Sample text that may be altered]  You are invited to take part in this study because >insert reason, e.g. you have been diagnosed with… or you have a family history of……<.  
[Sample text that may be altered]  Participation in this study is voluntary.  Before making a decision about whether to participate in this research study >if applicable reference any genetic aspect, e.g., which includes a genetic testing<, please read this consent form carefully and discuss any questions you have with the researcher.  [For clinical trials] You may also want to talk with family members, your primary care physician or a friend before making a decision.

[Required Language] You can choose to not participate in this study.  If you choose to participate in this research study, you can choose to withdraw from it at any time.  If you decide not to participate or you later choose to withdraw from participation, your decision will not affect your present or future medical care and there will be no penalty or loss of benefits to which you are otherwise entitled. 
Number of Other People Who Will Participate
[Describe how many people are anticipated to be enrolled at or by UConn Health and how many are expected to enroll in total.]
[Sample text that may be altered]  We estimate that >insert number< people will participate in this study.  [If applicable, e.g., multi-site clinical trials] This study is being conducted at several other places too.  We estimate that the total number of people who participate will be >insert number<.  
Length of Participation
[Describe the estimated amount of time the subject will be directly involved with the study.  Include number of visits, frequency of visits, length of visits and any other information relevant to the subject’s commitment to the study.   If long-term follow-up is required, the plans for that must be explained.  If length of participation is fully and accurately described in the overview section information does not have to be repeated here and this section may be deleted.]
[Sample text that may be altered]  A research visit will be scheduled once a month for the next 12 months. The first visit will last for between 2 and 3 hours.  All other visits will last about 30 minutes.  After the first year, follow-up appointments will be scheduled for once a year for the next 10 years.  Each follow-up appointment will last for about 1 hour.  
Physical / Psychological Risks of Procedures / Drugs / Devices
[In this section identify and describe all procedures that the subject will undergo and drugs that the subject will have to take and/or devices that are the subject of the research and the associated physical and psychological risks.  Procedures and administration of drugs or use of devices should be explained in the order in which they will be performed.  The risk associated with each procedure/drug/device should be listed with the most severe risks noted first.  Safeguards taken to minimize those risks should also be explained.  Experimental/investigational procedures/devices / drugs must be identified as such.  Devices that were cleared for use by the FDA through the 510(k) clearance process and are being investigated in accordance with the cleared indication cannot be referenced as FDA-approved, but only as FDA-cleared for that usage. A statement that there may be risks to the subject that are as of yet unforeseen must be disclosed when the procedure /device /drug is investigational/experimental.  Women of childbearing potential participating in clinical trials must be told that there may be unknown risks to the fetus or embryo if a woman becomes pregnant while participating in the trial. Men with female partners of childbearing potential should be informed of potential risk to the fetus if the investigational drug may pose such a risk.  If measures should be taken to prevent pregnancy, that must be described. Terminally ill subjects must be informed that they may in fact experience a decline in their health status.  Research and clinical care are often closely intertwined.    Procedures that will be performed as part of clinical care vs as for the research, should be clearly identified.   The ICF must have an acceptably complete disclosure of the expected adverse events for the specific research intervention(s) as are currently known.  Description of Notification of HIV Testing Results:  PHS policy (applicable to all PHS-supported intramural and extramural, foreign and domestic research and health activities) requires that where HIV testing is conducted or supported by PHS, individuals whose test results are associated with personal identifiers must be informed of their own test results and provided the opportunity to receive appropriate counseling unless the situation calls for an exception under special circumstances set forth in the Policy (see OPRR Reports 6/10/88).  If applicable to your study, this procedure must be described in the informed consent.  If there are any procedures/components of the study that are optional, (e.g. additional blood draws for a sub-study – subjects must be given the option of opting-in or opting-out of participation in the optional components. This may be done 1) through a combined HIPAA/consent addendum, 2) separate consent and HIPAA forms or 3) by provisions built into the main consent and HIPAA form.  In all cases the decision of the participant must be documented. The IRB encourages the use of the combined consent/HIPAA addendum for sub-study participation and as such template language is provided for that option.]

[Sample text that may be altered]  Participation in this study will involve the following procedures and use of the following drugs:
· Blood Draw:  Blood will be drawn from a vein in your arm by a needle stick.  The amount drawn will be about > xx teaspoons or xx ounces<.  This is a part of standard clinical care.  

Risks:  There will most likely be some mild discomfort, About #% of people develop a bruise at the needle site. About #% report dizziness after the blood is drawn. About #% develop minor infections. 

Safeguards:  The area where the needle is to be inserted will be wiped with a disinfectant before and after the needle is inserted. Only sterile needles will be used. The puncture site will be covered with a bandage.  

· Survey Administration:  The study coordinator will give you a survey about your quality of life. You will be asked about your health habits and medical history.  You will also be asked about the health habits and medical history of your family members.

Risks:  You may feel uncomfortable answering some of the questions.  There are no physical risks associated with the survey.  

Safeguards:  You may always choose not to answer a question that makes you feel uncomfortable.

· [Sample text for Identification of experimental procedures/devices]  >Insert name of procedure<:  This is an experimental procedure that involves >provide description in lay terms<.  This is a research procedure that is not part of your standard clinical care. 

Risks:  The risks include >describe accordingly, including severity such a mild or moderate discomfort<.  About >insert a %< report this happening after each time the procedure is performed.  Because this is experimental there may also be other risks that we do not yet know about; including risks to an embryo or fetus.  [Include safety information from animal data if applicable.]  Testing on animals has shown >describe accordingly<

Safeguards:  During the experimental procedure your heart rate and blood pressure will be monitored.  The procedure will be stopped if your heart rate or blood pressure goes up.  You will be asked to take measure to prevent pregnancy. These measures would need to be taken for at least one month prior to this procedure and for # months after the procedure.  

· [Sample text for Identification of Drug/Device.] Drug Name:  You will be asked to take 2 tablets of >drug name< twice a day for 12 months.  This drug is considered part of standard clinical care. [or for device] The >name of device< will be used to [describe accordingly].  [When used in accordance with its label] This device is [indicate FDA-approved if brought to market after clinical trials for safety and efficacy, or FDA-cleared if brought to market through the 510(k) process of showing substantial equivalence to a predicate device] for this usage.

Risks & Side Effects:  The most severe side effects of this drug [or device] are as follows: >list as applicable, including the likelihood, frequency, and severity of occurrence, include risk of addiction if applicable.<
· Liver and/or Kidney Damage:  This is very rare and has happened in only 10 out of 100,000 people who took the drug.  The individuals were treated with XX and recovered.

Less severe side effects of this drug include:

·  Headache:  Mild headaches are a common side effect that has been experienced by 25 out of 100 people who take this drug.  

Safeguards Taken:  >Describe accordingly ,e.g.< . To minimize the chance of these risks we will monitor your liver enzymes and may reduce the dose of the drug if necessary.

· [Sample text for Identification of Investigational drug.[or device]] Drug/Device Name:  You will also be asked to take 2 tablets of an experimental drug called >drug name< twice a day for 12 months.  This drug is not part of standard clinical care. [or for device] >Device name<  is an experimental device that will be used to [describe accordingly].  This device is not FDA approved and is not part of standard of care.   For women who are of childbearing age, for one month prior to the first dose and during your participation in the study you will be asked to take measures to prevent pregnancy from occurring.

Risks and Side Effects:   Side effects of this experimental drug include >list as applicable, including the likelihood, frequency, and severity of occurrence, list most severe first. If there are several risks – use a bulleted list to clearly identify each risk<  

You should also know that this is a new and experimental drug.  There may also be risks and side effects that we do not know about yet, including risks to an embryo or fetus.  Testing in animals has shown that >describe accordingly<
Safeguards:  >Describe accordingly <.
· [If applicable, for research involving biospecimens indicate whether the research will (if known) or might include whole genome sequencing (i.e. sequencing of a human germline somatic specimen with the intent to generate the genome or exome sequences of that specimen) 

Other Consideration of Physical or Psychological Risks:  Being in more than one research study at the same time, or even at different times, may increase the risks to you.   It may also affect the results of the studies.  You should not take part in more than one study without approval from the researchers involved in each study.

[Additional sample text for genetic research studies]  Certain genetic research may reveal that you are at risk for certain diseases or that you are a carrier of a genetic disorder.  This could mean that you or members of your extended family may have an increased likelihood of developing the disorder, or may be carriers.  Learning of such information may be stressful to you.  It is also possible that you may find out other information about yourself or other members of your family that you are uncomfortable knowing. If this happens, we will provide you with information about genetic counseling that you may obtain at your own expense.
Other Types of Risk to Consider 
[In this section explain risks associated with participation pertaining to but not limited to risks to confidentiality, legal risks related to insurability, employment or stigmatization.   Describe procedures to minimize those risks.  This section must contain a statement that confidentiality cannot be guaranteed.  Subjects should be informed if their own actions may place them at risk, e.g., if submitting a claim to an insurance company may reveal a condition etc.  If applicable, additional risks associated with genetic research (e.g., risk to insurability or employment) must be identified.]
Risk to Confidentiality:   [Required statement]  While we will protect the confidentiality of the information you provide, confidentiality cannot be guaranteed.  [Sample text that may be altered] There is a chance that people outside of the research team may learn of your study participation.  If this happens, >describe accordingly, for example, you >and other affected family members, if the study involves genetic research< may be unable to obtain disability or life insurance, you may be unable to find or keep employment, or you may experience stigmatization. <    

[Required text] The information collected for this research study will be accessible to authorized persons.  Authorized persons include study team members, representatives of UConn Health; and as may be applicable representatives of the Sponsor and/or representatives of Federal agencies when required by law, such as representatives from the Food and Drug Administration for research involving a drug, device or biologic and/or the Department of Health and Human Services when the research is federally funded or supported.  [If there are any other entities that have authority to inspect records indicate accordingly] Representatives from these areas have access to the information so they may ensure that the study is being done correctly.

[Required section when research records are maintained outside of EPIC (i.e. outside of the medical record) - Sample text to be EDITED to accurately describe how confidentiality will be maintained.  For studies that will also make use of EPIC (i.e.  the medical record), use this paragraph and also the applicable paragraph below regarding medical records.  Reminder if any mobile device is to be used it must be compliant with Policy 2008-03, Mobile Computing Device (MCD) Security – see link at https://health.uconn.edu/policies/policies-alphabetical/g-to-n/ ] Paper research records will be kept in a secure location, and electronic research files will be kept on password protected and encrypted computers. 

[Required section – sample text for studies that do use the EPIC legal medical record (i.e., information that is not specifically marked as research only within the medical record) and do not have a Certificate of Confidentiality.]  Clinical information collected during this study will [Insert the word also if using both research records and legal medical records are utilized, otherwise delete] >also< be stored in your medical record.  The medical record is confidential and accessible to authorized persons and to insurance companies. If you are injured as a result of participating in this study and the sponsor has agreed to pay for the cost to care for you, information about you and your insurance may be shared with the sponsor.  In addition, any clinical provider that you see, whether at UConn Health or elsewhere, may potentially have access to the information in your medical record. 
[Required text for studies that do use EPIC (i.e., the medical record) and do have a Certificate of Confidentiality and/or are flagging visits as research only visits to segregate the data from the legal medical record.]  The information collected during this study will [Insert the word also if using both research records and medical records, otherwise delete] >also< be placed in your medical record and marked as research related.  This information is confidential and only accessible to authorized individuals. Information in your medical record that is marked as research-related will not be disclosed to insurance companies.  If you are injured as a result of participating in this study and the sponsor has agreed to pay the cost to care for you, information about you and your insurance may be shared with the sponsor. In addition, any clinical provider that you see, whether at UConn Health or elsewhere, may potentially have access to the information in your medical record. 
[Required section if a Certificate of Confidentiality is applicable, sample text that may be altered] A Certificate of Confidentiality has been obtained to further help protect your privacy and the confidentiality of your data.  With a Certificate of Confidentiality in place, the investigators cannot be forced to disclose research-related information about you to anyone not connected to the study, except in very limited circumstances.  A Certificate of Confidentiality does not stop you from voluntarily disclosing information.  It also does not stop the investigators from voluntarily reporting information about [select accordingly based on what information might become known to the researcher] >child, elder, spousal abuse, reportable communicable diseases<.  The investigators on this study [select accordingly] >will / will not< report this information to State officials if it becomes known to them. 
You should also know that:
· [For VA studies involving an IND/IDE the consent form must have the following language verbatim] “I have been informed that because this study involves articles regulated by the FDA (Food and Drug Administration), the FDA may choose to inspect records (including my medical records) identifying me as a subject in this investigation.
· At the conclusion of this study the researchers may publish their findings.  Information will be presented in summary format and you will not be identified in any publications or presentations. [For genetic studies add] There still is a slight chance that someone may be able to link the summary information to you because of the unique nature of genetic studies. This may expose you and your family to unwanted publicity. To minimize the chance of this >describe accordingly<     [For genetic research studies the PI must disclose plans for publications and how confidentiality will continue to be protected, e.g. that identifiers such as gender will be altered or omitted without changing the validity of the study.  If identifying data cannot be altered or omitted subjects must authorize the use of their information in publications.  Subjects should be informed that due to the unique nature of genetic studies there is a chance the information that has been published will be identified with them even if specific identifiable information isn’t published and that there is a risk of exposure to publicity to the subjects and their family.]
· [For applicable clinical trials subject to FDA regulation, and NIH supported clinical trials, the following required statements: Required language:] A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. Law.   This web site will not include information that can identify you.  At most, the web site will include a summary of the results.   You can search this web site at any time. 
· [Note:  if Medicare / Medicaid or other insurers will be billed for any routine care costs of this study – be sure to delete this paragraph]  Your own actions may also pose a risk to your confidentiality.  For example, you may submit a claim to your insurance company to cover certain costs. By doing so, your insurance carrier may learn of your study participation. 
· [If applicable] If you discuss this with your personal physician it may be noted in your medical record that is with your personal physician unless you instruct otherwise. Inclusion of genetic (or any other research) information in your medical record may allow insurance providers to access such information.
· [If applicable] If you discuss this with your employer or co-workers your study participation may become known to others. 

· [[If applicable] for genetic research studies, if there is a possibility that disclosure to family members may occur without the consent of the subject it must be explained.  While consent will be sought, if it cannot be obtained confidentiality may be broken and the disclosure may occur if there is a treatment that will help the prognosis of the family member(s) and the following conditions have been met: 1) efforts to obtain voluntary consent for the disclosure have failed, 2) there is a high probability that harm will occur from withholding the information and the disclosure will avert that harm, 3) the harm that likely would occur would be serious and 4) only the information needed for diagnosis and treatment is disclosed.  (President’s Commission, 1983 as cited in OHRP handbook)]  [Sample language] We will ask for your permission before we disclose information to relatives.  You may provide this permission now, or we will seek your permission if the need arises.  However, you should know that in rare circumstances we may disclose information to your relatives even if you do not give us permission.  This will only be done to prevent serious harm from coming to your relative and only the information necessary for their diagnosis and treatment would be disclosed.  

If you would like to give us permission to contact family members about results related to this study that impact them you may do so by initializing here:


.  
Legal Risks:  [describe accordingly, delete if there are none] 
[Sample language if there is not A CoC for the study and this information may be learned] If during the course of this study we learn of >child, elder, or spousal abuse or of communicable diseases< we are required to report it to State officials. Because this research involves the study of domestic violence there is a chance that the Principal Investigator will report suspected abuse to State authorities. This may result in criminal charges being brought against the abuser.   
Possible Benefits from Participating 

[In this section explain whether there will or will not be a direct benefit to the individual subject and if so include a description of the benefit(s).  The Office for Human Research Protection does not consider receiving free study medication as a benefit and therefore it should not be listed.  Do not include study compensation (financial or otherwise) in this section.  Also, indicate whether there will or will not be a benefit to society.  Societal benefits may include a better understanding within the medical community of the causes for the disease being studied.  If the study includes any aspect of genetic research, include a description of the benefits to the subject and or society, if any, that related to the genetic aspect of the research. If benefits are fully and accurately described in the overview section information does not have to be repeated here and this section may be deleted.  ]
[Sample text EDIT to make appropriate for your research]  You will not benefit directly from the information we gather in the study.  You may benefit from the screenings and counseling services.  Other people who have the same condition may benefit in the future.  We might find a better way to diagnose or treat them or a way to prevent the disease.  There is also the possibility that no benefit will come from this study.  [Terminally ill patients must be informed that there is no expected benefit in terms of quality or length of life.]

Cost of Participating
[In this section state what the sponsor will pay for and whether subjects will incur costs associated with participation in the study, e.g. for study procedures, for drugs, for travel, time away from work, etc.  For studies that involve both standard of care treatment and research, subjects must be informed that expenses that will be billed to them or their insurance.    For genetic research studies if subjects must pay for the cost of genetic counseling provide that information. ]

[Sample text that may be altered ] >Name<, the study sponsor, will pay for >describe accordingly, e.g. study drug, ekg, device, x-rays done only for the study etc.<
[Sample text that may be altered when there are no direct costs from participation]: You may have to take time from work in order to participate in study visits.  You may incur some travel costs to get to study visits.  There will be no costs to you for any study procedures.  

[Sample text that may be altered when there are costs associated to participation]  

You may have to take time from work in order to participate in study visits.  You may incur some travel costs to get to study visits.
You or your insurance carrier will be billed for the costs of all routine clinical services provided to treat your disease.  This includes [describe accordingly in general terms e.g.], doctor visits, treatments, and tests that you would have needed even if you were not part of the study.  You will be responsible for paying all co-pays, deductibles, or co-insurance that are a normal part of your health insurance plan.  You may also be responsible for the cost of genetic counseling.  
Before you decide to participate you should check with your health plan or insurance company to find out what costs will be covered.  You can also ask the Principal Investigator to provide you with assistance with this process

Payment for Participating 

[In this section state whether subjects will or will not be paid for participation. If the research may lead to a commercially valuable product, you must state the intent for subject to share or not share in those profits.  Do not use language that is exculpatory, e.g “the sponsor will not let you share in the profits if a commercial product is developed.”  Acceptable language is “the sponsor does not intend for you to share in the profits” Do not address issues of indemnification for research related injury within this section.  If subjects will be compensated, explain what the compensation will be and the terms of compensation.  Compensation may include, but is not limited to, direct payment to subjects for their time, payment of travel expenses, incentive prizes, gift cards, covering the cost of medication and/or procedures, etc.  The payment structure should be a tiered approach. Check can be made payable to cash only with prior approval of the Associate Vice President for Research Administration and Finance (AVP-RAF).  Subjects will be asked to complete a W9 form and necessary information may be forwarded to accounts payable to get the check cut. If subjects will be paid include a statement that subjects may decline payment (which should be documented if declined.)]

[Sample text that may be altered]  To compensate you for your time, you will receive a check for $50 after the first visit.  You will also receive a check for $50 after visit 6 and after visit 12.  You may choose to have the checks mailed to you or to pick them up at a visit.  You will be asked to complete a W9 form and your name, address and social security number (or employee or student ID number if applicable) will have to be sent to Accounts Payable.  If you receive over $600 from participating in research studies over the course of the calendar year that money must be reported to the IRS as income.  [NOTE prior approval must be obtained from the AVP-RAF to make checks payable to cash.  If such approval is obtained the following sample language may be used:]   You may choose to receive a check made payable to cash.  To do this, you must either bring identification to pick the check up in person or have it mailed to you by certified mail. If the check is payable to cash, no replacement checks will be issued if it is lost or stolen.  You can also choose not to receive any compensation.  Please indicate your preferences by initialing below:
Please make the check(s) payable to me.
 

[Include cash option only if you have permission from AVP]

Please make the check(s) payable to cash.


I prefer not to receive compensation for this study. 


I will pick the check up in person.


I would prefer the check be mailed to me.


[Sample text when pre-paid debit cards are used] For your participation in this research you will receive a total of >fill in< in the form of a prepaid debit card. The amount of >fill in< will be added to the card at visits >fill in<. In order to issue this prepaid card to you, in addition to your name, we will need to know >fill in accordingly<. This information may be shared with people at this institution responsible for financial compliance [and if hosted by a third party vendor describe accordingly] and with individuals from >insert company name< which is the company that manages issuance of the debit-cards.  If you receive over $600 in a calendar year from participating in research studies, in the form of gift-cards, cash or checks, that money must be reported to the IRS as income.  If you prefer to decline receipt of the gift card, initial here______.  

[Alternatively] You will not be compensated for participation in this study.  
[If Applicable]  The information/biospecimens (i.e. samples) you provided for this research, may lead to the development of new tests, drugs, devices or other products or services with commercial value.  These products or services could be patented and licensed and may have economic benefit to the UConn Health >and / or sponsor<.  If such a product is developed, UConn Health >and / or sponsor< do not intend for you to share in the economic benefit.  

Alternatives  [Required if alternatives that may be advantageous are available. If choosing not to participate may be advantageous include a statement to that affect.]
[In this section describe all reasonable alternative procedures or courses of treatment, if any, that may be advantageous to the subject.  Also include a brief but accurate description of the risk and benefits of the alternatives.  Consider whether a choice not to participate may be advantageous and if so include that option, e.g. for terminally ill patients whose condition may worsen. ]

[Sample text that may be altered]  You have the option not to participate in this study.  Because we do not know if the treatment we are studying is effective in treating your condition, it is possible that choosing not to participate may be beneficial.  

Another available option is >describe as applicable <.  The risks associated with this option include >describe accordingly, e.g. similar side effects…<.  The benefits associated with this option are >describe accordingly<.   
Withdrawing from Participation 
[In this section explain that withdrawing form participation is an option, what may trigger the choice for withdrawal (e.g. new findings), how to withdraw, and what will happen to the information/samples already collected.  If the samples are owned by UConn Health the samples may be de-identified and used without permission of the subject. If the sample will be owned by the sponsor inform the subject of how the sponsor will deal with the sample.  Subjects should be informed if the information obtained prior to the withdrawal will continue to be used.  For FDA regulated clinical trials refer to FB consent checklist and FDA published guidance on data retention http://www.fda.gov/downloads/RegulatoryInformation/Guidances/ucm126489.pdf Also, as applicable, explain whether someone other than the subject can force the subject to stop participating.  Explain any risks associated with withdrawing (e.g. need to taper medications) ]  

[Required Text] You can always choose to stop participating in this study.  [Required statements for clinical trials] While we are doing this research, if we learn new information that may influence your decision about participation we will share that with you.  For example, if we learn about new risks we will share that information with you.  If we think you need to know quickly the researcher or study coordinator may call you or send you a letter.  If we do not think you need to know quickly, we will tell you at your next visit.  If you still want to participate we may ask you to sign a new consent form.    
[Required statement] If you want to withdraw >describe how the subject is to do this<.  
[Required section if someone other than the subject can prevent ongoing participation, text may be altered]   The researcher >and/or sponsor name if applicable< may require that you be withdrawn from participation.  This may happen if >explain reason(s) such as a health condition worsening, or adverse reactions, etc. <.  

[Required Section if there are safety issues associated with withdrawing, text may be altered]:  If you choose to withdraw it is important for safety reasons that you do not stop taking >Name< abruptly.  The PI may ask you to continue to take the study medication for a little while on a reduced schedule.  A reduced schedule will lessen your symptoms of withdrawal from the study medication.  Symptoms of withdrawal may include headaches, mood swings and / or nausea. 

[Required section, Sample text that may be altered.   For trials that are subject to FDA oversight, option 4 is required]    For the information and samples collected prior to your withdrawal [select accordingly and delete others or describe any other arrangement accordingly.]
[1.  the information will continue to be part of the data and included in the final analysis for this research.  No new information [or samples] will be collected.  

[2.  all records that link your identity to the research information [if applicable, add and samples] will be destroyed.  The anonymous information [if applicable, add and samples] will continue to be part of the research data.  ]
[3.  all records in our research files [if applicable, add and samples] will be destroyed.]

[4. Data retention in FDA trials must be addressed.  Sample for data retention in FDA Regulated trials] If you choose to withdraw from this study the data that has already been collected will continue to be used and remain in the study database. You may also be asked if you would be willing to continue to provide follow-up data. [Investigators can incorporate information here or use a separate consent form specific to the follow-up activity.  If using a separate consent form it must be submitted to the IRB for review and approval] The collection of follow-up data would involve >describe accordingly, e.g. ongoing review of your medical chart to obtain clinical information and lab results, and you would be asked to return for blood draws every 6 months to check xxx. <   The same provisions for privacy and confidentiality outlined in this document would pertain throughout the follow-up phase.  If you choose not to participate in the follow-up phase, your medical information or other confidential records will no longer be accessed for purposes of this research. However, investigators on this study may continue to review the study data collected prior to your withdrawal, and may consult public records, such as those establishing survival status.  If you choose to withdraw we will ask you to document your decision in the following section at the time of withdrawal:
	Follow-up Phase After Withdrawal
	Signature
	Date

	I choose to continue to participate in the follow-up activities
	
	

	
	
	

	I choose NOT to participate on the follow-up activities
	
	


Sharing Information / Samples 
[In this section explain any sharing of information or samples that may occur beyond this particular study.  For example include NIH requirements for data sharing, data sharing that may be required by publishers; and whenever possible allow subjects to opt in or out of data sharing. If no such sharing will occur, provide a statement to the effect. ]
[Sample text that may be altered when information/samples are retained by UConn Health ] Information (including samples) obtained during this study will become the property of UConn Health.  When your involvement with the study ends >describe accordingly using list below as options.  If providing options that a subject can select include a spot for the subject to initial (e.g. I am / am not interested in the participating the registry/repository.  The consent must address at least the 2nd or 3rd option<  

[option 1] You may be asked to participate in a research registry/repository (i.e. a research bank).  Participation in the research bank would allow for storage of your identifiable information and would also allow the manager of the research bank to contact you about potential participation in future studies that would like to use your identifiable information.   The manager of the research bank could also de-identify your information and share it with other investigators without additional consent from you.  You will be asked to provide separate consent for participation in the bank and may decline.   


[option 2] [If the banking option is described, preface this paragraph with the statement:  If your information/samples are not transferred to the research bank…]  The information >and samples< you provided will be stripped of identifiers so that no link can be made to your identity and may be used for other research purposes, including research conducted by other investigators.  Because there will be no identifiers associated with the information/samples additional consent from you will not be sought. 
[OR]


[option 3 – if no option for participation in bank is presented] The information >and samples< you provided, even if stripped of identifiers so that no link can be made to your identity, will not be used or distributed for future research studies.   
[The paragraphs below are required section for NIH studies that require data sharing. Use the first two paragraphs and then either the unrestricted access OR controlled access option. Investigators may opt to develop a separate consent specific to data sharing.  If doing so, make a comment to that effect on the consent checklist. In addition investigators are reminded to check whether the specific funding Institute Office or Center within NIH has particular requirements regarding data sharing that must be disclosed in the consent.  If so, the investigator is to follow those requirements.  For example the NIAAA offers sample consent language related to data sharing (https://nda.nih.gov/niaaa/pre-award/application.html)  Investigators should also consider whether data sharing will be required by publishers and if so obtain permission for such. ] 

We receive money from the National Institutes of Health (NIH) to do this study.  NIH requires that we have a plan in place to share information we gain in this study.  [Alternatively, if not NIH funded but a publisher will likely require sharing of data] We anticipate publishing the findings of this research and publishers often require that we have a plan in place to share the information we collect during this study.  

Your information will only be shared in an anonymous way.  Sharing research data helps to translate research results into knowledge, products, and procedures that improve human health. If you provide permission now to share your anonymized information with the database noted below, you may withdraw your permission later without any penalty or loss of benefit.  The information will be withdrawn from the database. However, if the information has already been shared with other researchers that information will not be able to be deleted.  
[If sharing with an unrestricted access database insert the following:] The anonymized information from this study will be placed in >identify the database<. The information will be freely available in a public, unrestricted database that anyone can use for future research. >Describe the database accordingly, for example<  The public database will include information on hundreds of thousands of genetic variations in your DNA code, as well as your ethnic group and sex. The only health information included will be whether you had [disease X] or not. This public information will not be labeled with your name or other information that could be used to easily identify you. However, it is possible that the information from your genome, when combined with information from other public sources could be used to identify you, though we believe it is unlikely that this will happen.  Please indicate whether we may share your anonymized information by initialing your preference: 

Yes, my anonymized information may be shared for future research:___________

No, do not included my anonymized information in the data that is shared.__________
[If sharing with a Controlled access database insert the following, editing as necessary]: Your individual genomic data and health information will be anonymized and put into a controlled-access database. [Describe the database according, for example} This data base will including information on ……]  Only researchers who apply for and get permission to use the information for a specific research project will be able to access the information. The information may be used for [describe accordingly, e.g. any type of research conducted in the future] Your genomic data and health information will not be labeled with your name or other information that could be used to identify you. Researchers approved to access information in the database will agree not to attempt to identify you.  Please indicate whether we may share your anonymized information by initialing your preference: 

Yes, my anonymized information may be shared for future research:___________

No, do not included my anonymized information in the data that is shared.__________
Risks / Benefits of sharing data

We will do our best to protect your data and biospecimens during storage and when they are shared. However, there remains a possibility that someone could identify you. There is also the possibility that unauthorized people might access your data and biospecimens. In either case, we cannot reduce the risk to zero. 
You will not receive any direct benefit from sharing your data and biospecimens. However, sharing your data and biospecimens may contribute to research that could help others in the future.

Results of This Research 
[In this section disclose whether clinically relevant research results, including individual research results, will be disclosed to subjects, and if so, under what conditions.  For studies involving genetic research disclose who (subjects, researchers, family members, personal physicians) will become aware of the results of the research.  In deciding what information to disclose to subjects Reilly (OHRP Guidebook Chapter VII) suggests use of the following three factors:  1) the magnitude of the threat posed to the subject, 2) the accuracy with which the data predict that the threat will be realized and 3) the possibility that action can be taken to avoid or ameliorate the potential injury.  Participants should be asked in advance to consent to the disclosure of information to relatives when the release of that information may improve their prognosis.  If the PI is willing to disclose findings, the participants retain the right not to know what information is found and must be given that option.]

[Choose any and all that apply and delete others:]

[Sample text that may be altered when results will not be made available]   You will not be told any of the results of the research.  Results will not be made available to you because >insert explanation, e.g. we do not know that they will provide reliable information.<
[Sample text that may be altered when individual results may be returned]  You will /will not be provided with overall results of the study.  You will be provided with your individual result if it is considered clinically applicable, significant and reliable.
[Additional sample text for genetic research studies]  If you want to know your risk for genetic diseases, you will be referred to a genetic counselor.  Costs arising from this referral >will/will not< be covered by the >investigator, institution or sponsor.<
[Additional sample text for genetic research studies]  You will be provided with information if it is considered clinically applicable (e.g. the claimed association between the marker or gene and disease is generally accepted by the medical genetics community), Please circle [yes or no] on whether you wish to be told the test results<. Yes          No ]
[Additional sample text for genetic research studies]  You will be told the results of the initial testing,* but not of any other research tests in the future.
You may have the right not to receive information that we learn in this study.  If you would prefer not to be made aware of the results please initial here.


  If there is a treatment currently available for the information we learn and we believe that treatment could improve your prognosis we >will still or will not< honor your request not to receive this information. 
[If results of genetic research studies will be given to the subject all of the information below must be provided.]  The study information will be provided to you by: 

· Indicate name, title and/or training of the qualified individual, e.g. PI or genetic counselor, who will disclose results. 

· Indicate method of disclosure (i.e. written, telephone, in person, etc.)

· Indicate provisions for answering questions arising as a result of the disclosure, and how services will be paid for

· Indicate what costs will be borne by the patient in conjunction with disclosure (for example, “the cost of genetic and/or psychological counseling will/will not be covered by the investigator, institution or sponsor.”)

· You will receive this information at ____time in the study (for example, at the end of the study, once result is confirmed, later if becomes known to be significant, predictive, etc.)

Incidental Findings [required for genetic research studies]
[In these sections explain that while conducting this genetic research study things may be discovered that are not the focus or intent of the study.  State either that such findings will not be disclosed or give the subject the option of receiving this information or declining to receive it.  If findings may be released to a relative of the participant because the release could improve his/her prognosis, the participant should be asked in advance to consent to the release.  Incidental findings that are not health related, e.g., issues of parentage, should not be disclosed.]

[Sample text for non-disclosure option that may be altered] In addition to the research we intend to do, it is possible that unexpected and/or unrelated information will be discovered that is not the focus of this study.  This information will not be disclosed to you.

[Sample text for disclosure options that may be altered] In addition to the research we intend to do, it is possible that unexpected and/or unrelated information will be discovered that is not the focus of this study.  If this additional information does not pertain to your health or the health of a relative it will not be disclosed.  If this information does pertain to your health or the health of a relative, please select how you would prefer us to deal with this from the following list of options by initialing your preference(s).  

1.
You prefer to be told of additional information that relates to your health or the health of a relative only if there is help available that may improve the prognosis. 


2.
You prefer to be told of additional information that relates to your health or the health of a relative regardless of whether help is available that may improve the prognosis or not.


3.
You prefer to be told if you are a carrier of a disease that may be passed on to others.



4.
You give >name of PI or qualified individual< consent to contact relatives with information that may help their prognosis.


5.
You prefer not to be told of additional information that relates to your health or the health of a relative.

   If there is a treatment currently available for the information we learn and we believe that treatment could improve your prognosis or your family members prognosis we >will still or will not< honor your request not to receive/disclose this information.
If you choose to receive information about unexpected or unrelated findings the information will be explained to you by:

· Indicate name, title and/or training of the qualified individual, e.g., PI or genetic counselor, who will disclose results. 

· Indicate method of disclosure (i.e., written, telephone, in person, etc.)

· Indicate provisions for answering questions arising as a result of the disclosure, and how services will be paid for

· Indicate what costs will be borne by the patient in conjunction with disclosure (for example, “the cost of genetic and/or psychological counseling will/will not be covered by the investigator, institution or sponsor.”)

· You will receive this information at ____time in the study (for example, at the end of the study, once result is confirmed, later if becomes known to be significant, predictive, etc.)

The PI is not responsible for informing you of further new information about unrelated or unexpected findings if it becomes available. 

Genetic Counseling [required for genetic research studies if findings are being disclosed)
[If information is being disclosed genetic counseling services must be available to the subject. In this section describe who is responsible for the cost of the counseling, that if the subjects are responsible for the cost submitting a claim to their insurance company may expose them to risk.  Counseling contact information must be provided to the participant.  It may also be helpful to list support groups or other resources available to the subjects in this section.]

 [Sample Text that May Be Altered] >Name and degree of individual providing counseling< is a trained genetics counselor who is available to help you.  S/he may be reached by calling xxx-xxx-xxxx.  If you choose to meet with >Name< you will be responsible for the cost of the session(s).  You should be aware that if you submit a claim to your insurance company to cover the cost of counseling, your insurance carrier may become aware of your personal information.  This may expose you to risks of being dropped from their coverage.  

In addition to the counseling services, there are several support groups in the area.  These groups are free of charge and may be helpful to you.  >Name< can provide you with a list of these groups and the contact information for them.  

Adverse Events
[In this section you must provide an explanation as to whether any compensation or medical treatments are available if injury occurs, and if so, what they consist of or where further information may be obtained. You must also provide the subject with contact information in the event s/he experiences and adverse event.  If a sponsor will be paying for research related patient injury, that must be explained within this section and the lay wording in the consent form must be consistent with the provisions of the clinical trial agreement and protocol.  If the sponsor specifically states in the contract that they will pay for costs of research related injury that remain after insurance is billed, you must specify that this does not apply for Medicare/Medicaid patients due to the Medicare second payer rule.  Be careful not to use language that makes it appear that the subject may be giving up any legal rights.  Placing conditions similar to the following examples upon the subject are considered exculpatory, “The sponsor will pay providing you notified the study doctor of your injury or illness promptly.”  Or, “Financial compensation for such things as lost wages, disability or discomfort due to the injury or illness is not available.”  Rather than using definite terms such as “will not” or “is not” express the intent, e.g. “The sponsor does not intend to compensate you for expenses beyond those related to medical care.”   A final contract must be in place with subject injury language that agrees with what is stated in the informed consent form before final IRB approval will be given. In this section also describe UConn Health’s policy regarding covering the expense associated with an adverse event.  Include a statement that the sponsor and the investigator determine whether an adverse event is related to participation in the study.]
[If a study is blinded describe the plans/circumstances for un-blinding.]

[Sample text that may be altered] If you experience an adverse event you should tell the principal investigator (PI) as soon as possible.  You may contact >insert name< by calling >insert number< or paging him/her at >insert number<.  The study is blinded so the PI will not know what medication you are taking.  If the PI determines the event is serious, unexpected, possibly related to the study drug, and medical intervention is needed, the PI will un-blind the data so that you receive proper treatment.  
[Sample text that may be altered if sponsor is paying for research related injury.  The lay language in the ICF must agree with the provisions set forth in the final contract] All research involves a chance that something bad might happen to you.  This may include personal injury.  If you have a problem, you should contact the principal investigator (PI) immediately.  If it is determined by the PI and the sponsor that your injury is a result of your participation in this research, >Research sponsor name< will pay for medical expenses for the treatment of your injury, or alternatively, >Research sponsor name< will pay for the medical expenses that are denied by your insurance.  This will not apply to Medicare/Medicaid patients because Medicare/Medicaid cannot be billed before the sponsor. For Medicare Medicaid patients, the sponsor will be responsible for the cost of the treatment for injury.  
Financial compensation for such things as lost wages, disability or discomfort due to the injury is not routinely available and is not offered by >Research sponsor name. <  However, by signing this form you do not give up any of your legal rights.
[Required Language] UConn Health does not provide insurance coverage to compensate for injuries incurred during this research.  However, compensation may still be available.  A claim may be filed against the State of Connecticut seeking compensation.  For a description of this process contact a representative of the UConn Health Institutional Review Board at 860-679-4849 or 860-679-8729.  

[Required Language] UConn Health does not offer free care.  However, treatment for a research related injury can be obtained at UConn Health for the usual fee.
Questions

[In this section describe who is to be contacted 1) for research related questions, 2) for issues pertaining to the subject’s rights, 3) in case of research related injury and 4) in case of concerns or complaints.   Also provide information for how to contact the IRB if the subject cannot reach the research staff or wishes to talk with someone else.  You may refer to an attached contact sheet however that sheet must be reviewed and approved by the IRB prior to use.]
[Sample text that may be altered.]  The Principal Investigator is willing to answer any questions you have about the research.  You are encouraged to ask questions before deciding whether to take part.  You are also encouraged to ask questions during your study participation.  If you have questions, complaints or concerns about the research, you should call the Principal Investigator at >phone number< or > as stated on the enclosed contact sheet.<  
[Required Language] If you have questions about your rights as a research subject you may contact a coordinator at the Institution Review Board at 860-679-8729, or 860-679-4849.  [If the study is GCRC supported also ad contact information for the Research Subject Advocate at 860-679-3276.]  
You may also call a coordinator at the Institutional Review Board if you want to talk to someone who is not a member of the research team in order to pass along any suggestions, complaints, concerns or compliments about your involvement in the research, or to ask general questions or obtain information about participation in clinical research studies.  

Please do not call the IRB number for medical related issues or to schedule or cancel an appointment.
Consent To Participation:

[Required Language]  By signing this form you (the participant, legally authorized representative, parent(s) or guardian) acknowledge that you have read, or have had read to you, this informed consent document, have talked with research personnel about this study, have been given the opportunity to ask questions and have them satisfactorily answered, and voluntarily consent to participate in this project as described in this form. 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 .
[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 legal 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 if requested, will be provided to the participant >and/or representative<. [If the study 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. 
	Role
	Printed Name
	Signature
	Date
	Time

	[For example] Subject
	John Doe Jr. (to be filled in when consent is obtained
	John Doe Jr. (to be filled in when consent is obtained) 
	date
	Time

	[For example, PI, coordinator, Co-investigator – to be filled in when consent is obtained]  
	To be filled in when consent is obtained
	To be filled in when consent is obtained
	date
	time


[If applicable to your study you may need to add additional lines for parents or guardians, legally authorized representatives or witnesses.  You may need to attach an assent statement and signature for subjects from 7 to 12 years of age or for subject’s for whom a legally authorized representative is signing.  Use of time on the consent form is optional unless otherwise directed by the IRB.  If you do not intend to record the time of consent, delete the column from the form.] 
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 Program (HSPP) at UConn Health is responsible for the protection of individuals who volunteer to participate in research studies.  The HSPP would like to hear from individuals about their experience.  The HSPP 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 HSPP 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 complete and return the form that was provided to you, or you may choose later to download and complete the questionnaire available on the web at  https://ovpr.uchc.edu/services/rics/hspp/volunteers/ , or complete the survey on-line at https://redcap.link/UConnHealth-Feedback-Research, or  send your own comments about your experience.  
Responses or comments may be returned by 
· fax to 860-679-1005,
· e-mail to cagganello@uchc.edu, or
· post to HSPP, UConn Health, 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

UCONN HEALTH - HUMAN SUBJECTS PROTECTION PROGRAM
RESEARCH PARTICIPANT FEEDBACK FORM

The Human Subjects Protection Program (HSPP) is responsible for ensuring that studies are conducted in compliance with internal policies, federal regulations and ethical standards.  The HSPP is interested in knowing about your general experience as a study volunteer for purposes of quality assurance.  This form is also available on the web at http://research.uchc.edu/rcs/hspp/volunteers/ or may be submitted electronically at https://redcap.link/UConnHealth-Feedback-Research.  The form can be completed at any point during participation in a study. Providing feedback is voluntary.  You may also use this form to offer suggestions, express concerns, complaints or compliments about your involvement in a research study; or to ask general questions or obtain information about participation in clinical research studies.  The phone numbers to reach a representative of the HSPP are 860-679-4849 or 860-679-8729.  You can return this form by faxing it to the HSPP at 860-679-1005 or by mailing it to HSPP, UConn Health, 263 Farmington Ave, Farmington CT 06030-1511. 

SECTION I -CONTACT INFORMATION

You may skip some or all of this section (Attach pages as needed) 

Name:

Address:

Phone
:
E-mail:  

May someone from this office contact you to discuss your experience?                
 FORMCHECKBOX 
 YES                 FORMCHECKBOX 
 NO 

Would you like to receive a periodic (e.g., semi-annual) newsletter from the HSPP? 
 FORMCHECKBOX 
 YES                 FORMCHECKBOX 
 NO

SECTION II - RESEARCH PARTICIPATION EXPERIENCE

You may skip any of the following items (Attach pages as needed) 

1)
What is the IRB Number and/or Study Title of the study in which you are/were involved (refer to informed consent form (ICF) for information)? 

2) 
Name of Principal Investigator (PI) and/or person(s) with whom you interacted:  

3) 
How long have you been participating in this study?  (Indicate, for example, whether you have only completed the consent process, whether you have come for one or more study visits, whether you have completed the study, etc.):

4)
Were you given enough time to consider whether or not to participate in the study?   FORMCHECKBOX 
  YES   FORMCHECKBOX 
 NO   If no, please explain.

5) 
Were you given the opportunity to have all of your questions satisfactorily answered?  FORMCHECKBOX 
 YES   FORMCHECKBOX 
NO   If no, please explain.   

6) 
Were you provided with a signed and dated copy of the Informed Consent Form?   FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO  If no, please explain. 

7)
Is your doctor also the researcher?   FORMCHECKBOX 
YES   FORMCHECKBOX 
 NO.  If yes, were you influenced or pressured to participate because of this relationship?   FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO     If yes, please explain. 

8)
Were there any other things that influenced your decision to participate, for example payment for participation, free medication etc.?  FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO   If yes, please explain. 

9)
Were you made aware that participation is voluntary and that you are free to withdraw at any time?   FORMCHECKBOX 
YES    FORMCHECKBOX 
 NO.   If no, please explain.  
10)
If you have completed one or more study visits, do you feel you were fully informed about the study?  Consider your understanding of the purpose, risks, and benefits of the study and whether what happened at the study visit is what you expected.   FORMCHECKBOX 
 YES    FORMCHECKBOX 
  NO  If no, please explain. 

11) 
If you have completed one or more study visits, were you treated respectfully at those visits?   FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO  If no, please explain. 

12)
 Please express any questions, suggestions, complaints, concerns, compliments or other comments regarding your experience as a research participant. 
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 study 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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