Parent Information about the Research Study

Clemson University

NOTE: Instructions, notes and template language are in red font. Remove instructions, notes and template language not applicable to your study before submitting informed consent document to the IRB office for review. Change red font to black and use plain language (avoid technical terms, acronyms, or jargon, unless explained).
[Title of the Research]
KEY INFORMATION ABOUT THE RESEARCH STUDY 
[All of the headings under the key information section are required. Provide requested information and do not delete any headings under this section.]
 [Insert PI name] is inviting your child [replace “your child” with “your family” if parents and other siblings are being invited to participate in study] to volunteer for a research study. [PI’s name] is a [enter title or position] at Clemson University conducting the study with [if applicable, insert other team members’ names and respective institution if your collaborators are not affiliated with Clemson]. 

[If any team member has significant FINANCIAL INTEREST AND/OR A CONFLICT OF INTEREST (COI) related to the research, identify the team member and describe the financial interest or COI. If language has been defined within a formal management plan, this should be included here.]
Study Purpose: The purpose of this research is… [briefly describe the purpose of the study].
Voluntary Consent: Participation is voluntary and your child [replace “your child” with “your family” if parents and other siblings are being invited to participate in study] have the option to not participate. You may tell us at any time that you do not want your child [replace “your child” with “your family” if parents and other siblings are being invited to participate in study] to be in the study. 
[Add the following information if data will be collected in schools:]
Your child’s grades will not be affected by any decision you make about this study.

[Add the following information if data WILL ONLY be collected from the child and not the family:]
We will also ask your child if he/she wants to take part in this study. Your child may refuse to take part or quit being in the study at any time.
[If there are alternatives to taking part in this study, note appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the participant.]  
Activities and Procedures: Your child’s [or replace “your child’s” with “your family’s”] part in the study will be to… [briefly describe research activities/procedures]

[Provide more details on equipment/devices/recordings being used in the study under the appropriate sections below.]
[Add following if collecting any information in a group session:] 

In the group discussion, we will ask your child [or replace with “your family”] not to share any information that may be personal or embarrassing if other participants in the group repeated what was said after the discussion ends. Your child [or replace with “your family”] may refuse to answer any questions or leave the discussion at any time if he/she [or replace with “your family”] becomes uncomfortable.

Participation Time: It will take your child [or replace “your child” with “your family”] about [enter expected duration for all research activities] to be in this study.

Risks and Discomforts: [Briefly describe any reasonably expected risks or discomforts to the participant and describe the measures you will take to minimize these risks and discomforts.]

[Enter risks of using equipment/devices under the equipment section below.]

Example: 

· We do not know of any risks or discomforts to your child [or replace with “your family”] in this research study. OR 
· There are certain risks or discomforts that your child [or replace with “your family”] might expect if he/she [or replace with “your family”] takes part in this research. They include…

Possible Benefits: [Describe any benefits to the participant and to others that may be reasonably expected from the research. Briefly describe contribution of study to your field, scientific community, or society. If no direct benefits to participants, state “Your child [or replace with “your family”] may not benefit directly for taking part in this study, however…” and describe contribution to your field or society.]

EXCLUSION/INCLUSION REQUIREMENTS

[Optional section; delete this section if not applicable to your study]
[Describe all exclusion/inclusion criteria listed on application.]

S.C. MANDATORY REPORTING LAW
The research team includes individuals who are mandatory reporters. Your family’s personal information may be disclosed if required by law. This means that there may be rare situations that require us to release personal information about your family, e.g., in case a judge requires such release in a lawsuit or if your child tell us of their intent to harm themselves or others (including reporting behaviors consistent with child abuse or neglect). In accordance with S.C. Code §63-7-310, we are required to report child abuse or neglect. 
INCENTIVES
[Optional section; delete if not applicable to your study]
[Describe any incentives being offered to encourage participation (e.g., money, gifts, course credit) and if partial payment or partial credit will be offered. Include conditions for incentives (e.g., if they must complete all activities).] 
[If you are offering course/extra credit for research participation, you must indicate here that the same course/extra credit is available for a non-research activity that involves the same effort and time investment. You may either describe this alternative here or refer the student to someone for further information.] 
AUDIO/VIDEO RECORDING AND PHOTOGRAPHS

[Optional section; delete if not applicable to your study]
[Describe what sessions will be recorded or photographed; data management of recordings/photographs including how long you will retain recordings/photographs; if recordings/photographs will be used in presentations/publications/training materials, shared with others, or posted on websites (a signed media release is required and must be mentioned on the consent document).]
EQUIPMENT AND DEVICES THAT WILL BE USED IN RESEARCH STUDY

[Optional section; delete if not applicable to your study]
Do not include this section if you are ONLY using audio/video equipment.
[Describe all equipment and devices that will be used during data collection (i.e., eye tracker, simulator, activity tracker, X-rays).] 

[Describe risks to using equipment/devices.]

[Add the following information if you are using an EYE TRACKER or conducting a VIRTUAL REALITY study:]
Although highly unlikely, if your child [or replace “your child” with “your family”] happens to feel uncomfortable in any way (dizzy, lightheaded, or nauseous) while using the [insert equipment/device (i.e., eye tracker, virtual reality equipment)], notify the research team immediately. If your child [or replace “your child” with “your family”] continues to experience any discomforts after the study, please contact your preferred healthcare provider and notify the research team.
[Add the following information if you are using a DRIVING SIMULATOR:]
Simulated driving has the potential to produce nausea and vomiting.  Frequent breaks will be provided to minimize the risk of nausea. Other labs that have used driving simulators have suspected that nausea may be more likely in participants who have a history of motion sickness or are pregnant.

If you believe that your child [or replace “your child” with “your family”] is susceptible to simulator-related nausea, pregnant [or member of the family is pregnant], have a history of epilepsy, your child [or replace “your child” with “your family”] may not want to participate in this research study. Older participants experience simulator related side effects more frequently than university students do. In order to help identify any simulator related side effects, your child [or replace “your child” with “your family”] will answer questions after every session. 

Notify the research team immediately if your child [or replace “your child” with “your family”] experiences any discomforts during the study. If your child [or replace “your child” with “your family”] continues to experience any discomforts after the study, contact your preferred healthcare provider and notify the research team.
HEALTH RECORDS

[Optional section; delete if not applicable to your study]
We are requesting permission to collect certain information from your child’s [or replace “your child” with “your family”] health record. This will include [describe what information will be recorded from health record]. Your child’s [or replace “your child” with “your family”] information will only be shared with the research team.
DRUGS, BIOSPECIMEN COLLECTION AND/OR BIOMEDICAL COMPONENTS
[Optional section; delete if not applicable to your study]
[Describe biospecimens that will be collected (i.e., saliva, urine, blood). If blood will be drawn, indicate how often and the amount using the most appropriate unit of measurement; use a lay example for reference (e.g., teaspoons or tablespoons).]

[Identify all FDA approved drugs that will be used in the study.]

[Describe side effects from FDA approved drugs, blood draw, etc.]

[Explain whether clinically relevant research results, including individual research results, will be disclosed to parents or family members participating in the study, and if so, under what conditions.]
[Indicate if test results will be included in medical record and used for treatment of standard health care.]
[Consult with the Institutional Biosafety Committee (IBC) office, https://www.clemson.edu/research/compliance/ibc/, to determine if additional approvals are required.]
INCIDENTAL FINDINGS
[Optional section; delete if not applicable to your study]
[Include this section if research involves any health-related test that may yield incidental findings, i.e., MRI, stress test]
The researchers are not health care providers and will not use any of the results from the study to diagnose any illness or recommend treatment. Some tests can detect medical conditions, such as high blood pressure, but the test(s) being conducted for this research study is carried out purely for experimental purposes and we are not looking for specific medical conditions. 
[Add the following if applicable:]
It is possible that the researcher(s) may notice something in the test(s) that appear unusual and/or abnormal. If this occurs, the researcher(s) will inform you of the finding and provide a copy of the test(s), which you may take to a medical expert for further review and diagnosis. Being told about such a finding may cause anxiety as well as suggest the need for additional tests and financial costs. Any costs associated with clinical follow-up(s) are you and/or your insurance carrier responsibility. If you do not wish to be informed of this type of finding, your child [or replace “your child” with “your family”] should not participate in the study.
WHOLE GENOME SEQUENCING 
[Optional section; delete if not applicable to your study]
The research will (if known) or might include whole genome sequencing (i.e., sequencing of a human germline or somatic specimen with the intent to generate the genome or exome sequence of that specimen).
RESEARCH RELATED INJURY

[Optional section; delete if not applicable to your study]
[Include this section if research involves any physical activities, use of a vehicle, or any other activities that could result in a physical injury]
If your child [or replace “your child” with “your family”] is injured while participating in this research study, a member of the research team will provide first aid using available resources, and if necessary, arrange for transportation to the nearest emergency medical facility. Clemson University has not set aside funds to compensate you for any injury, complication or related medical care that may arise from participation in this study. Any study-related injury should be immediately reported to the research team.

CERTIFICATE OF CONFIDENTIALITY
[Optional section; delete if not applicable to your study]
[For studies that have been issued a Certificate of Confidentiality (CoC), NIH or U.S. Department of Health and Human Services have specific criteria for disclosure to participants. Follow the guidelines for the CoC issued and include all required information in this section.]

This research is covered by a Certificate of Confidentiality from the National Institutes of Health. The researchers with this Certificate may not disclose or use information, documents, or biospecimens that may identify your child [or replace “your child” with “your family”] in any federal, state, or local civil, criminal, administrative, legislative, or other action, suit, or proceeding, or be used as evidence, for example, if there is a court subpoena, unless you have consented for this use. Information, documents, or biospecimens protected by this Certificate cannot be disclosed to anyone else who is not connected with the research except, if there is a federal, state, or local law that requires disclosure (such as to report child abuse or communicable diseases but not for federal, state, or local civil, criminal, administrative, legislative, or other proceedings, see below); if you have consented to the disclosure, including for medical treatment; or if it is used for other scientific research, as allowed by federal regulations protecting research subjects.
[Additionally, include the following language as applicable:]
The Certificate cannot be used to refuse a request for information from personnel of the United States federal or state government agency sponsoring the project that is needed for auditing or program evaluation by [insert agency name] which is funding this project or for information that must be disclosed in order to meet the requirements of the federal Food and Drug Administration (FDA). You should understand that a Certificate of Confidentiality does not prevent you from voluntarily releasing information about your child [or replace “your child” with “your family”] or your child’s [or replace “your child” with “your family”] involvement in this research. If you want the research information released to an insurer, medical care provider, or any other person not connected with the research, you must provide consent to allow the researchers to release it.
[Language such as the following should be included if researcher intends to disclose information covered by a Certificate, such as potential child abuse, or intent to hurt self or others in response to specific federal, state, or local laws:]
The Certificate of Confidentiality will not be used to prevent disclosure as required by federal, state, or local law. The research team includes individuals who are mandatory reporters and required to release personal information if we are aware of any harm to participants (including reporting behaviors consistent with child abuse or neglect). In accordance with S.C Code § 63-7-310, we are required to report child abuse or neglect. 
[Language such as the following should be included if researcher intends to disclose information covered by a Certificate, with the consent of research participants:]
The Certificate of Confidentiality will not be used to prevent disclosure for any purpose you have consented to in this informed consent document [restate what will be disclosed, such as including research data in the medical record].
PROTECTION OF PRIVACY AND CONFIDENTIALITY

[Required section; provide requested information.]
The results of this study may be published in scientific journals, professional publications, or educational presentations.
[Describe the extent to which confidentiality of records identifying the participant will be maintained; include data management plan for identifiable information/biospecimens (see options below); include any local, state, federal or international privacy laws that may limit confidentiality.]
[Information in this section MAY NOT contradict CoC section.]

NOTES: Difference between privacy, confidentiality, and anonymity:

· Privacy is related to methods of gathering information from research subjects; location of data collection (public vs. private setting). Do not promise privacy if other participants will be present during data collection.

· Confidentiality refers to the obligations of researchers and institutions to appropriately protect the information disclosed to them; how the data will be secured and protection of identity. 

· Anonymity is when you are not collecting any identifiable data or will not know the identity of the participant. Anonymity is not possible if you are conducting interviews/focus group sessions, collecting IP address or any other data that could potentially identify the participant. Anonymity is difficult to maintain, and the IRB office does not recommend promising anonymity on the informed consent document. 

Add ONE of the following if you ARE NOT recording identifiable data or collecting identifiable biospecimens and remove bullets after selection:
· The information collected during the study could be used for future research studies or distributed to another investigator for future research studies without additional informed consent from the participants or legally authorized representative. No identifiable information will be collected during the study.
· The information collected during the study will not be used or distributed for future research studies. No identifiable information will be collected during the study.
Add ONE of the following if you ARE recording identifiable data or collecting identifiable biospecimens and remove bullets after selection:
· Identifiable information/biospecimens collected during the study will be removed and the de-identified information/biospecimens could be used for future research studies or distributed to another investigator for future research studies without additional informed consent from the participants or legally authorized representative. 

· Identifiable information/biospecimens collected during the study will be removed and the de-identified information will not be used or distributed for future research studies. 
· Identifiable information/biospecimens collected during the study will be retained for [indicate how long you will retain identifiable information] but will not be used or distributed for future research studies.

We might be required to share the information we collect from your child [or replace “your child” with “your family”] with the Clemson University Office of Research Compliance and the federal Office for Human Research Protections. If this happens, the information would only be used to find out if we ran this study properly and protected your family’s rights in the study. 
[If your study is funded, add the name of your funder into the list of organizations that might access the study data/biospecimens.]
COMMERCIAL PROFIT
[Optional section; delete if not applicable to your study]
[Include a statement if study data (even if identifiers are removed) may be used for commercial profit and whether the participant will or will not share in this commercial profit. You may need to consult with the Clemson University Research Foundation, http://curf.clemson.edu.]
CLINICAL TRIAL REGISTRY DATABANK
[Optional section; delete if not applicable to your study]
[Include this section if you are required to register your study on ClinicalTrials.gov]
A description of this clinical trial will be available on www.ClinicalTrials.gov, as required by U.S. Law. This web site will not include information that can identify your family. At most, the web site will include a summary of the results. You can search this web site at any time.

HEALTH RESOURCES

[Optional section; INCLUDE if research involves questions or activities that may trigger a negative reaction (i.e., questions about sexual assault, substance abuse, eating disorders, mental health); delete if not applicable to your study]

If your family needs to connect with someone, consider the following confidential resources [remove resources not applicable to your study or add additional resources if necessary]:
· Mental Health America of Greenville County’s CRISIS line:  864) 271-8888.  Free, 24/7 crisis phone line.

· Crisis Chat:  http://www.crisischat.org/, free chat line available 2PM to 2AM, 7 days/week.

· Crisis Text Line:  Text “START” to 741-741, service is free through most major phone service carriers and available 24/7.

· National Sexual Assault Online Hotline: http://apps.rainn.org/ohl-bridge/, free, 24/7 online chat service.

· Contact a mental health professional of your choice, at your own expense.

CONTACT INFORMATION

[Required section]
If you have any questions or concerns about your child’s [or replace with “your family’s”] rights in this research study, please contact the Clemson University Office of Research Compliance (ORC) at 864-656-0636 or irb@clemson.edu. The Clemson IRB will not be able to answer some study-specific questions. However, you may contact the Clemson IRB if the research staff cannot be reached or if you wish to speak with someone other than the research staff.
If you have any study related questions or if any problems arise, please contact [enter contact information for research staff].

CONSENT

[Required section]
By allowing your child [or replace with “your family”] to participate in the study, you indicate that you have read the information written above, been allowed to ask any questions, and you are voluntarily choosing for your child [or replace with “your family”] to take part in this research. You do not give up any legal rights by having your child [or replace with “your family”] take part in this research study.

[REMOVE statement above, “You do not give up any legal rights by having your child take part in this research study” IF participants WILL sign a MEDIA RELEASE FORM or study results WILL be used for COMMERCIAL PROFIT.]
Print child’s name: _____________________________________________

Print parent/guardian’s name: ____________________________________________

Parent/guardian’s signature: ____________________________________ Date: __________
FAMILY EDUCATIONAL RIGHTS AND PRIVACY ACT (FERPA)

[Optional section; INCLUDE if ANY DATA is covered under FERPA; delete if not applicable to your study]
· Written consent is required if you are using student educational records covered under FERPA (Family Educational Rights and Privacy Act) in your study: https://www.clemson.edu/administration/ogc/documents/FERPA.pdf, https://www.clemson.edu/administration/ogc/selected-policies/ferpa.html]
· Written consent may be electronic or by signing a paper copy of the informed consent document. 

· Documentation of a FERPA Exception is required by the school if students’ educational records will be used for research without the parent/guardian’s written consent. 
· The FERPA requirements are separate from the IRB federal regulations.

· Use institutional or departmental retention schedule to retain signed FERPA authorization.

[ONLY include ONE of the signature sections below if you are using ANY DATA covered under FERPA in your study.]
[If using PAPER COPY:]
The Family Educational Rights and Privacy Act (FERPA) requires written consent if student’s educational records (i.e., class assignments, transcripts) will be used for research purposes. 
Please choose one of the options below before signing the form. 

_____ I consent to the use of my child’s educational records for research purposes.

_____ I DO NOT consent to the use of my child’s educational records for research purposes.
Print student’s name: __________________________________________

Print parent/guardian’s name: _____________________________________________
Parent/guardian’s signature: ____________________________________ Date: __________

[DIGITAL SIGNATURE: If you are using data covered under FERPA and requesting digital signature (online):]
The Family Educational Rights and Privacy Act (FERPA) requires written consent if student’s educational records (i.e., class assignments, transcripts) will be used for research purposes. 
Please choose one of the options below and enter your name and date. This will serve as your electronic signature.

_____ I consent to the use of my child’s educational records for research purposes.

_____ I DO NOT consent to the use of my child’s educational records for research purposes.
Print student’s name: __________________________________________

Parent/guardian’s name: ____________________________________ 

Today’s date: __________________________________


