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Emory University	Comment by Author: If Grady or CHOA or VA are sites, please add appropriate language throughout the script for those sites (see Grady/CHOA/VA full consent templates for reference). If this will be used for a parental permission, you may revise this form to refer to the child. You may also need an Assent script to read to the child with the parent on the line (if telephone consent).
Oral Consent Script
For a Research Study


Title:	Comment by Author: Use the full title of the study. You may add additional language to distinguish between consent forms for different cohorts or substudies as well.
			
IRB #:	Comment by Author: Given when study is created
Principal Investigator:	Comment by Author: Instructions for completing this section:
(a) If this is a FDA-regulated Clinical Investigation, enter the name of the individual who is actually conducting the Clinical Investigation (i.e., under whose immediate direction the study item is administered or dispensed.)
(b) If this is type of research study other than a FDA-regulated Clinical Investigation, enter the name of the individual who is primarily responsible for the design and conduct of the study (e.g., the principal investigator).

Include degrees and department affiliation.
Faculty Advisor:	Comment by Author: Faculty advisor should be added when overseeing student research projects

Sponsor:	Comment by Author: Complete this section if:
This is a FDA-regulated Clinical Investigation of a drug, device or biologic; 
and 
(b) There is a person/entity, other than the Investigator, who is taking responsibility for and initiating the Clinical Investigation and who will be responsible for carrying out requirements imposed upon sponsors by the FDA.  

Instructions for completing this section:
Enter the name of the person/entity who is taking responsibility for and initiating the Clinical Investigation and is carrying out FDA-regulatory requirements for "sponsors."


Investigator-Sponsor:	Comment by Author: Complete this section if:
This is a FDA-regulated Clinical Investigation of a drug, device or biologic; 
and 
(b) The Investigator for the Clinical Investigation is the individual who both initiates and conducts the Clinical Investigation and under whose immediate direction the investigational item is administered or dispensed.

Instructions for completing this section:
Enter the name of the individual who is initiating and conducting the Clinical Investigation.  This individual is responsible for carrying out all FDA-regulatory requirements for both "sponsors" and "Investigators."

Study-Supporter:	Comment by Author: Complete this section if:
This is an FDA-regulated Clinical Investigation that has a sponsor-Investigator, but the Clinical Investigation is also receiving financial or material (e.g., provision of drug, device, etc.) from an third party; 
or 
(b) This is any other type of research study that is receiving financial or material support from a third party.

Instructions for completing this section:
(a) Insert the name of any third party(ies) who are providing financial or material support for the Clinical Investigation or research study.

If you are the legal guardian of a child who is being asked to participate, the term “you” refers to the child.	Comment by Author: Use only if adult and minor subjects will use the same form. If only minors, we suggest removing this line and replacing references to “you” with “your child” throughout. If parent and minor child will both be subjects, then remove this line and the form must distinguish between what the parent is consenting to for themselves and what they are giving permission for, for their child.
		Comment by Author: Delete if not funded.

Introduction and Study Overview	Comment by Author: Remember to include info about banking of samples, if applicable. Also add sections for optional substudies, if applicable, with checkboxes to note the subject’s choices.

Thank you for your interest in our [type of research] research study. We would like to tell you what you need to think about before you choose whether or not to join the study.  It is your choice.  If you choose to join, you can change your mind later on and leave the study. 	Comment by Author: What type of study is it? For example, “…interest in our depression study…”

The purpose of this study is [fill in]. The study is funded by [fill in]. This study will take about [amount of time] to complete. 	Comment by Rotterman, Briana Devaser: Be thorough but lay-friendly, defining scientific/medical terms. If any drugs/devices are investigational, must state that and that they are not FDA-approved [for this indication]. Include why the person is being invited to the study, what condition they have (if applicable).	Comment by Author: Remove if unfunded; choose sponsored

If you join, you will be asked to [describe all procedures involved in the study]	Comment by Author: Per FDA Guidance: Include expected duration of subject’s participation; identify which procedures are experimental.
SUBSTUDIES: You can insert sections about optional substudies within the body of this consent (with initial lines for subject to make choices), or as addendums with separate signature lines.
RANDOMIZATION: explain in lay terms ("like flipping a coin" or "like drawing straws")


[List possible risks and/or discomforts, indicating their likelihood of occurrence if available] 	Comment by Rotterman, Briana Devaser: The IRB would like this information presented in percentages (e.g. 10% may present nausea).  If this information is not available, please let your study analyst know, and present it in terms of probability.

[
You may not benefit from joining the study.  Your condition may improve while you are in this study or it may get worse.  This study is designed to learn more about… The study results may be used to help others in the future.	Comment by Author: If there will be direct benefit to the subject, delete the text in this section, 
yany time during the studycare, now or in the future.ct in this study?he subject would be most likely to get outside of the stuand describe the benefit.	Comment by Author: Only include if the subjects have a medical condition.	Comment by Author: Fill in, as appropriate.
]

Study records can be opened by court order.  They also may be provided in response to a subpoena or a request for the production of documents. 	Comment by Author: Delete if study has a certificate of confidentiality.
[bookmark: _Toc298094819]Certificate of Confidentiality	Comment by Author: REQUIRED as of 10/1/2017 if your project is: NIH funded, is human subjects research, and is obtaining conset. For more information see https://grants.nih.gov/grants/guide/notice-files/NOT-OD-17-109.html. 
If your study is not funded by the NIH, but you are applying to obtain a CoC for the study, this language is REQUIRED and no one should be enrolled until the CoC is approved by the NIH, unless the IRB specifically allows it (in which case a consent form without this language must be used until the CoC is in place). 
DELETE IF NEITHER OF THE ABOVE APPLIES.
See http://irb.emory.edu/forms/coc.html for more information on what CoC’s are and how to obtain one.
There is a Certificate of Confidentiality from the National Institutes of Health for this Study.  The Certificate of Confidentiality helps us to keep others from learning that you participated in this study.  Emory will rely on the Certificate of Confidentiality to refuse to give out study information that identifies you.  For example, if Emory received a subpoena for study records, it would not give out information that identifies you.

The Certificate of Confidentiality does not stop you or someone else, like a member of your family, from giving out information about your participation in this study.  For example, if you let your insurance company know that you are in this study, and you agree to give the insurance company research information, then the investigator cannot use the Certificate to withhold this information. This means you and your family also need to protect your own privacy.

The Certificate does not stop Emory from making the following disclosures about you:

· Giving state public health officials information about certain infectious diseases,
· Giving law officials information about abuse of a child, elderly person or disabled person.
· Giving out information to prevent harm to you or others.

Giving the study sponsor or funders information about the study, including information for an audit or evaluation.


Storing and Sharing your Information	Comment by Author: For investigator-initiated research only (others use whatever is in the Sponsor’s master consent). 

IMPORTANT: See Modular Language for Consent Forms document for language related to NIH and other data sharing requirements, including NIH’s genomic data sharing policy, i.e. placing data in public repositories. 

Can also be moved to optional studies section after main signature line, if optional.

Remove highlighting.
We will store all the data [and specimens] that you provide using a code.  We need this code so that we can keep track of your data over time. This code will not include information that can identify you (identifiers). Specifically, it will not include your name, initials, date of birth, or medical record number. We will keep a file that links this code to your identifiers in a secure location separate from the data.

We will not allow your name and any other fact that might point to you to appear when we present or publish the results of this study.

Your data [and specimens] may be useful for other research being done by investigators at Emory or elsewhere. We may share the data [or specimens], linked by the study code, with other researchers at Emory, or with researchers at other institutions that maintain at least the same level of data security that we maintain at Emory. We will not share the link between the study code and your identity. 

OR

Your data [and specimens] from this study will not be shared with anyone outside this study, even if we take out all the information that can identify you.	Comment by Author: Reserve only for very rare cases – do not include if you think there is any possibility that the data/specimens may be valuable for future research (or even for variations on the current project)

We may also place data in public databases accessible to researchers who agree to maintain data confidentiality, if we remove the study code and make sure the data are anonymized to a level that we believe that it is highly unlikely that anyone could identify you. Despite these measures, we cannot guarantee anonymity of your personal data.

We will use your [specimens and] data only for research. We will not sell them. However, the results of this research might someday lead to the development of products (such as a commercial cell line, a medical or genetic test, a drug, or other commercial product) that could be sold by a company. You will not receive money from the sale of any such product.	Comment by Author: Delete if it does not apply, and revise list of examples as needed
Returning Results to Participants/Incidental Findings	Comment by Author: Include language from Modular Language for Consent Forms to describe whether any research results will be returned to participants, and/or how any incidental findings will be handled, if applicable. Otherwise delete this header.
[INSERT OTHER SECTIONS FROM MODULAR CONSENT FORM HERE]	Comment by Author: Remove this placeholder after inserting relevant sections, if any.

Confidentiality  
Certain offices and people other than the researchers may look at study records. Government agencies and Emory employees overseeing proper study conduct may look at your study records.  These offices include [the Office for Human Research Protections, the funder(s), the Emory Institutional Review Board, the Emory Office of Compliance]. Study funders may also look at your study records.    Emory will keep any research records we create private to the extent we are required to do so by law.  A study number rather than your name will be used on study records wherever possible. Your name and other facts that might point to you will not appear when we present this study or publish its results.

People Who will Use/Disclose Your Information:	Comment by Author: Replace “Sponsor” with “supporter” if applicable, throughout this section; remove references to Sponsor if there is no external funder or study supporter.
The following people and groups will use and disclose your information in connection with the research study:
1. The Principal Investigator and the research staff will use and disclose your information to conduct the study and give you study related treatment.	Comment by Author: Remove if N/A
1. Emory may use and disclose your information to get payment for study related activities and to run normal business operations. 	Comment by Author: Remove if N/A
1. The Principal Investigator and research staff will share your information with other people and groups to help conduct the study or to provide oversight for the study.
1.  __________ is the Sponsor of the study.  The Sponsor may use and disclose your information to make sure the research is done correctly and to collect and analyze the results of the research.  The Sponsor may disclose your information to other people and groups like study monitors to help conduct the study or to provide oversight for the study.  	Comment by Author: Insert Sponsor’s name, or delete bullet if N/A
1. The research team and the Sponsor may use and disclose your information, including disclosure to insurance carriers to administer payment for subject injury. 	Comment by Author: Include this language if sponsor has agreed to pay for all or any portion of subject injury. Remove reference to Sponsor if N/A
1. [ADD ANY OTHERS]. 	Comment by Author: Add any other persons or entities who will have access to the information and the purpose of their access. 
1. The following people and groups will use your information to make sure the research is done correctly and safely:
6. Emory offices that are part of the Human Research Participant Protection Program and those that are involved in study administration and billing.  These include the Emory IRB, the Emory Research and Healthcare Compliance Offices, and the Emory Office for Clinical Research. 	Comment by Author: Add names of other institutions and their offices if collaborating sites will use our consent form.
6. Other researchers and centers that are a part of this study. 	Comment by Author: Include this if multi-site/collaborative research.
6. Government agencies that regulate the research including:  Office for Human Research Protections; Food and Drug Administration; Veterans Administration.	Comment by Author: Delete those that are not applicable; add others if needed.
6. Public health agencies.
6. Research monitors and reviewer.
6. Accreditation agencies.
6. ADD ANY OTHERS.	Comment by Author: Add any other persons or entities who will have access to the information for safety or oversight purposes, including other IRBs which may have access to information
1. Sometimes a Principal Investigator or other researcher moves to a different institution. If this happens, your information may be shared with that new institution and their oversight offices. Information will be shared securely and under a legal agreement to ensure it continues to be used under the terms of this consent.

Contact Information	Comment by Author: A 24-hour contact should be provided when appropriate (e.g., high risk studies). 

If you have questions about the study procedures, appointments, research-related injuries or bad reactions, or other questions or concerns about the research or your part in it, contact [study contact person(s)] at [telephone number(s)]:

This study has been reviewed by an ethics committee to ensure the protection of research participants. If you have questions about your rights as a research participant, or if you have complaints about the research or an issue you would rather discuss with someone outside the research team, contact the Emory Institutional Review Board at 404-712-0720 or 877-503-9797 or irb@emory.edu. 

To tell the IRB about your experience as a research participant, fill out the Research Participant Survey at https://tinyurl.com/ycewgkke.

Consent

Do you have any questions about anything I just said? Were there any parts that seemed unclear?

Do you agree to take part in the study?

Participant agrees to participate:   	Yes		No 

If Yes:

	________________________	Comment by Author: Remove if protocol requires anonymity of subjects.
Name of Participant


	________________________	Comment by Author: If applicable.  Remove these portions if legally authorized representatives will not provide consent and authorization.
Name of Legally-Authorized Representative (if non-treatment study, must be parent/legal guardian of minor, or have Power of Attorney for Research)


	________________________
Relationship of Legally-Authorized Representative to Participant


			
Signature of Person Conducting Informed Consent Discussion	Date              Time


		
Name of Person Conducting Informed Consent Discussion
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