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Checklist for Study Teams
 
Instructions
The purpose of this checklist is to make sure that all required elements of consent from the revised common rule are included in your informed consent form.
· Copy and paste the checklist below to a different Word document. 
· Submit the checklist separately with your consent forms.
· Delete this checklist from this consent form template, which begins below with the “concise presentation.”
· We will not stamp the checklist.
· One checklist can apply to all consent forms for the study. 
· Remember to add a version date to the footer of each informed consent form. 

	BASIC ELEMENTS OF INFORMED CONSENT                                                                                                                    YES     N/A

	1
	Statement that the study involves research 
Explanation of the purpose of the research 
Expected duration of participation 
Description of the procedures 
Identification of research procedures v. non-research
	[bookmark: Check1]|_|
	|_|

	2
	Description of any reasonably foreseeable risks or discomforts
	|_|
	|_|

	3
	Description of any benefits to the subject or to others that may be reasonably expected from the research
	|_|
	|_|

	4
	Disclosure of appropriate alternative procedures or courses of treatment, if any, that may be advantageous to the subject
	|_|
	|_|

	5
	Statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained and what records may be examined by the research staff, IRBs, sponsor, their representatives, and possibly the FDA or OHRP.
	|_|
	|_|

	6 
	For research involving more than minimal risk, a statement that emergency medical care will be arranged for a study-related illness or injury, and an explanation of whether funds are set aside to pay for this care and/or compensation, and if so by whom (e.g., sponsor, subject, insurer).  Language must not be exculpatory (i.e. “In case of injury” language)
	|_|
	|_|

	7
	An explanation of whom to contact for answers to pertinent questions about the research
and research subjects’ rights, and whom to contact in the event of a research-related injury to
the subject
	|_|
	|_|

	8 
	A statement that participation is voluntary, refusal to participate will involve no penalty or
loss of benefits to which the subject is otherwise entitled, and the subject may discontinue
participation at any time without penalty or loss of benefits to which the subject is otherwise
entitled
	|_|
	|_|

	9 
	One of the following statements about any research that involves the collection of identifiable private information or identifiable biospecimens:

	9(i)
	A statement that identifiers might be removed from the identifiable private information
or identifiable biospecimens and that, after such removal, the information or biospecimens
could be used for future research studies or distributed to another investigator for future research studies without additional informed consent from the subject or the legally
authorized representative, if this might be a possibility; or
	|_|
	|_|

	9(ii)
	A statement that the subject’s information or biospecimens collected as part of the
research, even if identifiers are removed, will not be used or distributed for future research
studies.
	|_|
	|_|



	ADDITIONAL ELEMENTS: ONE OR MORE MAY BE APPROPRIATE                                                                              YES   N/A

	1
	A statement that the particular treatment or procedure may involve risks to the subject (or to the embryo or fetus, if the subject is or may become pregnant) that are currently unforeseeable.
	[bookmark: Check2]|_|
	|_|

	2 
	Anticipated circumstances under which the subject's participation may be terminated by the investigator without regard to the subject's or the legally authorized representative’s consent.
	|_|
	|_|

	3 
	Any additional costs to the subject that may result from participation in the research.
	|_|
	|_|

	4
	The consequences of the subject's decision to withdraw from the research and procedures for orderly termination of participation by the subject.
	|_|
	|_|

	5
	A statement that significant new findings developed during the course of the research that may affect the subject's willingness to continue to participate will be provided to the subject.
	|_|
	|_|

	6
	The approximate number of subjects involved in the study.
	|_|
	|_|

	7
	(Required for research involving biospecimens) A statement that the subject’s biospecimens (even if identifiers are removed) may be used for commercial profit and whether the subject will or will not share in this commercial profit
	|_|
	|_|

	8
	(Required for research generating any test results) A statement regarding whether clinically relevant research results, including individual research results, will be disclosed to subjects, and if so, under what conditions; and
	|_|
	|_|

	9
	(Required for research involving biospecimens) For research involving biospecimens, whether 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).
	|_|
	|_|


 
You Are Being Asked to Be in a Research Study	Comment by Author: This “Concise Summary” is required by the 2018 Common Rule for all federally-funded studies. Please use for all new submissions (regardless of funding), and for any ongoing federally-funded studies that are transitioning to the 2018 Common Rule. REMOVE ALL COMMENTS before submitting.
Concise presentation of key concepts

You are being asked to be in a research study. A research study is designed to answer a scientific question. If you agree to be in the study you will be one of INSERT NUMBER people who are being studied, at Emory and elsewhere. 	Comment by Author: If the consent is for a registry/repository without a specific research question, please replace "study" with the appropriate word (registry, respository, etc) and revise the next sentence to say that the purpose is to provide a resource for researchers who want to answer scientific questions.	Comment by Author: Insert number of subjects enrolled in all sites, including Emory	Comment by Author: If applicable

Why is this study being done? 
This study is being done to answer the question: INSERT QUESTION HERE. You are being asked to be in this research study because INSERT REASON HERE. 	Comment by Author: Insert what is the main goal the study is trying to accomplish.  Remember to use lay terms when explaining this. If the study is a repository or registry without a hypothesis (e.g.), replace this whole sentence with the purpose of the project.	Comment by Author: Why is the subject being asked?  Why is this subject’s participation important? 

Do you have to be in the study? 
It is your choice to join this research study. You do not have to be in it. Your choice will not affect your access to medical care for your condition. Before you choose, take time to learn about the study.	Comment by Author: Delete if this does not apply

What do you have to do if you choose to join this study?
If you qualify and choose to join the study, you will participate for XXX (XXX study visits).  The researchers will ask you to do the following: INSERT PROCEDURES.  Some/ALL/None of these procedures will be paid for by the study.   	Comment by Author: Add number of days, months or years as applicable	Comment by Author: Add number of study visits	Comment by Author: For example, a blood test in each visit, MRIs, spine tabs, etc. 	Comment by Author: Select the one that applies

How is this study going to help you? 
If you are in the study, you will be helping the researchers answer the study question. This study is not intended to benefit you directly. INSERT OTHER BENEFITS IF APPLICABLE.	Comment by Author: Delete this sentence and replace with a brief description of potential DIRECT benefits. Do not include compensation as a benefit.
 
What are the risks or discomforts you should know about before deciding?  
The study will take time. The drug/device/procedure that is being tested may not work any better than regular care and may even cause harm. All studies have some risks. Some risks are relatively small, like being bored or losing time. Some are more serious. Risks for this study include:	Comment by Author: Delete if the study does not involve a drug, device or medical or psychological interventions.
· [risks of the DRUG/DEVICE/PROCEDURE, SOME OF WHICH INCLUDE]	Comment by Author: Add side effects of drug/device/medical or psychological procedures or delete if it does not apply
· loss of privacy
· breach of confidentiality
You can find a full list of expected risks, their frequency and severity in the section titled “What are the possible risks and discomforts?” 

Alternatives to Joining This Study
[Describe alternative treatments here, specific to the enrolling institution, or say “Since this is not a treatment study, the alternative is not to participate”].

Costs
There will be no costs to you for participating in this study, other than basic expenses like transportation. You will not be charged for any of the research activities. 	Comment by Author: Choose only one of these paragraphs. 

The study sponsor will pay for certain items and services that you may receive if you take part in this study. You will have to pay for the items or services for which the study sponsor does not pay. The sponsor will not pay for your regular medical care.

The study sponsor does not plan to pay for any items or services that you may receive if you take part in this study.  You will have to pay for the items or services that are part of this study. The sponsor will not pay for your regular medical care.

There is more information in the “Costs” section further below. 

What Should You Do Next?
Read this form, or have it read to you.  Make sure the study doctor or study staff explains the study to you. Ask questions such as how much time you will have to spend on the study, any words you do not understand and more details about study procedures. Make sure you understand which parts of the study are research and which are standard care that you would have even if you did not join the study.  Take time to think about this and talk about it with your family and friends.	Comment by Author: Delete if not applicable 






Emory University and Grady Health System 	Comment by Author: Basic Instructions for this form:
 Do not alter the stamping header in any way. The study number and approval (and expiration dates, if applicable) will be added automatically during stamping.
The Consent Form should be written using 8th Grade language (as measured by Flesch-Kincaid).
 The “IRB Form #” must be somewhere in the footer. Other than that, the footer may be altered as needed. Instructions for individual sections are contained in comments. 
 All comments should be deleted from the clean copy submitted to the IRB for review.
Consent to be a Research Subject / HIPAA Authorization 	Comment by Author: Remove "HIPAA Authorization" if HIPAA does not apply to your study, based on your HIPAA Applicability Worksheet and this guidance.


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.

Introduction
You are being asked to be in a medical research study. This form tells you what you need to think about before you choose if you want to join the study.  It is your choice.  If you choose to join, you can change your mind later and leave the study. Your choice will not cause you to lose any medical benefits.  If you choose not to join this study, your doctor will still treat you.

Before you decide:
· Read this form or have it read to you
· Listen to the study doctor or study staff explain the study to you 
· Ask questions about anything that is not clear

You will get a copy of this form. Take your time to think about joining the study. You may wish to discuss it with family or friends. Do not sign this form if you still have questions or something does not make sense to you.  By signing this form, you will not give up any legal rights.

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.	Comment by Author: CHOOSE ONE OF THESE TWO PARAGRAPHS ONLY (or delete):

Use only first paragraph if this is an “applicable clinical trial” per FDAAA 801. https://clinicaltrials.gov/ct2/manage-recs/fdaaa#WhichTrialsMustBeRegistered

Use only second paragraph if clinical trial per NIH definition and will be registered on CT.gov, but is not an "applicable clinical trial" per FDAAA.

Delete both paragraphs, if not applicable.

This trial will be registered and may report results on www.ClinicalTrials.gov, a publicly available registry of clinical trials.

[bookmark: _Hlk48827276]What is the purpose of this study?	Comment by Author: 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). 
The purpose of this study is to…

What will you be asked to do?	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")	Comment by Author: 

[bookmark: _Hlk65067632]How will your study drug be provided? 	Comment by Author: Need to include this ONLY if the study involves any investigational drug(s) dispensed by an IDS (Emory, Grady, CHOA). Do not include if you have received a waiver from using the IDS.
The study drug that you will take will be dispensed by the pharmacy and delivered to the principal investigator or study team member.  The principal investigator or health care providers on his/her research team will provide the study drug to you.  If you have questions about the study drug, you should ask the principal investigator or study nurse.  You may also call the pharmacy if you have questions about the study drug. The number for the pharmacy is included on your study drug package, if given one.

Note: The research team for this study includes non-licensed team members who may obtain your consent, or help guide you through the study. There are some kinds of questions only licensed clinicians can answer. For example, detailed questions about drug interactions. If you have questions like these, the non-licensed coordinator will ask a licensed study team member to answer your questions.	Comment by Author: Include this language if applicable. 

Who owns your study data and samples?
If you join this study, you will be donating your samples and data.  You will not be paid if your samples or data are used to make a new product. If you leave the study, the data and samples that were already collected may be still be used for this study.  	Comment by Author: This is the minimal explanation. Explain how you will deal with data and samples in case the subject withdraws, including any ability of the subject to request destruction of their samples or discontinuation of their use.

What are the possible risks and discomforts?	Comment by Author: 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. 
There may be side effects from the study drug or procedures that are not known at this time.  	Comment by Author: If no drug, replace with “device” or remove completely and just leave “procedures.”
The most common risks and discomforts expected in this study are:

The less common risks and discomforts expected in this study are:

Rare but possible risks include:

If it is biologically possible for you to become pregnant: to protect against possible side effects of the study drug, people who are pregnant or nursing a child may not take part in this study. If you become pregnant, there may be risks to you, the embryo, or fetus. These risks are not yet known. If you are a person of childbearing ability, you and the study doctor must agree on a method of birth control to use throughout the study.  If you think that you have gotten pregnant during the study, you must tell the study doctor immediately.  Pregnant people will be taken out of the study.	Comment by Author:  If study procedures may have reproductive risks, please modify and include this language as appropriate.	Comment by Author: If there are known risks, please state them along with the disclaimer that “there may also be other unknown risks.”

If it is biologically possible for you to make someone pregnant: the effect of the study drug on sperm is not known.  To protect against possible side effects, you should not get a sexual partner pregnant while taking the study drug and for __________ days/weeks/months after the last dose.  You and the study doctor should agree on a method of birth control to use throughout the study.

If you will take the study drug home, keep it out of the reach of children or anyone else who may not be able to read or understand the label.  Do not let anyone else take the study drug besides you.

Researchers may learn something new during the study that may affect your choice to be in the study.  If this happens, they will tell you about it. Then you can choose if you want to stay in this study.  You may be asked to sign a new form if you choose to stay in the study.

Will you benefit from the study? 
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.
Will you be paid for your time and effort?
You will not be compensated for being in this study.  

OR SOMETHING LIKE	Comment by Author: Select which option is appropriate.

You will get $____ for each completed study visit, for your time and effort.  If you do not finish the study, we will compensate you for the visits you have completed. You will get $____ total, if you complete all study visits. You may be asked to fill out a tax form with your Social Security or Taxpayer Identification Number depending on the amount and method of payment. If your payment will be sent to your house in the mail and could be seen by others in your household you can choose not to be compensated. You can decline payment if you are concerned about confidentiality, or you can talk to the study team if there are other ways to be compensated. 	Comment by Author: If subject will receive $300 or more in one year, then say “You will be asked” instead of “you may be asked”. Also do this if you are sure you will be issuing payment via AP check, or any other method that requires a W-9 regardless of amount. Please DO NOT remove this language entirely, unless you are certain that you will be giving less than $300 in cash or gift cards or non-monetary reimbursement.
What are your other options?
If you choose not to join this study, you can get care outside of this study.  [List the major standard care options and/or possibility of other studies; if the study compares two standard care treatments, state which one the subject would be most likely to get outside of the study, if applicable.] The study doctor will discuss these with you.  You do not have to be in this study to be treated for your condition.

If you choose to join this study, you may not be able to join other research studies. Discuss this with the researchers if you have concerns. You may wish to look on websites such as clinicaltrials.gov and ResearchMatch.org for other research studies you may want to join.	Comment by Author: For applicable treatment studies ONLY. Delete if not a treatment study or inapplicable.

How will your private information be protected?
Whenever possible, a study number, rather than your name, will be used on study records. Your name and other identifying information will not appear when we present or publish the study results.

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 and Grady Health System will rely on the Certificate of Confidentiality to refuse to give out study information that identifies you.  For example, if Emory and Grady Health System 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 and Grady Health System 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 and Grady Health System or elsewhere. We may share the data [or specimens], linked by the study code, with other researchers at Emory and Grady Health System, or with researchers at other institutions that maintain at least the same level of data security that we maintain at Emory and Grady Health System. 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.

Medical Record	Comment by Author: Remove if the study does not take place at an EHC facility or if the consent form/HIPAA Authorization will not be placed in the medical record.
If you have been an Emory and Grady Health System patient before, then you already have an Emory and Grady Health System medical record.  If you have never been an Emory and Grady Health System patient, you do not have one.   An Emory and Grady Health System medical record will be made for you if an Emory Atlanta and Grady Health System provider or facility gives you any services or procedures for this study.  

OPTION 1 FOR NON-SENSITIVE Copies of the consent form/HIPAA authorization that you sign will be put in any Emory and Grady Health System medical record you have now or any time during the study.  	Comment by Author: Use this language if the study is not applying for “sensitive study” status and the consent/HIPAA will be placed in the medical record.	Comment by Author: Remove HIPAA if HIPAA does not apply to your study at all (not even access of PHI for recruitment).


Emory and Grady Health System may create study information about you that can help with your care.  For example, the results of study tests or procedures.  These study results will be put in your Emory and Grady Health System medical record. Anyone who has access to your medical records will be able to have access to all the study information placed there.  The confidentiality of the study information in your medical record will be protected by laws like the HIPAA privacy rule.  State and federal laws may not protect the research information from disclosure. 	Comment by Author: Adjust the text in these paragraphs as needed to accurately describe your study. The important message is that certain study results will be placed into the medical record because it is useful for treating the patient now and in the future. If certain results will not be put in the record and will be available only to the researchers, the subject should know what those are. 


The results of some study tests and procedures will be used only for research purposes and will not be placed in your medical record.  For this study, those items include: 

Tests and procedures done at non-Emory and Grady Health System places may not become part of your Emory and Grady Health System medical record. Also, if you decide to be in this study, it is up to you to let your other health providers know. 

In Case of Injury	Comment by Author: Instructions for completing this section:
There are 3 different ICOI options. Please refer to your funding form (grant, sub-contract, clinical trial agreement, etc.) and select the appropriate language. If you are unsure, leave this section blank. The IRB will obtain this information from the Office of sponsored Programs.

If the study has no external funding, remove references to “sponsor” and replace with “Emory” only.

For minimal risk studies this section is not applicable and should be deleted.
OPTION 1:  The sponsor may choose not to pay for Subject Injury Costs for any subject, no matter if the subject is insured, or how he/she is insured (note: this is the default for federally-funded studies).  	Comment by Author: If Option 1 is selected, then text similar to the following should be used in the consent form. (Remove this header.)	Comment by Author: 

[bookmark: _Hlk117510666]If you get ill or injured from this research, contact the person listed in the contact section of this form. Emory and Grady Health System will help you get immediate medical care. However, Emory, Grady Health System, the Federal Government (including but not limited to the National Institutes of Health as applicable)>> do not have  programs to pay for this medical care or compensate you if you are hurt from being in this study. 
The costs for any treatment or hospital care you receive as the result of a study-related injury that are not covered by a health insurer will be billed to you. 
You do not give up any legal rights you may have by being in this study, including any right to pursue a claim through the legal system.
OPTION 2:  The sponsor may choose to pay for Subject Injury Costs for all subjects, no matter if the subject is insured, or how he/she is insured. 	Comment by Author: If Option 2 is selected, then text similar to the following should be used in the consent form. (Remove this header.)
If you get ill or injured from this research, contact the person listed in the contact section of this form. Emory and Grady Health System will help you get immediate medical care. However, Emory and Grady Health System do not have a program to pay for this medical care or to compensate you if you are hurt from being in this study.  

The sponsor has agreed to pay the usual and standard costs of treatment or hospital care you receive as a direct result of a study-related injury if the costs are not the result of care required to treat your underlying disease or condition.
Any costs that are not covered by the study sponsor or your insurer will be billed to you. 

You do not give up any legal rights you may have by being in this study, including any right to pursue a claim through the legal system.

OPTION 3:   The sponsor may choose to pay for Subject Injury Costs for uninsured subjects or subjects with Medicare/Medicaid and to pay any part of Subject Injury Costs for privately insured subjects that are not covered and/or paid by their private insurance. 	Comment by Author: If Option 3 is selected, then text similar to the following should be used in the consent form. (Remove this header.)

Note: the language may not state that the sponsor will only pay whatever the insurance will not pay, unless it is clear that only applies to subjects with private insurance. 


If you get ill or injured from this research, contact the person listed in the contact section of this form. Emory and Grady Health System will help you get immediate medical care. However, Emory and Grady Health System do not have a program to pay for this medical care or to compensate you if you are hurt from being in this study.  The sponsor has agreed to pay the usual and standard costs of treatment or hospital care you receive as a direct result of study-related injury that are not the result of care required to treat your underlying disease or condition.

Any costs that are not covered by the study sponsor or your insurer will be billed to you. If you are uninsured, or if you have Medicare or Medicaid, the sponsor will pay for the costs of your medical treatment for the illness or injury.  If you have Medicare or Medicaid, the sponsor may need information about your identity and your study treatment to give to the government agencies that run these programs. If you have private insurance, Emory and Grady Health System will look at your claims for these costs to determine if they can be sent to your insurance for payment.  Your insurer may be told that you are in a research study and given information about your treatment. The sponsor will pay for the costs that are not paid by your insurance provider. 
 
You do not give up any legal rights you may have by being in this study, including any right to pursue a claim through the legal system.

Costs	Comment by Author: Instructions for completing this section:
Studies may either have costs to the subjects or none. For studies with costs to the subject there are 2 different Costs options. Please refer to your funding form (grant, sub-contract, clinical trial agreement, etc.) and select the appropriate language.

For studies with no external funding, replace “sponsor” with “Emory” or whatever is appropriate.

For studies without cost to the subjects, please use option 1.
OPTION 1: There are no costs, research or standard of care related, associated with the study.	Comment by Author: If Option 1 is selected, then text similar to the following should be used in the consent form. Remove this header.

There will be no costs to you for participating in this study, other than basic expenses like transportation. You will not be charged for any of the research activities. If the study procedures result in any medical complications that would not fall under “injury” as discussed above, the cost of treatment for those complications may be charged to you or your insurance.  	Comment by Author: The language about medical complications may be removed if there are no medical procedures in this study. 

OPTION 2: The sponsor will pay for certain items or services associated with the study.	Comment by Author: If Option 2 is selected, then text similar to the following should be used in the consent form. Please do not add any detail about exactly what the sponsor will pay for, unless you get prior agreement from OCR for that language.
Remove this header.
The study sponsor will pay for certain items and services that you may receive if you take part in this study.  

You will have to pay for the items or services for which the study sponsor does not pay. The sponsor will not pay for your regular medical care. If you have insurance, Emory and Grady Health System will submit claims to your insurance for items and services that the sponsor does not cover.  Emory and Grady Health System will send in only those claims for items and services that it reasonably believes your insurance will pay and that the sponsor has not paid. 

The actual amount that you have to pay depends on whether or not you have health insurance and whether or not that insurance will pay for any research study costs. Generally, insurance companies will not pay for items and services that are required just for a research study. Some insurance companies will not pay for regular medical treatment or treatment for complications if you are in a study.  How much you will have to pay for any co-payments, deductibles or co-insurance depends on your plan.  Emory and Grady Health System and the sponsor will not pay for these costs. 

It is a good idea to contact your insurance provider and tell them you want to be in this research study.  Ask them what they will pay for and what they will not pay for.  You can also ask the study team for help in figuring out what you will have to pay. 	Comment by Author: Remove if study takes place in urgent setting, where there would be no time to contact insurance provider (rare).

If you do not have insurance, Emory and Grady Health System will review your case as part of its program for low-income patient care.  The standard policies of that program will apply.  The program will figure out if you have to pay any costs for taking part in the study and what those costs will be.

OPTION 3: The sponsor will not pay for any items or services associated with the study.	Comment by Author: If Option 3 is selected, then text similar to the following should be used in the consent form. Remove this header. 
The study sponsor does not plan to pay for any items or services that you may receive if you take part in this study.    

You will have to pay for the items or services that are part of this study. The sponsor will not pay for your regular medical care. If you have insurance, Emory and Grady Health System will submit claims to your insurance for items and services that are part of this study.  Emory and Grady Health System will send in only those claims for items and services that it reasonably believes your insurance will pay and that the sponsor has not paid. 

The actual amount that you have to pay depends on whether or not you have health insurance and whether or not that insurance will pay for any research study costs. Generally, insurance companies will not pay for items and services that are required just for a research study. Some insurance companies will not pay for regular medical treatment or treatment for complications if you are in a study.  How much you will have to pay for any co-payments, deductibles or co-insurance depends on your plan.  Emory and Grady Health System and the sponsor will not pay for these costs. 

It is a good idea to contact your insurance provider and tell them you want to be in this research study.  Ask them what they will pay for and what they will not pay for.  You can also ask the study team for help in figuring out what you will have to pay. 	Comment by Author: Remove if study takes place in urgent setting, where there would be no time to contact insurance provider (rare).

If you do not have insurance, Emory and Grady Health System will review your case as part of its program for low-income patient care.  The standard policies of that program will apply.  The program will figure out if you have to pay any costs for taking part in the study and what those costs will be.

[bookmark: _Hlk48827799]Withdrawal from the Study
You have the right to leave a study at any time without penalty.  

For your safety, however, you should consider the study doctor’s advice about how to go off the study treatment.  If you leave the study before the last planned study visit, the researchers may ask you to complete some of the final steps such as lab work or imaging as applicable. 

The researchers also have the right to take you out of the study without your consent for any reason. They may do this if they believe it is in your best interest or if you do not agree to changes that may be made in the study.  

These are some reasons why the researchers may take you out of the study:	Comment by Author: Add reasons.
Delete if there are no anticipated reasons for study removal.
· 

INSERT APPROPRIATE HIPAA OR CONFIDENTIALITY LANGUAGE HERE	Comment by Author: See templates at http://irb.emory.edu/forms/consent_toolkit/index.html

[bookmark: _Hlk48822229]  

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. [image: ]

If you are a patient receiving care from the Grady Health System and have a question about your rights, you may contact the Office of Research Administration at research@gmh.edu.


Consent and Authorization	Comment by Author: Please make sure that all signature lines appear on one page (i.e. do not break across two pages).	Comment by Author: Remove "and Authorization" if HIPAA does not apply to your study, based on your HIPAA Applicability Worksheet and this guidance.	Comment by Author: Remove if HIPAA is not applicable


TO BE FILLED OUT BY SUBJECT ONLY
Print your name, sign, and date below if you choose to be in this research study. You will not give up any of your legal rights by signing this form. We will give you a copy of the signed form to keep.	Comment by Author: DELETE if N/A	Comment by Author: A signed copy is only required if study is under GCP; DELETE if not under GCP

	
Name of Subject 


			 
Signature of Subject (18 or older and able to consent)	Date              Time

				Comment by Author: DELETE if not applicable. Note that for non-therapeutic studies that are more than minimal risk (e.g., PET scan, bronchoscopy only done for research), the LAR must have durable Power of Attorney for research; they cannot just be next of kin 
Signature of Legally Authorized Representative  	Date              Time


	
Authority of Legally Authorized Representative or Relationship to Subject

TO BE FILLED OUT BY STUDY TEAM ONLY

__________________________________________________________
Name of Person Conducting Informed Consent Discussion

			
Signature of Person Conducting Informed Consent Discussion	Date              Time








Optional Study Information

Your data and/or specimens will be protected the same way as the data and/or specimens for the main study.  There are no additional risks or costs for joining the optional study than the ones already described for the main study (see sections above).	Comment by Author: If the data in the substudy will be managed differently, add a section for how data will be protected.

What is the purpose of this study?	Comment by Author: Enter description of optional substudy here; or replace “Study” with “Storage of [Data and/or Specimens] for Future Research
The purpose of this study is to… 

What will I be asked to do?	Comment by Author: Per FDA Guidance: Include expected duration of subject’s participation; identify which procedures are experimental.
RANDOMIZATION: explain in lay terms ("like flipping a coin" or "like drawing straws")	Comment by Author: Add information about Specify is the sections above (who owns my data, 

Will I benefit directly from the study? 
This substudy is not designed to benefit you directly.  Your [condition] may improve while you are in this study but it may not, and it may even 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.

Will I be compensated for my time and effort?
You will not be offered compensation for being in this substudy.  

OR SOMETHING LIKE	Comment by Author: Select which option is appropriate.

You will get $____ for each completed study visit, to compensate you for your time and effort.  If you do not finish the study, we will compensate you for the visits you have completed. You will get $____ total, if you complete all study visits. You may be asked to fill out a tax form, including your Social Security or Taxpayer Identification Number, in order to be reimbursed, if joining the substudy increases your annual compensation over the taxable amount. 	Comment by Author: If subject will receive $300 or more in one year, then say “You will be asked” instead of “you may be asked”. Also do this if you are sure you will be issuing payment via AP check, or any other method that requires a W-9 regardless of amount. Please DO NOT remove this language entirely, unless you are certain that you will be giving less than $300 in cash or gift cards or non-monetary reimbursement.

What are my other options?
You can participate in the main study and  not take part in this substudy.

Withdrawal from the Substudy
You have the right to leave this substudy at any time without penalty.  You may stay in the main study even if you leave this substudy.

The researchers also have the right to stop your participation in this substudy without your consent for any reason, especially if they believe it is in your best interest or if you were to object to any future changes that may be made in the study plan.  

These are the expected reasons why the researchers may stop your participation:
•	
Contact Information	Comment by Author: A 24-hour contact should be provided when appropriate (e.g., high risk studies).
See contact information for the main study, above.

HIPAA Authorization for Optional Substudy	Comment by Author: Use the term that matches the version of HIPAA language appropriate for the study (i.e. either IIHI or PHI), or remove entirely if there is no interaction with PHI at any time in the study. Remove entirely if HIPAA does not apply to your study at all (not even access of PHI for recruitment). 
If it does apply, add any information that diverges from the main HIPAA authorization section, i.e. people who may use or disclose PHI, expiration of authorization, purpose. Revise as appropriate.

You do not have to authorize the use and disclosure of your PHI for the optional study(ies).  If you do not, you can still be in the main research study.   

Your PHI will be used in the Optional Substudy the same way it will be used and disclosed for the main study, with the following differences:
· The following types of PHI may be used or disclosed for the optional substudy: 
· The purpose of the use and disclosure is for the optional substudy described above
· The following additional people may use or disclose your PHI:



Consent and Authorization	Comment by Author: Please make sure that all signature lines appear on one page (i.e. do not break across two pages).	Comment by Author: Remove if HIPAA does NOT apply to your research records, per your HIPAA Applicability Worksheet and this guidance.


TO BE FILLED OUT BY SUBJECT ONLY
Please print your name, sign, and date below if you agree to be in the optional study(ies) described above. By signing this form, you will not give up any of your legal rights. We will give you a copy of the signed form to keep.	Comment by Author: DELETE if N/A	Comment by Author: A signed copy is only required if study is under GCP; DELETE if not under GCP

	
Name of Subject 


			 
Signature of Subject (18 or older and able to consent)	Date              Time

				Comment by Author: DELETE if not applicable. Note that for non-therapeutic studies that are more than minimal risk (e.g., PET scan, bronchoscopy only done for research), the LAR must have durable Power of Attorney for research; they cannot just be next of kin 
Signature of Legally Authorized Representative  	Date              Time


	
Authority of Legally Authorized Representative or Relationship to Subject

TO BE FILLED OUT BY STUDY TEAM ONLY

__________________________________________________________
Name of Person Conducting Informed Consent Discussion

			
Signature of Person Conducting Informed Consent Discussion	Date              Time
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