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[bookmark: _Toc150339554]Instructions for using this document

Use this document alongside the UCSF Plain Language Informed Consent Form template for full committee and expedited studies.

This document provides: 
1. Guidance about the template sections. Note that all guidance is presented in italics. 
2. IRB-approved wording

Copy the IRB-approved wording from this document and paste it into your consent template as applicable to your study.

Use Calibri 14-point font to help with accessibility. 

The symbols used for each section indicate if/how the language can be revised:
	Symbol
	Meaning

	[image: ]
	The lock symbol indicates that the IRB-provided wording is immutable. This means that the statement cannot be altered or added to.

The ONLY time you can change locked language is if the consent form is used to obtain parental/guardian permission for a pediatric participant. In that case, you may replace “you” with “your child” throughout the locked statements as appropriate.


	[image: ]

	The edit symbol indicates that you need to do any of the following:
· Draft a study-specific statement 
· Fill in the blanks for an IRB-provided statement, when instructed


	[image: ]

	The baby symbol indicates alternative language specific to pregnant or pediatric participants.


	Some sections may have multiple symbols. This means that there is a variety of IRB-provided language within that section. Each statement within these sections will be marked with a symbol to denote whether it is locked, editable, or pediatric.



See the IRB website for more information about locked wording. 

If this is a sponsored study, use the Memo for Sponsors as documentation that the IRB will not negotiate over this language.
[bookmark: _Toc150339555]Important Reminders

Reminder about Consent Discussion: The consent form is a document that assists in the consent discussion. While you cannot alter or add to the locked template language, you can—and should—explain the study in more detail during the consent discussion.

Reminder about HIPAA Authorization: In addition to obtaining informed consent, you may need to also obtain HIPAA Authorization from participants. If required for your study, it is critical that HIPAA Authorization is obtained and adequately stored in each participant's study record. Failure to adequately obtain HIPAA Authorization may result in loss of data.





SECTION BY SECTION GUIDANCE AND IRB-APPROVED LANGUAGE
	[image: ]
	[bookmark: _Toc150339556]Section 1: Why have I been given this document? 
The wording for this section is provided in the template. This is locked language and must not be altered or added to.
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	[bookmark: _Toc150339557]Section 2: Do I need to take part in this research study? 
The wording for this section is provided in the template. This is locked language and must not be altered or added to.
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	[bookmark: _Toc150339558]Section 3.1: Why is this study being done? 

Guidance:
Any investigational drug(s) or device(s) to be used in the study must be named. The name by which the drug or device is referred to in this section should be used consistently throughout the form.

Examples:
[Example: Phase I study]
[bookmark: _Hlk135926060]This study is being done to test a drug called [drug name]. We will test [drug name] with people who have [medical condition]. This drug is experimental. This means that the drug is not approved by the Food and Drug Administration (FDA) for the treatment of [medical condition mentioned above]. The study team is trying to find out the highest dose of the drug that can be given without causing harm. 

[If this is a first-in-human study, add:] This is the first time the drug is being tested in humans. This drug is experimental. This means that the drug is not approved by the Food and Drug Administration (FDA). Until now, the drug has mostly been tested in animals.

[Example: Phase II study]
[bookmark: _Hlk135926396]This study is being done to test a drug called [drug name]. We will test [drug name] with people who have [medical condition]. This drug is experimental. This means that the drug is not approved by the Food and Drug Administration (FDA) for the treatment of [medical condition mentioned above]. The study team is trying to find out if the drug can treat your condition. They will also study any side effects caused by the drug.

[Example: Phase III study]
This study is being done to test a drug called [drug name]. We will test [drug name] with people who have [medical condition]. This drug is experimental. This means that the drug is not approved by the Food and Drug Administration (FDA) for the treatment of [medical condition mentioned above]. The study team is trying to find out if the drug is safe and effective in treating your condition.

[Example: Phase IV study]
This study is being done to test a drug called [drug name]. We will test [drug name] with people who have [medical condition]. This drug is experimental. This means that the drug is not approved by the Food and Drug Administration (FDA) for the treatment of [medical condition mentioned above]. The study team is trying to find out if the drug has any rare or long-term side effects. 

[Examples: Social/Behavioral studies]
This study will look at how people in the Bay Area act when more free flu vaccines are available.

This study is being done to learn more about how traumatic brain injury patients can have changes in their hearing, balance, sleep and smell.

This study is being done to learn about the services that clinicians at different organizations think should be offered within primary care practices. 

This study is being done to compare two kinds of counseling about sleep habits. We want to learn if one counseling method is more helpful at improving sleep. We also want to learn if better sleep helps people feel less depressed.

[Example: Simple Blood Draw study]
In this study, the researchers are collecting blood samples to learn more about kidney function after transplant.
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	[bookmark: _Toc150339559]Section 3.2: How long would I be in this study? How many study visits are there? 
Guidance:
This brief statement should include the following information:
1. How long participation lasts
2. How many study visits there are
3. If it’s a drug study, how long they will be on the drug
4. If there’s long term follow-up, for how long will it be and how will contact occur

Examples:
[Example 1]
You would be in this study for about [insert number of days, weeks, months or years] and visit the research site about [insert number] times.

[Example 2]
You would be in this study for about [insert number of days, weeks, months or years] and visit the research site about [insert number] times. Of this time, you would be asked to take the study drug for about [insert number of days, weeks, months or years]. After you stop taking the drug, you will be in follow-up for [insert months or years].

[If the study involves long-term follow-up, add something like this] 
We would like to keep track of your medical condition for [insert length of time]. We would do this by [insert method of contacting the participation, e.g., calling on the phone, emailing, etc.] [insert how often, e.g., once a year] to see how you are doing. Checking up on you over time helps us look at the long-term effects of the study."
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	[bookmark: _Toc150339560]Section 3.3: What are the procedures with the most risk in this study? 
Guidance: 
Procedures will be explained in more detail later in the form. For this introductory section, list 1-3 procedures as bullet points, in plain language. 

Examples:
[Example: Investigational drug study]
· Taking the study drug that is not approved by the Food and Drug Administration (FDA)
· [bookmark: _Hlk149633722]This is the first time the drug is being tested in humans
· X-ray
· Biopsy

[Example: Behavioral study]
· Interview questions about sensitive topics
· Loss of privacy
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	[bookmark: _Toc150339561]Section 3.4: What risks and discomforts are most severe? What risks and discomforts are most common? 
Guidance: 
We suggest filling out the “What are the Risks of this Study” section (section 8) before filling out this section (3.4). Once all the risks are listed in “What are the Risks of this Study,” come back to this section and select the 1-3 risks that are “most severe,” and 1-3 risks that are “most common.”

Risks should be simply named here, and then described in detail in the “What are the Risks of this Study.” For example, if one of the most severe risks of the study is radiation, list it here as “Risk of radiation.” Then, in the “What are the Risks of this Study” section, include the entire radiation risk statement.

It is ok if the same risk is named in both lists in this section. 
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	[bookmark: _Toc150339562]Section 3.5: Are there benefits to taking part in this study? 
Choose the statement that best fits your study:

[Option 1: If there is a potential for benefit]
You may or may not benefit from participating in the study. The information learned from this study may help others in the future.

[Option 2: If no direct benefit to the subject is anticipated]
There will be no direct benefit to you from participating in this study. The information learned from this study may help others in the future.
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	[bookmark: _Toc150339563]Section 3.6: What are my other options if I don’t want to take part in this study? 

Guidance:
Choose one of the two following statements.

[Option 1- Use this statement if this is a treatment/therapeutic study]

 Your other options may include: 
· Getting care without being in this study
· Taking part in another study if you are interested and one is available

[Option 2- Use this statement if this is NOT a treatment/therapeutic study]

[bookmark: _Hlk137629873]You may be able to take part in another study if one is available. 
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	[bookmark: _Toc150339564]Section 3.7: What is the usual care for my condition? 
Guidance:
Include this section for treatment studies only, otherwise delete. 
In 1-3 sentences, describe the standard clinical care the patient would receive if not enrolled in this study.

Examples:
Reminder: These are generic examples. Your statement should be written in a way that is accurate and specific to your study population. 

The usual care for your condition is chemotherapy with a medicine that is approved by the Food and Drug Administration (FDA). 

The usual care for your condition is to pursue palliative or symptom-based care. The goal of this type of care is to help provide relief from the symptoms and side effects of your condition. The goal of palliative or symptom-based care is not to treat your cancer.

The usual care for your condition is medication or psychotherapy.

Bleeding at the surgical site is usually handled by first putting pressure on the wound. Then, heat is used to close the areas that are bleeding. This is called cauterizing. There are also sealants and powders to help stop the bleeding.
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	[bookmark: _Toc150339565]Section 3.8: If my condition improves while taking the study drug, can I continue taking it after the study? 
Include this section for drug treatment trials only, otherwise delete. The wording for this section is provided in the template. 
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	[bookmark: _Toc150339566]Section 4: How many people will take part in this study? 
Guidance:
Plug your sample size number(s) into the language provided in the template. 

Examples:
About 10-12 people will take part in this study.

About 100 people will take part in this study at UCSF. Over 4,000 people will take part in this study at all research sites.
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	[bookmark: _Toc150339567]Section 5: Who is paying for this study? 
Guidance: 
The IRB requires that all consent forms disclose which agencies or institutions (e.g., National Institutes of Health, Department of Defense, Center for Disease Control, State agencies), cooperative groups (CALGB, COG, ACTG), foundations or industry sponsors are funding the research or providing study drugs or equipment for the study. 

If the study is not being funded by an external agency, then the internal funding source, i.e., Department funds, personal funds, should be identified.
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	[bookmark: _Toc150339568]Section 6: Do any UCSF researchers of this study have financial interests that I should know about? 

Guidance:
Use 1 of the 2 options provided below. 

[bookmark: _Hlk136004422]Note: Actual or potential financial conflicts of interest must be submitted to and reviewed by the Conflict of Interest Advisory Committee (COIAC). If COIAC determines this study has a conflict, they will provide you with a consent form statement for this study. Insert that statement into this consent form section.

[Option 1]
No.

[Option 2]
Yes. [Enter the informed consent language provided in the UCSF Conflict of Interest Advisory Committee Decision Letter]. We are letting you know about this in case it changes your mind about taking part in this study.
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	[bookmark: _Toc150339569]Section 7: What are the research procedures of this study? 
Guidance: 
This section should describe procedures that are being done for research purposes. If clinical procedures are being altered, extended, or performed more frequently for research purposes, or if data from clinical procedures are being used for research, describe the portion that is being done for research.

Proposed formatting (revise according to the specifics of your study):

Before you begin the main part of the study... [Include if your study has a screening phase]
This study has a screening portion to see if you qualify for the main part of the study. You will need to have the following exams, tests or procedures to find out if you can be in the main part of the study. If you have had some of them recently, they may not need to be repeated. This will be up to your study doctor.
· [List exams, tests and procedures as appropriate. Use bulleted format.] 

Study procedures
If you qualify for the study, you will need to have the following exams, tests or procedures.
· [List exams, tests and procedures as appropriate. Use bulleted format.] 

Follow-up procedures
The study team will follow up with you to see how you are doing.
· [List follow-up procedures and how often]

Or

The study team will continue to review your medical records for [insert length of time] to see how you are doing.

IRB-approved definitions and descriptions of common study designs and procedures:

[bookmark: _Toc150339570]Randomization 
[image: ]
Randomization: This study has different groups. You will be put into a group by chance. How your group is chosen is like flipping a coin or rolling dice. Your chance of being put into one group might be higher depending on the design of the study.
· If you are in group 1 … [Explain what will happen for this group with clear indication of which interventions depart from routine care.]
· If you are in group 2 … [Explain what will happen for this group with clear indication of which interventions depart from routine care.] 
· [For studies with more than two groups, explain each group using format above]
[bookmark: _Toc150339571]Placebo 
[image: ]
Placebo: A pill or substance that looks like the study drug but has no drug in it.

[bookmark: _Toc150339572]Blood drawing 
[image: ]
Blood drawing (venipuncture): [Once a week,] a blood sample will be taken by inserting a needle into a vein in your body. Each sample will be about [XX] teaspoons. A total of about [XX] tablespoons will be taken for the whole study.

[bookmark: _Toc150339573]X-ray
 [image: ]
X-ray: This study involves X-rays. An X-ray is a test that uses a special machine to take pictures of the inside of the body. An X-ray involves a type of energy called radiation. 

[bookmark: _Toc150339574]CT Scan 
[image: ]
CT scan: This study involves computed tomography (CT) scans. A CT scan is a test that uses a special machine to take pictures of the inside of the body. A CT scan involves a type of energy called radiation. For the CT scan, you will need to lie still on a table. The table will move and the machine will make clicking and whirring noises as the pictures are taken. Each CT scan will take about 15 minutes to a half hour.

[image: ] [If appropriate, add: An iodine dye (contrast material) will first be [injected into a vein/given to you orally/rectally]. The dye makes tissue and organs more visible in the pictures.]  

[bookmark: _Toc150339575]MRI 
[image: ]
MRI: This study involves Magnetic Resonance Imaging (MRI). An MRI is an imaging technique that takes pictures of the inside of your body. This helps to see your organs, tissues and bones. MRI uses a strong magnetic field and radio waves. Depending on the MRI, you may need to be placed in a narrow tunnel and you may hear loud banging noises. How long the MRI will take depends on the study. 

[image: ]  [If appropriate, add: Gadolinium (contrast material) will first be [injected into a vein in your arm]. The dye makes tissue and organs more visible in the MRI.] 

[bookmark: _Toc150339576]MUGA Scan 
[image: ]
MUGA scan: This is a test that checks how well your heart is pumping blood. It uses a special camera and a small amount of radioactive material to take pictures of your heart as it beats. These pictures help to see if your heart is working properly. It doesn't hurt and usually takes about 1-2 hours.

[bookmark: _Toc150339577]Pregnancy Testing 
[bookmark: _Hlk135822089][image: ] Pregnancy testing (statement 1: Minors): [If this form is being used to consent subjects under the age of 18, include the following statement after describing the pregnancy testing procedure. This statement is specific to California law, so please adapt it if the study is conducted elsewhere. Include the bolded italic sentence only if pregnancy is an exclusion criterion.] 

In California, information about pregnancy test results, engagement in sexual activity, and use of birth control may not be shared with parents without your permission. We will not tell your parents the pregnancy test result. If the pregnancy test is positive, however, your parents may guess you are pregnant because you cannot join the study. If you think you may be pregnant and you do not want your parents to know, you may not want to participate in this study. If you are pregnant, the study team will tell you. They will ensure you have medical follow up for the pregnancy. 

[bookmark: _Hlk135822376] Pregnancy testing (statement 2: Parents): [If this form is being used to get parental permission for a subject under the age of 18, include this statement after describing the pregnancy test procedure. This statement is specific to California law, so please adapt it if the study is conducted elsewhere.] 
In California, the following information may not be shared with parents without your child’s permission:
· pregnancy test results
· engagement in sexual activity
· use of birth control  
Unless your child gives us permission, we will not inform you of the pregnancy test result.  If your child is pregnant, the study team will ensure that your child has medical follow up for the pregnancy.

Sedation
[image: ]
This study will require that you be sedated (minimal, moderate) for research purposes. Sedation is getting medicine that makes you very relaxed or sleepy. Before sedation is given, your overall health will be checked. The physician or nurse who will provide the sedation medicine and monitor you while you are sedated has received training and certification. Sedation medicine can be given in ways such as through a vein, in pill form or by a face mask. While under sedation, your vital signs and breathing will be monitored. The medical team will watch over you as you recover. The exact steps can vary depending on your health and the type of procedure you're having. 

General Anesthesia
[image: ]
This study involves general anesthesia for research purposes. General anesthesia is a medical state where a person is put into a deep sleep in order for you to tolerate the procedure. Before general anesthesia begins, your overall health will be checked. You are asked not to eat or drink solid or particulate foods for at least 6 hours and clear liquids for 2 hours. A catheter will be placed in a vein prior to start of general anesthesia. You will receive medication in your vein that makes you fall into a deep sleep, a special tube will be placed in your airway to help you breathe and prevent contents of your stomach from entering your lungs. You won't feel pain during the procedure. A machine may assist your breathing. Your vital signs will be carefully monitored. At the end of the procedure, the anesthesia is reduced, allowing you to wake up. You will then go to a recovery area for monitoring and comfort. The exact steps can vary depending on your health and the type of procedure you're having. 

Collection/Storage of Biological Specimens

[This is sample wording only, use/edit according to your specific study] 

· After all tests needed for your medical care are done, your leftover specimens will not be thrown away. Instead, we will save them in what is called a “tissue bank.” This bank will store your specimens in case they are needed for future research. We also will save information from your medical record, including things like [List all types of information to be recorded for study purposes, including results of physical examinations, diagnostic tests, medical questionnaires and histories, diagnoses, treatments, etc. Be complete; this listing is required by HIPAA regulations.]. We do not know if your specimens or medical record will be used, but they might be used in research about [List the types of conditions that the specimens may be used for research on, e.g. cancer, heart disease, diabetes, etc.] or other diseases. [Do not delete “or other diseases.”]

· [If any additional specimens will be taken for research purposes, describe the procedures, including how the sample will be taken and how much will be taken. For example:] We will also collect a sliver of normal muscle or skin (the size of a grain of rice) from the same place we make a cut for your surgery. We will draw extra blood (2 tablespoons) through tubes already in place for your surgery. 

· Your specimens will be kept for [State how long specimens will remain in the repository. If they will become part of a permanent collection, they will be kept indefinitely]. If you decide later that you do not want your specimens and information to be used for future research, tell the Principal Investigator. This person’s contact information is on Page 1 of this form. The study team will destroy any data they still have that can be linked to you. We cannot destroy data that has already been shared with other researchers.

[bookmark: _Toc150339578]Study Chart / Study Plan 
[image: ]
Optional Feature: In addition to the mandatory narrative explanation of study procedures as above, a simplified calendar (study chart) or schema (study plan) may be inserted here. The schema from the protocol is too complex, but use of a simplified version of the schema is encouraged. Instructions for reading the calendar or schema should be included. 

Example:
Study Chart 
	You will receive [drugs or interventions] every [insert appropriate number of days or weeks] in this study. This [insert number of days or weeks] period of time is called a cycle. The cycle will be repeated [insert number] times. Each cycle is numbered in order. The chart below shows what will happen to you during Cycle 1 and future treatment cycles. The left-hand column shows the day in the cycle and the right-hand column tells you what to do on that day.


Cycle 1
	Day 
	What you do

	Two days before starting study treatment
	· Get routine blood tests.

	Day before starting study treatment
	· Check-in to _____________ the evening before starting study.

	Day 1 of treatment
	· Begin taking _____________once a day. Keep taking ____________ 	until the end of study, unless told to stop by your health care team.

	Day 2
	· Leave _______________ and go to where you are staying.

	Day 8
	· Get routine blood tests.

	Day 15
	· Get routine blood tests.

	Day 22
	· Get routine blood tests.

	Day 28
	· Get routine blood tests and exams. 
· Get 2nd chest x-ray for research purposes.

	Day 29 
	· Return to your doctor's office at _______ [insert appointment time] 	for your next exam and to begin the next cycle.


Future cycles
	Day
	What you do

	Days 1-28
	· Keep taking _____ once a day if you have no bad side effects and [condition] is 	not getting worse.  Call the doctor at _____________ [insert phone number] if 	you do not know what to do.
· Get routine blood tests each week (more if your doctor tells you to). 
· Get routine blood tests and exams every cycle (more if your doctor tells you to). 
· Get routine X-rays, CT scans, or MRIs every other cycle (more if your doctor 	tells you to). 

	Day 29
	· Return to your doctor's office at _______ [insert appointment time] for your 	next exam and to begin the next cycle.


Study Plan [Example]
Another way to find out what will happen to you during the study is to read the chart below. Start reading at the top and read down the list, following the lines and arrows.
	Start Here


[image: ]
	Breast Cancer Surgery


[image: ]
	Medicines Used in This Study
Doxorubicin + Cyclophosphamide given by vein once every 21 days and repeated 4 times


[image: ]
	Randomize
(You will be in Group 1 or Group 2)


[image: ]
		Group 1
Paclitaxel by vein
Every 21 days for 4 visits



	     
		Group 2
No Paclitaxel 
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	[bookmark: _Toc150339579]Section 7.1: Where do the procedures happen?

Guidance: If different procedures will take place at different locations, or if the study is conducted online or remotely, specify accordingly.

Examples:

Study procedures will be done at University of California, San Francisco Parnassus campus.

Study procedures will be done at UCSF Parnassus, UCSF Parnassus
outpatient surgery center, and UCSF Mt. Zion.

The counseling sessions will be done over Zoom. The workshop will be done at the Woodland Community Center. 
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	[bookmark: _Toc150339580]Section 7.2: Will clinically relevant research results be shared with me?

Guidance:
This section is based on a federal regulation about language that must be in the consent form whenever applicable to the study:
[bookmark: _Hlk137806697]
45 CFR 46.116c(8) A statement regarding whether clinically relevant research results, including individual research results, will be disclosed to subjects, and if so, under what conditions.

If your study involves tests or procedures that may generate clinically relevant results, choose one of the 2 consent form options below. If not, delete the section.

Caution: If the tests are experimental or are not performed at a CLIA certified lab, you cannot provide results to subjects. In this case, choose Option #1.

[Option 1]
No.

[Option 2 – Describe under what conditions you might share clinically relevant results with the participant or their clinical care team.]
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	[bookmark: _Toc150339581]Section 8: What are the risks of this study? 

Guidance:
Choose one of the Introductory statements below, then list the risks and side effects related to the investigational aspects of the study. 

Be sure to use lay language so participants can understand the risks and side effects. Do not list side effects of supportive medications unless the medications are specifically mandated by the study. Do not list the risks of standard care. 

Explain the consequences of risks where needed. For example, "lower white blood cell counts" could be explained as follows: "The treatment may weaken your immune system. so that you might get more frequent colds or more serious infections."
[bookmark: _Hlk135823237]
Introductory Statements:
[image: ]
[Introductory Statement 1: Use if the research involves the study of drugs, devices, or experimental medical procedures:]
You may have side effects or discomforts while on the study. They may be mild or very serious. Doctors don’t know all the possible side effects.  In some cases, side effects can be serious, long lasting, or may never go away. [Include if applicable: There also is a risk of death.] 
Please talk with the study team about any side effects that you experience while taking part in the study.
For more information, ask your study doctor. 

Risks and side effects related to this study include: 
[Introductory Statement 2: Use if the research does NOT involve the study of drugs, devices, or experimental medical procedures:]
Risks and side effects related to this study include: 

[bookmark: _Toc150339582]Formatting & wording for drugs, devices, and experimental procedures:
[image: ]

Common, Some May be Serious
(Out of 100 people, more than 20 and up to 100 may have:)
· Enter risk/side effect (list most serious risks first)
· Enter risk/side effect
· Enter risk/side effect

Occasional, Some May be Serious
(Out of 100 people, from 4-20 may have:)
· Enter risk/side effect (list most serious risks first)
· Enter risk/side effect
· Enter risk/side effect

Rare, And Serious 
(Out of 100 people, 3 or fewer may have:)
· Enter risk/side effect (list most serious risks first)
· Enter risk/side effect
· Enter risk/side effect

Notes on these categories:
· In all categories, list the most serious risks first. "Serious" is defined as side effects that may require hospitalization or may be irreversible, long-term, life threatening or fatal. 
· Physical and non-physical risks and side effects should include such things as the inability to work.  Whenever possible, describe side effects by how they make a patient feel, for example, "Loss of red blood cells, also called anemia, can cause tiredness, weakness and shortness of breath.” 
· Use lay language to describe side effects.  For example, instead of syncope, use “fainting”; instead of dyspnea, “shortness of breath.”
· For some investigational drugs/ interventions/ devices there may be side effects that have been noted during treatment, but not enough data is available to determine if the side effect is related to the drug/ intervention/ device. Inclusion of this information in the informed consent document is not mandatory, but it may be prudent to mention the most serious effects. If included, these side effects should be listed under a separate category titled "Side effects reported by patients, but not proven to be caused by [drug/ intervention/ device]."  Side effects in this category do not have to be labeled as "Common," "Occasional," or "Rare and Serious" and should not be repeated here if they appear in a previous category.  Similar to the other categories, these side effects should be listed in a bulleted format.]

IRB-approved wording for common risks:

[bookmark: _Toc150339583]Randomization Risks 
[image: ]
[bookmark: _Hlk135822050]Randomization risks: You might be put into a group that receives something that is not as effective as another group. You might have more side effects than people in another group or people who don’t join this study.

[bookmark: _Toc150339584]Placebo risks
[image: ]
[bookmark: _Hlk135821980]Placebo risks: If you are in a group that receives placebo, you will not receive the study drug.

[bookmark: _Toc150339585]Blood drawing (venipuncture) risks 
[image: ]
Blood drawing (venipuncture) risks: Drawing blood may cause discomfort from the needle stick. It may cause bruising, infection, and fainting.

[bookmark: _Toc150339586]Risk of using your tissue for research 
[image: ] [Use the following statement if your protocol involves the research collection of non-exempt tissue derived from clinical specimens (in this context, “non-exempt” means the tissue is not exempt from pathology review). See UCSF’s Research Tissue Acquisition Policy for more information, and contact research@ucsf.edu if you have questions. Note: This statement is not required for studies collecting designated research biopsies.

Risk of using your tissue for research 
This research study uses tissue that was taken as part of your usual care. There is a small chance that using this tissue for research will use up the tissue. If this happens, your doctors might not be able to make a clinical diagnosis or complete other tests. To help reduce the risk of this happening, a trained person will evaluate if there is enough tissue for research. With this process, we believe the risk of using up your tissue for research is small.

[bookmark: _Toc150339587]Radiation Risks
[image: ]
Radiation Risks
If your study involves radiation, you need to submit for review to the Radiation Safety Committee (RSC). The RSC will provide you with a radiation risks statement for the consent form. Contact them at RSCHumanResearch@ucsf.edu.

CT scan risks
[image: ] 
CT scan risks
CT scans involve the risks of radiation. Radiation is a type of energy that can go through your body and might harm your cells. You may experience feelings of claustrophobia (feeling uncomfortable in a small area during the CT scan). If the CT scan involves a contrast agent, there are more risks. 

[Note: (1) The risks of radiation should also be included in the consent form. (2) If sedation may be used for the scan, the risks of sedation should be included in the consent form as well.]

[bookmark: _Toc150339588]MRI risks
[bookmark: _Hlk142491554] MRI Risk Statement #1: Use if NOT giving sedation (Note: If using this statement, you may NOT use sedation for the MRI. Doing so without IRB approval is a protocol violation. If there is a possibility that sedation will be needed, choose one of the other statements below.)
MRI risks: The MRI machine acts like a large magnet. Metal objects like keys and cell phones are not allowed in the MRI room. If you have metal in your body, an MRI can be dangerous to you. Please tell the study team if you have metal in your body like a medical implant or metal fragments in your eyes. Depending on the MRI, you may experience feelings of claustrophobia (feeling uncomfortable in a small area). The machine may make a loud banging noise. You may be asked to wear earplugs to prevent the risk of temporary hearing loss from this noise.  During the MRI you may be asked to not swallow for a while, which can be uncomfortable. 

[Include this paragraph if contrast agent will NOT be used AND the study is enrolling people who can become pregnant]

There are possible unknown risks to a fetus. These risks could be long-term. People who are pregnant in their first trimester (up to 13 weeks) should not take part in this study. 

 [image: ]  MRI Risk Statement #2: Use if giving sedation, common in pediatric studies (Note: In this case, you must also include a separate statement about the risks of sedation)
MRI risks: The MRI machine acts like a large magnet. Metal objects like keys and cell phones are not allowed in the MRI room. If you have metal in your body, an MRI can be dangerous to you. Please tell the study team if you have metal in your body like a medical implant or metal fragments in your eyes. During the MRI you may be asked to not swallow for a while, which can be uncomfortable. You will be under sedation (anesthesia) during the MRI, so will be either drowsy or fully asleep. The machine may make a loud banging noise, but you will not hear this much due to the anesthesia. You may be asked to wear earplugs to prevent the risk of temporary hearing loss. 

[Include this paragraph if contrast agent will NOT be used AND the study is enrolling people who can become pregnant]

There are possible unknown risks to a fetus. These risks could be long-term. People who are pregnant in their first trimester (up to 13 weeks) should not take part in this study. 

[image: ] [image: ]  MRI Risk Statement #3: Use if some participants may be given sedation, and others will not (Note: In this case, you must also include a separate statement about the risks of sedation)
MRI risks: The MRI machine acts like a large magnet. Metal objects like keys and cell phones are not allowed in the MRI room. If you have metal in your body, an MRI can be dangerous to you. Please tell the study team if you have metal in your body like a medical implant or metal fragments in your eyes. During the MRI you may be asked to not swallow for a while, which can be uncomfortable. 

If you are under sedation (anesthesia) during the MRI: You will be either drowsy or fully asleep. The machine may make a loud banging noise, but you will not hear this much due to the anesthesia. You may be asked to wear earplugs to prevent the risk of temporary hearing loss. 

If you are not under sedation during the MRI: Depending on the type of MRI, you may experience feelings of claustrophobia (feeling uncomfortable in a small area). The machine may make a loud banging noise. You may be asked to wear earplugs to prevent the risk of temporary hearing loss. 

[Include this paragraph if (1) contrast agent will NOT be used AND (2) the study is enrolling people who can become pregnant]

There are possible unknown risks to a fetus. These risks could be long-term. People who are pregnant in their first trimester (up to 13 weeks) should not take part in this study. 

[bookmark: _Toc150339589]Sedation risks
[image: ]
Allergic reaction, such as skin rash, nausea and vomiting. Other risks include confusion, and drowsiness. There is a rare risk of infection from an IV site or from the equipment used. On rare occasion sedation can lead to difficulty breathing and stomach contents going into the airways and lungs.  

[bookmark: _Toc150339590]General Anesthesia risks
[image: ]
The most common side effect is a sore throat from the tube in your throat. Other risks include:
· Allergic reactions to anesthesia medications such as skin rash
· Nausea and vomiting 
· Rare: You may get a cut on the lip or a chipped tooth from placing the tube in your throat
· Difficulty breathing, confusion, memory problems, infection from the equipment, stomach contents going into the airways and lungs, and effects on heart function and blood pressure

[bookmark: _Toc150339591]Contrast agent risks
[image: ]
[bookmark: _Hlk133914515]Contrast agent risks: A contrast agent is a special dye used in some medical imaging tests like CT scan or MRI. This dye helps to better see the images of your body. One risk of contrast agent is that you may have an allergic reaction. This can cause symptoms like itching or trouble breathing. Another risk is that the contrast agent can damage your kidneys. This is especially true if you have kidney problems already. In very rare cases, the contrast agent can cause a serious condition called nephrogenic systemic fibrosis (NSF). NSF can cause thickening and hardening of the skin and can damage internal organs. 

[bookmark: _Toc150339592]Reproductive risks
[image: ]
[bookmark: _Hlk153435929]Reproductive risks: The drugs or procedures in this study can harm a fetus or an infant. You should not become pregnant, breastfeed, or cause a pregnancy while on this study. If you can become pregnant, you will have a pregnancy test at set times during the study. If sexual activity could lead to a pregnancy, you and your partner must use contraception while you are in the study. You may also need to use contraception for a period of time after the study. Acceptable methods of contraception may include:
· An intrauterine device (IUD)
· Hormonal contraceptives (birth control pill, patch, ring, injectable, or implant)
· Condoms (internal or external) used with another acceptable method
· Complete abstinence (no sexual activity that could lead to a pregnancy)
The study team will describe which of these methods are acceptable for this study. If you think you may be pregnant, or may have caused a pregnancy, at any time during the study, tell the study staff right away. They will talk with you about your options.

[bookmark: _Toc150339593]Safe Handling of Drugs 
[image: ]  [Use if the drug needs safe handling procedures]

Safe Handling of Drugs: Touching the study drug may cause side effects. Having contact with bodily fluid or waste from someone who took the study drug also may cause side effects. The side effects may affect a caretaker. The study team will provide instructions on how to handle the drug, dispose of the drug, and how to clean areas that may become contaminated.

[bookmark: _Toc150339594]Unknown Risks 
[Include if using the biomedical/cancer or expanded access template:]

[image: ]  Unknown risks statement #1: General statement for use in most studies.
Unknown Risks: The study drug or treatments may have side effects that no one knows about. The study team will let you know if they learn anything that might make you change your mind about taking part in the study.

[image: ] [image: ]  Unknown risks statement #2: Use for pediatric studies where treatment is being studied for the first time in the pediatric population, but has been studied in adults.
Unknown Risks: The study drug or treatments have not been studied in children before. They have been studied in adults. Children may have side effects that the adults did not have. The study team will let you know if they learn anything that might make you change your mind about taking part in the study.

[bookmark: _Hlk143011094][image: ] [image: ]  Unknown risks statement #3: Use for pediatric studies where treatment is being studied for the first time in the pediatric population, and has NOT been studied in adults.
Unknown Risks: The study drug or treatments have not been studied in children or adults before. The study team will let you know if they learn anything that might make you change your mind about taking part in the study.


	[image: ]
and
[image: ]
	[bookmark: _Toc150339595]Section 9: Will I be paid if I take part in this study?

Guidance:
“Payment" refers to money that participants receive in return for their time and effort. See the IRB website for more info on participant payment.

Choose 1 of the 2 following options. 
· For Option 1: Follow the instructions and fill in the blanks, but do not make any other changes to the wording.
· For Option 2: This is locked language. 

[image: ] [Option 1- If there is payment.] 

In return for your time and effort, you will be paid [$XXX] for taking part in this study. [Describe any pro-rating or bonuses and specify method and timing of payment.]

[Include the following statement if participants will be paid by check:] If you are paid by check, the researchers are required to collect your Social Security number and home address for check processing purposes.

[Include the following statement if you are using a third-party payment method like Greenphire, Clincierge, Colpitts, etc. Amend the statement if necessary so it is accurate regarding the system being used.] 
A company called [company name] is working on behalf of the study to pay participants. [Company name] will need to collect certain personal information about you to set up your payment account. 

[If the company has a separate informational document or consent sheet about how the payment system works, include the following sentence in this consent form.] You will be given a separate document from [company name] with detailed information about the payment process. [Note: Do not submit the company’s document/s to the IRB.]
 
[Include the following if participants will be paid more than $599.99 in a calendar year] The Internal Revenue Service (IRS) must be notified when a participant is paid $600 or more in a year, so your payment will be reported to the IRS. You must give the researchers your address and Social Security number for IRS reporting purposes.

[image: ] [Option 2- If there is no payment] 
You will not be paid for taking part in this study.


	[image: ]
	[bookmark: _Toc150339596]Section 9.1: Will I share in any profits from this study?
This statement is required for studies that involve involves biospecimens or data derived from biospecimens. It is based on a California Supreme Court decision that research participants do not have a property right to bodily specimens taken during research or to profits stemming from the development of products based on those specimens. 

The wording for this section is provided in the template. This is locked language and must not be altered.


	[image: ]
and
[image: ]
	[bookmark: _Toc150339597]Section 10: Will I be reimbursed for expenses if I take part in this study?

Guidance:
“Reimbursement” refers to money that participants are paid for specific costs they incur in order to participate in the study, e.g., transportation, meals, lodging, and parking.

Choose 1 of the 3 following options. 

For Option 1: Follow the instructions and fill in the blanks, but do not make any other changes to the wording.

For Options 2 & 3: This is locked language. 

[image: ] [Option 1- If there is reimbursement]

You will be reimbursed for expenses if you take part in this study. [Describe what expenses, e.g., travel, meals, lodging, parking, and specify method and timing of reimbursement.] 

[Include the following statement if participants will be reimbursed by check:] If you are reimbursed by check, the researchers are required to collect your Social Security number and home address for check processing purposes.

[Include the following statement if you are using a third-party reimbursement method like Greenphire, Clincierge, Colpitts, etc. Amend the statement if necessary so it is accurate regarding the system being used.] 
A company called [company name] is working on behalf of the study to reimburse participants. [Company name] will need to collect certain personal information about you to set up your reimbursement account. 

[If the company has a separate informational document or consent sheet about how the reimbursement system works, include the following sentence in this consent form.] You will be given a separate document from [company name] with detailed information about the reimbursement process. [Note: Do not submit the company’s document/s to the IRB.]

[See the IRB website for more info on subject reimbursement.]

[image: ]  [Option 2- if there may be expenses but they will not be reimbursed:]
You will not be reimbursed for expenses if you take part in this study.

[image: ]  [Option 3- if participants will not incur any expenses (e.g., travel, meals, lodging, parking, etc.)]
This study does not involve any expenses to research participants.


	[image: ]
	[bookmark: _Toc150339598]Section 11: How will my information be used?

Guidance:
Choose 1 statement from the below options. Do not alter the statements in any way.

Almost all studies should use one of the first 4 options. The options vary according to the following study characteristics:
· Whether the study analyzes data only (no specimens) versus data and specimens
· Whether the study is subject to the NIH Data Management & Sharing (DMS) policy*

* “Subject to NIH’s DMS policy” means all three conditions apply: (1) this study receives funding from NIH, (2) the grant application was submitted to NIH on or after January 25, 2023, and (3) the Data Management and Sharing plan approved by the NIH includes a plan to share scientific data from this study.

If de-identified study information will never be shared, choose option 5 or 6. This should be very rare.

Options:

[Option 1— For studies that use data only (no specimens), and are not subject to NIH’s DMS policy*:]
Researchers will use your information to do this study. Once the study is done, we may use your information for other research studies in the future. We may share it with other researchers to be used in their studies. We will not share your name or other information that could identify you. We cannot promise that this will prevent future researchers from figuring out who you are. We will not ask you for additional permission to share this de-identified information.

[Option 2— For studies that use data AND specimens, and are not subject to NIH’s DMS policy*:]
Researchers will use your information and specimens to do this study. Once the study is done, we may use your information and specimens for other research studies in the future. We may share them with other researchers to be used in their studies. We will not share your name or other information that could identify you. We cannot promise that this will prevent future researchers from figuring out who you are. We will not ask you for additional permission to share this de-identified information.

[Option 3— For studies that use data only (no specimens), and which are subject to NIH’s DMS policy*:]
Researchers will use your information to do this study. Once the study is done, we may use your information for other research studies in the future. We will share it with other researchers to be used in their studies. We will not share your name or other information that could identify you. We cannot promise that this will prevent future researchers from figuring out who you are. We will not ask you for additional permission to share this de-identified information.

Your research data will be stored in a computer database. Other researchers and companies can use the database to do their own research. There are different types of databases. Some are available to the public. This is called “unrestricted access.” Others require special permission to use. This is called “restricted access.”

[Option 4— For studies that use data AND specimens, and are subject to NIH’s DMS policy*:]
Researchers will use your information and specimens to do this study. Once the study is done, we may use your information and specimens for other research studies in the future. We will share them with other researchers to be used in their studies. We will not share your name or other information that could identify you. We cannot promise that this will prevent future researchers from figuring out who you are. We will not ask you for additional permission to share this de-identified information.

Your research data will be stored in a computer database. Other researchers and companies can use the database to do their own research. There are different types of databases. Some are available to the public. This is called “unrestricted access.” Others require special permission to use. This is called “restricted access.”

[Option 5— For studies using data only. Only use if you are 100% sure that de-identified data will never be shared or used outside of this study:]
We will use your information to conduct this study. Information gathered during this research study will only be used for this study. They will not be shared with other researchers.

[Option 6—For studies using data and specimens. Only use if you are 100% sure that de-identified data will never be shared or used outside of this study:]
We will use your specimens and information to conduct this study. Specimens and information gathered during this research study will only be used for this study. They will not be shared with other researchers.


	[image: ]
	[bookmark: _Toc150339599]Section 11.1: Genetic testing statement

Include this subsection only if this study involves genetic testing, otherwise delete.

[bookmark: _Hlk132631199]Option #1: Use if you might conduct whole exome or whole genome sequencing.
Researchers may use your specimens to look at all of your DNA. This is called “whole genome sequencing.” DNA contains information that determines things like eye color, height, or disease risk that are passed on from parent to child.

Option #2: Use if genetic testing does NOT involve whole exome or whole genome sequencing.
Researchers may use your specimens to look at your DNA. DNA contains information that determines things like eye color, height, or disease risk that are passed on from parent to child.


	[image: ]
	[bookmark: _Toc150339600]Section 11.2: How will my genetic information be shared?

Include this section if this study is subject to the NIH Genomic Data Sharing Policy, otherwise delete. The wording for this section is provided in the template. 


	[image: ]
and
[image: ] 
	[bookmark: _Toc150339601][bookmark: _Hlk146637285]Section 12: How will information about me be kept confidential?

[bookmark: _Hlk146637252]Guidance:
Start this section by including statement Option 1 or 2,  based on whether the study will access or create medical records. Then, include the additional statements about illegal activities, focus groups, and genetic information only if they apply to your study.

Note: Every subject at the CRS and SFVAHCS is required to have a medical record. In addition, medical records are generally created any time clinical systems are used at the UCSF Medical Center.  For example, a medical record is created for research participants who undergo CT and MRI scans within the UCSF Medical Center, or who have blood drawn at UCSF Medical Center clinical labs.

[image: ] [Option 1- Use this statement if the study will access or create medical records:]

If you take part in this study, there may be some loss of privacy. We will do our best to make sure information about you is kept confidential. But we cannot guarantee total privacy. Some information from your medical records may be collected and used for this study. If you do not have a UCSF medical record, one will be created for you. Your signed consent form and some of your research tests will be added to your UCSF medical record. People involved with your future care and insurance may become aware that you participated in this study. They may see information added to your medical record. Study tests and information obtained from you will be part of your research records. This information may be added to your medical record. Your personal information may be given out if required by law. Information from this study may be published or presented at scientific meetings. If it is, your name and other personal information will not be used. 

[image: ] [Option 2- Use this statement if the study does not access or create medical records]:

If you take part in this study, there may be some loss of privacy. We will do our best to make sure information about you is kept confidential. But we cannot guarantee total privacy. Your personal information may be given out if required by law.  If information from this study is published or presented at scientific meetings, your name and other personal information will not be used.

Additional statements to include after Option 1 or 2, if relevant to your study:

[image: ] [Add this statement if the study collects information about activities that are illegal where the participants live, e.g., abortion care, gender affirming care for minors, collection of fetal tissue, etc.]

Some studies may collect information about activities that may be illegal where you live. We have taken special precautions and we will do our best to protect the information we collect from you. It is rare but possible that there could be a loss of confidentiality. For some people, this may have no negative effects. For others, it could put their personal relationships, reputation, employment, or housing at risk. It could also present legal risks. Take the time you need to carefully consider the risks of a confidentiality loss to you.

[image: ] [Add this statement if the study involves experimental genetic tests:]

Genetic information that results from this study does not have medical or treatment importance at this time. What we learn about your genes in this study might affect what insurance companies or employers think about your health. To keep it private, we won't add this genetic data to your medical record.

[image: ] [Add this statement if the study involves experimental or clinical genetic tests:]
Doing a genetic study may be harmful on family or other relationships. It could help people who are like you in terms of race, ethnicity, sex, or gender in the future. But it could also connect certain traits to these categories. In some cases, this could reinforce harmful stereotypes.  

[image: ] [If the study involves FOCUS GROUPS:] Add a statement about how privacy will be maintained in the focus group setting. This will be unique to your study. Here’s an example: “The researchers will ask you and the other people in the group to use only first names during the group session. They will also ask you not to tell anyone outside the group what any particular person said in the group. However, the researchers cannot guarantee that everyone will keep the discussions private.”


	[image: ]
	[bookmark: _Toc150339602]Section 12.1: Who may review my research information?

See the standard wording in the template. Delete any bullet points that do not apply to your study.


	[image: ]
	[bookmark: _Toc150339603]Section 12.2: Certificate of Confidentiality

[bookmark: _Hlk135852535]Guidance:
If you might obtain identifiable, sensitive information from subjects (e.g., use of addictive products, illegal conduct, sexual behavior, etc.) you should acquire a CoC. Review the IRB’s guidance at https://irb.ucsf.edu/certificate-confidentiality-nih to understand the protections afforded by the CoC and the exceptions to those protections, and for instructions on how & when to add the following language to your consent forms. 

Note: Federally funded studies initially approved after December 2017 likely already have a CoC, even if sensitive data is not being collected. Others can apply for one. 

If Federal funding runs out, you should apply for a new CoC if you are still conducting data collection activities.

The template language is based on NIH recommendations.


	[image: ]
	[bookmark: _Toc150339604]Section 13: Does this study involve testing of reportable diseases and conditions that must be reported to the public health department?

[bookmark: _Hlk135852673][bookmark: _Hlk135852978]This section refers to the testing of reportable diseases and conditions such as-- but not limited to-- HIV, tuberculosis, hepatitis B, hepatitis C, COVID-19, etc., for research purposes. See link for full list of legally reportable diseases and conditions.

Choose one of the options below.

[Option 1- Use if the study does not involve testing of reportable diseases and conditions for research purposes] 
No, this study does not involve testing for reportable diseases and conditions.

[Option 2- Use if the study DOES involve the testing of reportable diseases and conditions for research purposes]

[bookmark: _Hlk132733435][bookmark: _Hlk149636748]By California law, some medical test results must be shared with the county public health department. This is done so health experts can keep track of these diseases. The report we share with the health department will include information like your full name and social security number. The researchers can tell you what kinds of tests in this study will be shared. 

[Include these additional 2 paragraphs if the study involves HIV testing for research purposes (including screening for study eligibility).]

Positive HIV test results will be shared with the county public health department. This applies even if it is not a new HIV diagnosis. When someone tests positive for HIV, we share this information with the San Francisco Department of Public Health:
· CD4+ count (or T-cell count)
· Viral load
· Viral genotype 

If you do not live in San Francisco County, this information may also be shared with your home county health department. 


	[image: ]
	[bookmark: _Toc150339605]Section 14: What happens if I am injured or feel harmed because I took part in this study?

The wording for this section is provided in the template.


	[image: ]
	[bookmark: _Toc150339606]Section 14.1: Treatment and Compensation for Injury

The Treatment and Compensation for Injury statement is required for greater than minimal risk studies (also called “full committee” studies) and Dept. of Veterans Affairs studies (which must use alternate statement #3 below).

The standard Treatment and Compensation for Injury statement is in the template. If any of the following conditions apply, please replace the standard statement with an alternate statement listed below: 
(1) the Sponsor requests MMSEA 111 Language
(2) this is a clinical trial of a COVID-19 countermeasure and the PREP Act applies. 
(3) this is a SFVAHCS study or this consent form will be used at a SFVSHCS site (for UCSF/VA studies)
(4) the Sponsor chooses to remain silent on this point, and/or the sponsor is the NIH

Either the standard statement (in the template) or one of the statements below must be used without any changes to the wording. The IRB office is not in the position to negotiate indemnification agreements.

Alternate statement #1- Use if Sponsor requests MMSEA 111 Language
If you get hurt because of this study, the University of California will give you medical treatment that you need. You might have to pay for this treatment, or your insurance might pay for it. It depends on different things. The University or the study sponsor might pay for the medical costs instead. But usually, they don't pay for other things besides medical care if you get hurt. If the sponsor pays for these costs they will need to know some information. This can include your name, birthdate, and Medicare Health Insurance Claim Number or Social Security Number. This information will be used to check to see if you receive Medicare. If you receive Medicare, the sponsor will notify Medicare about the payment. The sponsor will not use this information for any other purpose. If you want to know more, call the office of the Institutional Review Board at 415-476-1814. 

[bookmark: _Hlk135922581]Alternate statement #2- Use for studies of COVID-19 countermeasures that are covered by the PREP Act Declaration)
If you get hurt because of this study, the University of California will give you medical treatment that you need. You might have to pay for this treatment, or your insurance might pay for it. It depends on different things. Due to the coronavirus public health crisis, the federal government issued a Declaration under the Public Readiness and Emergency Preparedness (PREP) Act. If the Declaration applies, it limits your right to sue and recover for losses from the researchers, healthcare providers, any study sponsor or manufacturer or distributor involved with the study, including the University of California, while participating in this COVID-19 clinical study. However, the federal government has a program that may provide compensation to you or your family for certain claims if you experience serious physical injuries or death and these costs are not covered by other payors. To find out more about this “Countermeasures Injury Compensation Program” go to https://www.hrsa.gov/cicp/about/index.html or call 1-855-266-2427. 

Alternate Statement #3- Use for SFVAHCS studies, or studies in which this consent form will be used at a VA site:
Treatment and Compensation for Injury: If you are having a medical emergency, call 9-1-1. If you get hurt or sick because of this study, the Department of Veterans Affairs (VA) give you medical treatment that you need. If you were following study instructions, the VA or the study sponsor will pay for the treatment. If you were NOT following study instructions, the costs of treatment might be billed to you or your insurer just like any other medical costs. It depends on different things. The VA and study sponsor usually do not pay for other things besides medical care if you get hurt. If you want to know more, call the study team at the number on page 1 of this form. 

Alternate statement #4- Use for studies where the Sponsor chooses to remain silent, and/or the Sponsor is the NIH
If you get hurt because of this study, the University of California will give you medical treatment that you need. You might have to pay for this treatment, or your insurance might pay for it. It depends on different things. The University might pay for the medical costs instead. But usually, they don't pay for other things besides medical care if you get hurt. If you want to know more, call the office of the Institutional Review Board at 415-476-1814. 


	[image: ]
	[bookmark: _Toc150339607]Section 15: Are there any costs to me for taking part in this study?
Guidance:
Choose 1 of the 3 options below. This is locked language and must not be altered. If your study includes the use of ANY clinical procedures (including the administration of drugs, devices, and/or tests), select statement option 1 or 2. 
[Option 1, for studies in which the Sponsor pays all costs]
No. There is no cost to you or your insurer if you take part in this study. However, you may need to pay for items such as parking and transportation. 
You or your insurer will be billed for the costs of any usual medical care you receive outside of this study. You will also be responsible for any deductibles or co-payments for these usual medical care costs. 

[bookmark: _Hlk135924516][bookmark: _Hlk135924500][Option 2, for studies in which participants may be responsible for some costs]
[bookmark: _Hlk121826661]Two types of tests or procedures will be done during this study. Some are part of your usual medical care and others are only for research. Any tests or procedures done only for research will not be charged to you or your insurer. You or your insurer will be billed for the usual medical care. You will be responsible for any costs your insurance does not cover. There is a possibility that your insurer may not cover all usual medical care costs if you are receiving medical services out of network. You or your insurer may be responsible to pay for all the types of items listed below: 
· Items and services that would have been provided to you even if you were not in the study
· Health care given during the study as part of your regular care
· Medical care you receive to diagnose or treat any medical condition(s) outside of this study
· Routine items or services needed to give you study drugs or devices
· Standard monitoring or treatment for side effects or other problems
· Deductibles or co-pays for these items or services 
You may need to pay for items such as parking and transportation. If you have questions about what costs you will be responsible for, please talk with the study investigator before deciding to enroll in the study. Depending on the type of study, some of your costs could be quite high. Ask to talk to someone about cost estimates if you aren’t sure how much financial risk you might have. 
[Option 3, for studies with no costs]
There will be no costs to you for being in this study.
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	[bookmark: _Toc150339608]Section 16: Can I stop being in the study if I want to?
Guidance:
Choose 1 of the 3 options below. This is locked language and must not be altered. 

[Option 1 – For greater than minimal risk studies (also called “Full Committee” studies)]
Yes. You can decide to stop at any time. If you are thinking about stopping, tell the study team so they can discuss any risks of stopping with you. They can tell you what follow-up care and testing could be most helpful. The study team will help you stop your participation safely.
 
If you stop being in the study, any data or specimens we have already collected will remain part of the study records. The study team may still get information from your medical records if it is important to the study. This information may include information like laboratory results, treatment courses, or health outcomes. If you do not want this information to be collected after you decide to stop being in the study, you must tell the study team. 
 
[Option 2 – For Expedited Review studies that do NOT involve the collection of information from participant medical records:]
Yes. You can decide to stop at any time. If you are thinking about stopping, tell the study team so they can discuss any risks of stopping with you. 
 
If you stop being in the study, any data or specimens we have already collected will remain part of the study records.  

[Option 3 – For Expedited Review studies that DO involve the collection of information from participant medical records:]
Yes. You can decide to stop at any time. If you are thinking about stopping, tell the study team so they can discuss any risks of stopping with you. 
 
If you stop being in the study, any data or specimens we have already collected will remain part of the study records. The study team may still get information from your medical records if it is important to the study. This information may include information like laboratory results, treatment courses, or health outcomes. If you do not want this information to be collected after you decide to stop being in the study, you must tell the study team.
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	[bookmark: _Toc150339609]Section 17: Can I be removed from the study by the Principal Investigator?

The wording for this section is provided in the template.


	[image: ]
	[bookmark: _Toc150339610]Section 18: What are my rights if I take part in this study?

The wording for this section is provided in the template.
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	[bookmark: _Toc150339611]Section 19: Who can answer my questions about this study?

The wording for this section is provided in the template. 
If there are additional informational sources related to the study (e.g., patient representatives or individuals at other study sites as appropriate), you may list them after the standard statement, with contact information.
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	[bookmark: _Toc150339612]Section 19.1: Where can I get more information about this study?

This section is required only for clinical trials that will be registered on clinicaltrials.gov. The wording for this section is provided in the template. 

If the NCT number has been assigned: Be sure to include it on page 1 of the consent form.

If the NCT number is not yet assigned: It is the study team’s responsibility to submit a Modification Form to revise the consent form and the IRB application to add the NCT number when it becomes available. You may still enroll if the NCT number is not yet assigned.
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	[bookmark: _Toc150339613]Section 20: Consent

Additional signature lines:
Include the following signature line if you may consent non-English speaking subjects using the short form consent method AND this request has been addressed in the IRB application.
	
								
Date			Witness – Only required if the participant is a non-English speaker


Include the following signature lines if third party consent is being requested.

AND/OR:

									
Date			Legally Authorized Representative
	________________________________
Date			Person Obtaining Consent

OR:
The person being considered for this study is unable to consent for themself because they are a minor. By signing below, you are giving your permission for your child to be included in this study.

									
Date			Parent or Legal Guardian
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	[bookmark: _Toc150339614]Section 20.1: Donation of Human Fetal Tissue for Research Purposes
If this study involves the collection of human fetal tissue from elective abortion for research purposes, include the following statements and initial/date lines:
Federally funded research studies that involve the use of human fetal tissue from elective abortion for research purposes require that you review the following statements and indicate whether they are true for you. Please read this information carefully and put your initials and date next to each statement that you agree with. 
If you have any questions about any of these statements, please ask the study team:
1. Informed consent for the donation of human fetal tissue for research purposes is being obtained by someone other than the person who obtained informed consent for the abortion; 
Initial:______  Date: __________   

2. Informed consent for the donation of human fetal tissue for research purposes is occurring after the informed consent for abortion; 
Initial:______  Date: __________   

3. The informed consent obtained for the use of human fetal tissue for research purposes does not affect the method of abortion; and, additionally, no enticements, benefits, or financial incentives have been used at any level of the process to incentivize abortion or the donation of human fetal tissue for research purposes. 
Initial:______  Date: __________   
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	[bookmark: _Toc150339615]Section 21: Additional Optional Research	

Guidance:
Insert information about optional studies here (or delete). Provide yes/no options at each decision point. Include another set of signature lines at the end, and have all lines signed and dated.
See the IRB-approved introductory language and optional study example below.
IRB-approved language:
Please note: This section of the informed consent form is about optional research studies that are being done with people who are taking part in the main study. You may take part in these optional studies if you want to. You can still be a part of the main study even if you say "no" to taking part in any of these optional studies.
You can say "yes" or "no" to each of the following studies. Please mark your choice for each study.
 [Example: Quality of Life Study]
We want to know your view of how your life has been affected by cancer and its treatment. This "Quality of Life" study looks at how you are feeling physically and emotionally during your cancer treatment. It also looks at how you are able to carry out your day-to-day activities. 
This information will help doctors better understand how patients feel during treatments and what effects the medicines are having. In the future, this information may help patients and doctors as they decide which medicines to use to treat cancer. 
You will be asked to complete 3 questionnaires: one on your first visit, one 6 months later, and the last one 12 months after your first visit. It takes about 15 minutes to fill out each questionnaire.
If any questions make you feel uncomfortable, you may skip those questions and not give an answer.
If you decide to take part in this study, the only thing you will be asked to do is fill out the three questionnaires. You may change your mind about completing the questionnaires at any time.
Just like in the main study, we will do our best to make sure that your personal information will be kept private.
Please put your initials in the "YES" or "NO" box to indicate your answer.
I choose to take part in the Quality of Life Study.
	YES 
	NO



							
Date			Participant's Signature for Consent 

							
Date			Person Obtaining Consent

[Insert additional signature lines as needed, so they match the signature lines from Section 20.]
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