	
	
	



DRAFTING INSTRUCTIONS FOR MAKING STUDY-SPECIFIC “ICF TEMPLATES”
These instructions are inclusive of various types of ICFs, however, the ICF template at the end of this document is only the Parent/Legal Guardian Permission template. 
The Parent/Legal Guardian Permission form is inclusive of assent for older children. The specific age of which a child may assent with this form is intentionally left off the template. At the discretion of the IRB, they may add the specific age of assent to the form upon their review. 
If international sites are included as study sites, then the study team must either use a separate ICF template or have international language prepared.
ICF Template Language: Color Coding within the ICF templates are as follows:
· [bookmark: _Hlk11162223]Red template text needs to be edited according to your study specifics.
· Blue template text is used for drafting tips and instructions.
· Green template text is sample/alternative language.
· Text that appears in normal black font is recommended wording for PTN studies that should not be removed. This wording should be examined carefully and changed to accommodate non-PTN studies.
General Guidelines
All ICF Templates:
· Define complicated terms once at the beginning of the ICF, then use consistently throughout.
· Use the term “research study” once at the beginning of the ICF, then use the term “study” throughout.
· Use the term “participant” (not “subject”).
· Use the term “samples” (not “specimens” or “biospecimens”).
· When possible, use the drug name alone (especially for studies where there will only be one drug studied, this is not suggested for master protocols that will add multiple drugs of interest over time). Study teams should consider use of generic and/or commercial drug names based on criteria such as what will be most understandable to participants, and risk of change if not using universal generic terms (i.e., introduction of new commercial products).
· Define acronyms once at their first use, such as “Protected Health Information (PHI)”; and then use the acronym thereafter – “PHI.” 
· As a general rule, when referring to data to be collected, “sex” should be used when the intent is to collect the biological sex identified at birth of a participant and is the term in the template. However, if intention is to collect information on how the participant identifies, “gender” should be used in place of “sex.”
	Topic
	Parental Permission
	Child Assent
	Adult Assent
	Adult Consent

	General term for consent
	Use the term “permission” (not consent) for permission forms.
Parents/legal guardians give “permission” for their children to participate in research.
	Call the form the “assent form” however use the term “agree” when referring to child’s agreement to participate in the study.
	The preferred term is assent for adults who are unable to provide full informed consent for themselves. Call the form the “assent form” and use the term “agree” when referring to adult’s assent to participate in the study.
	Use the term “consent.”

	How to refer to the person being addressed in the ICF
	Use the term “child” (not “infant” or “baby”)
	Use the term “you”
	Use the term “you”
	Use the term “you”

	Guardianship and legally authorized representative
	Use the term “legal guardian” to refer to an adult who has the legal authority to make decisions on a minor’s behalf (e.g., grandparent who has legal guardianship).
Use the term “legally authorized representative (LAR)” when referring to an individual who is consenting on behalf of a person of legal age who does not have the capacity to consent for themselves. Per 45 CFR 46: an LAR is “an individual or judicial or other body authorized under applicable law to consent on behalf of a prospective subject to the subject's participation in the procedure(s) involved in the research. If there is no applicable law addressing this issue, legally authorized representative means an individual recognized by institutional policy as acceptable for providing consent in the non-research context on behalf of the prospective subject to the subject's participation in the procedure(s) involved in the research.”
	“Your parent(s) or whoever is taking care of you”
	“Your parent(s) or whoever is taking care of you”
	Use the term “participant” to refer to a person consenting for themselves

	Participant’s health care providers
	Use the term “health care provider” not “doctor” or “regular doctor” as someone may be a specialist or not an MD (NP, PA). Additionally, avoid the use of the term “normal/regular” doctor as the participant may be treated by a specialist and not their primary care provider.
	The word “doctor” may be used universally
	The word “doctor” may be used universally
	Use the term “health care provider” not “doctor” or “regular doctor” as someone may be a specialist or not an MD (NP, PA). Additionally, avoid the use of the term “normal/regular” doctor as the participant may be treated by a specialist and not their primary care provider.

	How to refer to the investigational drug or drug of interest
	For SOC- studies: use the phrase “medicine your child is/will be taking.” This can be followed by a statement such as “because your child is taking this medicine, we want to see how it is working in your child’s body.” 
For non-SOC studies: (where the drug is prescribed by the study or when the drug, drug-dosing or dispensing will be dictated by the study), use “drug we are studying.” This can be followed by statements that explain the drug/dose/timing such as “your child will be given xx amount of the drug xx times a day…”
	The word “medication” can be used instead of “drug” or “medicine your child is taking” universally 

	The word “medication” can be used instead of “drug” 
	For SOC- studies: use the phrase “medicine you will be taking.” This can be followed by a statement such as “because you are taking this medicine, we want to see how it is working in your body.” 
For non-SOC studies: (where the drug is prescribed by the study or when the drug, drug-dosing or dispensing will be dictated by the study), use “drug we are studying.” This can be followed by statements that explain the drug/dose/timing such as “you will be given xx amount of the drug xx times a day…”

	Clinicaltrials.gov number (NCT#)
	Add when available
	Do not add
	Do not add
	Add when available


PARENTAL/LEGAL GUARDIAN PERMISSION TO PARTICIPATE IN A RESEARCH STUDY AND HIPAA AUTHORIZATION


TITLE:	           Title
PROTOCOL NO.:		Protocol number
cIRB PROTOCOL NO.:		XXXXX 
FUNDING SPONSOR:		Sponsor name
SITE INVESTIGATOR:		Name
STUDY SITE:		[Name of Study Site/Institution]
 		[Address]
STUDY RELATED
             PHONE NUMBER(S): 		(A 24-hour phone number is required for studies that are more than minimal risk)

This study enrolls participants who may be unable to provide informed consent due to their age. The person providing permission for a child to participate in this study must be a parent or legal guardian. The terms “you” and “your” in this form refer to the parent or legal guardian. The term “your child” in this form refers to the participant.
For older adolescent participants reviewing this form for purposes of assenting to participate in this study, “your child” should be read as “you” throughout this form.
This study may enroll adult participants who are unable to provide informed consent for themselves. The person providing consent for an adult to participate in this study must be a legally authorized representative (LAR). The terms “you” and “your” in this form refer to the legally authorized representative (LAR). The term “your child” in this form refers to the adult participant unable to consent for themselves.




RESEARCH CONSENT SUMMARY
The language used for the concise summary is protocol specific; the goal is to provide key information at the beginning of the document that would be most important to a potential participant when making the decision to join a study (e.g., voluntary nature, study purpose, risks/benefits, duration, number of clinic visits and alternative treatments). It should be presented in a brief and focused manner. Information would not necessarily need to be repeated from the summary in the body of the consent if it met the requirements for a specific element of consent. However, if information in the summary does not contain the amount of detail that would normally be included for a particular element of consent, then that information must be presented in greater detail in the body of the consent. Please reference the additional ICF Drafting Guidance Document for examples.
We are interested in learning more about [insert drug name or how drugs], that are given to children by their health care providers, act in the bodies of children and young adults in hopes to find the most safe and effective dose for children.  
We are inviting your child to participate in this research study, because your child is, [“currently receiving, as part of their standard medical care, at least one of the drugs we are studying.” OR for single drug studies: “currently receiving [insert drug name] as part of their standard medical care.”]
What we learn in this study will be put in a database run by the National Institutes of Health (NIH) to be shared for future research. Lay summaries may also be made available on the Pediatric Trials Network web site (https://pediatrictrials.org/) to share what we learn after the study. This information will not include anything that identifies your child.
If you are interested in learning more about this study, please continue to read below.
[bookmark: _Toc6921278]DETAILED RESEARCH CONSENT
[bookmark: _Hlk69904186]You are being asked for your permission to allow your child to take part in a research study. A person who takes part in a study is called a “research participant.” The term “parent” could also refer to the legal guardian of a child. “Site staff” means any person at the site investigator’s location. The “study team” includes the Investigational New Drug (IND) Sponsor (the person in charge of the study overall) (if applicable), [Insert sponsor’s name] (the person in charge of the study overall), and [Insert institutions taking part in the study].
Who is paying for the study to be done?
[Insert sponsor’s name] is paying for this study. 
[bookmark: _Toc6921279]What should I know about this study?
Site staff will explain this study to you. This form sums up that explanation. You may take a copy of this form home with you to review before making your decision.
Taking part in this study is voluntary. Whether you allow your child to take part is up to you.
[bookmark: _Hlk65691497]Your decision to not allow your child to participate, or to stop participation at any time, will not be used against you or your child. It will not affect your child’s access to health care at the study site. There will not be any penalties or loss of benefits to which you or your child are otherwise entitled. 
[bookmark: _Hlk65691531][bookmark: _Hlk65691572]If there is anything you don’t understand, ask questions. You can ask all the questions you want before you decide to participate and at any time during the study.
[bookmark: _Hlk65691595]Before choosing to participate, we encourage you to talk about this study with your child’s health care provider, your family, and your friends.
We will tell you about any new information that may affect your child’s health, welfare, or your choice to have your child stay in this study.
About [insert total number of participants] participants will take part in this study.
[bookmark: _Toc6921280]Why is this study being done?
The purpose of this study is to learn more about [INSERT PURPOSE FOR STUDY] and to share what we learn with other researchers. This is important, because [INSERT WHY]. This study is considered investigational. While [INSERT DRUG NAME or DEVICE] may be used to treat children with [INSERT DISEASE OR CONDITION], the U.S. Food and Drug Administration (FDA) has not approved [INSERT DRUG NAME or DEVICE] for this use in children, or the best dose is not fully understood. [INSERT DRUG NAME or DEVICE] has been approved by the FDA for [INSERT INDICATION, POPULATION OR OTHER RELEVANT INFORMATION].
Or 
For multi-drug studies and/or master protocols in which additional drugs of interest may be added over time, use: The purpose of this study is to learn more about [INSERT PURPOSE FOR STUDY] and to share what we learned with other researchers. This study is considered investigational. While drugs selected in this study may be used to treat children with various medical conditions, the U.S. Food and Drug Administration (FDA) has not approved use of some of the drugs in children/young adults or the best dose is not fully understood. 
[bookmark: _Toc6921282]What is involved in this study?
If duration differs per study cohort, include those details here. Remember to include time allowed for additional follow-up as this may not be a specified number of days or for weaning off a drug. For example, “AEs are followed for 7 days” or “SAEs are followed until resolution”. If the duration of participation may differ per participant, for example until discharge, provide maximum anticipated duration.
How long will my child be in the study?
We expect that your child’s participation in this study will last [_____ HOURS, DAYS, WEEKS, MONTHS, YEARS, OR UNTIL A CERTAIN EVENT]. If your child has [INSERT STUDY SPECIFIC INFORMATION, PREGNANCY, AE RELATED TO THE DRUG WE ARE STUDYING], your child may be followed for up to an additional [_____ HOURS, DAYS, WEEKS, MONTHS, YEARS, OR UNTIL A CERTAIN EVENT].  
What will happen in the study?
This section describes what information will be recorded from medical records or collected as part of standard of care.
[bookmark: _Hlk39678212]We will record your child’s sex, date of birth, race, ethnicity, and the first three numbers of your child’s primary home’s zip code and information on how to contact you. Depending on the location you are doing the study at, we may create a code for the rural versus urban area where your child lives most often. Only this code will be recorded in the study records. Your child cannot be personally identified by either the zip code or the rural/urban codes we collect. We will also record information from your child’s medical record at this location. If your child is seen at another location, we may ask you to sign a form to allow us to get those records. Examples include your child’s medical history, current and past medicines, physical exam and [imaging results], laboratory results, and [INSERT OTHER INFORMATION THAT IS BEING COLLECTED].  
Describe step-by-step the procedures that will be performed as study-specific or study procedures for the main study. If there are ‘optional’ components to the study, these should be detailed after all the main components are explained – DO NOT intermix the two. Describe procedures related solely to the study. Consider providing a timeline of study procedures and/or contact by study personnel. Consider using headers such as Screening, Day 1, etc. List study procedures that will be performed at each visit or during each interaction; use of tables and or figures may be helpful. 
Remember to include: 
· [bookmark: _Hlk39678274]Any other information collected from the medical record such as birth information (birth weight, gestational age, maternal concomitant medications)
· Questionnaires, diaries, participant vs. parent completed forms
· Any information recorded about the parent or procedures done to parent, where study information/procedures include both parent and child.
· If the study requires the parent to provide ongoing information about their child’s medical history and/or treatment that is NOT already a part of medical records obtained: It is important to tell us about all your child’s conditions, treatments, or medicines. These could include over-the-counter medicines, vitamins, or herbal remedies, acupuncture, or other alternative treatments. You should also tell us about any changes to these during participation in the study. Consider risk of participant (if turning legal age on study) having the right to see parent reported information.
· Follow-ups, phone calls, etc.
· Describe each group or arm
· If the study involves random assignment, describe this and the probability of assignment to each group. For example: Your child will be put into a study group by chance (depending on # of study arms— “flipping a coin” works best to describe a 2-arm study; “drawing names out of a hat” works best to describe a study with multiple treatment arms). Your child has an X out of X chance of being placed in each group. You and your child cannot choose your child’s group. 
· If the study involves masking, include language describing a single (participant only) or double (participant and site staff) mask, as appropriate. For example: During the study, your child (or you and the investigator) will not know which group they are in. (Your child’s investigator can find out in case of an emergency).
· If placebo will be a randomized assignment group, explain what placebo means. For example: A placebo doesn’t have any drugs or medicine. Your child (or you and the investigator) will not know if your child is receiving placebo or [DRUG NAME]. (Your child’s investigator can find out in case of an emergency).
· For research on investigational drugs or devices, list any options for the participant to get the drug/device after the study, as well as who will pay for this.
· Describe any planned future research (extension study, follow-up study, analysis of specimens). Describe them and whether participants will be asked to sign a separate permission form.
· Include if the study may involve whole genome sequencing or include statement that it will not. If the study will include whole genome sequencing this needs to be very clearly described.
[bookmark: _Hlk39678472]This section summarizes the total volume and maximum number of collections for required blood samples, including the volumes of blood that would be drawn if clinical/safety laboratory tests are not otherwise available per SOC. Include ALL of the study required samples. If the study includes the collection of any OPTIONAL samples, those should have their own separate section, and OPTIONAL should be clearly stated in the sub-header of each section. Repeat this section (“XXX Collection and Testing”) if your study involves collecting other types of samples (urine, breastmilk, CSF, etc.)
Blood Collection and Testing
[bookmark: _Hlk39678589]Blood will be collected from [a/an heel (infants only), finger, hand, or arm stick (if greater than 6 months of age)] or from a line that is already present and used to draw blood. To reduce the number of blood draws or “sticks,” we will make every effort to collect study specific blood samples at the same time as your child’s routine blood draws; however, this may not always be possible. 
Blood samples will be collected up to [specify the maximum number of times blood will be collected during non-SOC draws, include optional blood draws] times from your child. Over the course of the whole study, no more than [amount e.g., a teaspoon] of blood may be collected. We will use this blood for the tests we explain below. 
Describe what tests are being done with the samples that are collected. Describe why it’s important.
If your study requires PK testing, use this language:
The samples that we collect will be used to measure the amount of medicine in your child’s blood. This information helps researchers understand how much medicine to give and how often it should be given.  
If your study requires other tests (e.g., biomarkers), use this language:
The blood that we collect will be used to [Insert additional tests that are being done]. This information will help us better understand the body’s response to certain drugs. This information helps researchers understand [insert why researchers need to know this information]. 
If your study requires collecting samples for genetic tests (now or in the future), include the following GENETIC TESTS section below (specify if this is optional): 
Genetic Tests: Researchers are studying how differences in people’s genes affect health. 
Genetic testing looks at a person’s DNA which carries information about how the body works and responds to medications. These tests may help researchers understand why people respond differently to treatments or why some people may have different health outcomes. 
OPTIONAL: Pharmacogenetic Tests  
We will conduct pharmacogenetic testing as part of this study to [insert rationale for test]. We are interested in understanding if and how differences in genes [Insert gene to be tested] impact drug dosing. 
The pharmacogenetic tests done for this study will not provide you with any medical information about your child’s present condition or any other disease or illness. The site staff will not put information about your child’s pharmacogenetic test results in your child’s medical records, and you/your child will not receive results from these tests.
At the end of this consent form, you will have the chance to tell us whether you will allow us to use one of the blood samples we collect for the purpose of pharmacogenetic testing. 
Leftover samples:
We may also collect “leftover” blood that has already been obtained as part of your child’s routine medical care and is being stored in the laboratory prior to being thrown away. Leftover blood samples used for this study may have been obtained before you signed this permission form and through the [X] day study period. We will only collect leftover samples after you have signed this consent form and may use these samples to perform any of the tests described above that you have chosen to allow.  
Genetic Information Nondiscrimination Act (GINA)
The privacy and confidentiality of genetic test results will be protected, but there can be unforeseen risks to privacy. Since some genetic variations can help to predict future health problems for your child and their relatives, this information might be of interest to health care providers, life insurance companies, and others. However, a U.S. law called GINA provides some protections against discrimination based on genetic information. It:
· [bookmark: _Toc6921283]Protects against genetic discrimination (the use of genetic information to deny things such as employment or getting insurance) by employers and health insurers.   
· Does not protect against genetic discrimination
· by companies that sell life insurance, disability insurance, or long-term care insurance.
· based on an already-diagnosed genetic condition or disease.
[bookmark: _Toc6921284]What are the discomforts or risks of the study?
The risk section should contain the risks associated with the drug only if it is being administered as part of a study procedure (e.g., dictated dosing times or amounts). For studies with a comparator drug/device, medical risks associated with the comparator drug should be described as well. Describe any risks of washout, withholding treatment, or randomization. Include risks for study procedures, e.g., blood draws. If placebo is used in the study, include a statement that the placebo has no known risks.
Consider risks to other study procedures e.g., surveys/questionnaires may cause embarrassment or make participant uncomfortable.
List risks and discomforts in order of most common and most likely to occur, with least likely to occur listed last. Also, list any rare, but serious risks.
If there are many risks, use a bulleted format. If known, provide the percentage or range of occurrence for the risks. Describe the duration of the risks and discomforts. Note whether the risks and discomforts will go away when the study drug, device, or procedure is stopped.
Consider:
Physical risks (for example, medical side effect)
Psychological risks (for example, embarrassment, fear, or guilt)
Privacy risks (for example, disclosure of private information)
Legal risks (for example, legal prosecution or being reported for child abuse)
Social risks (for example, social ostracizing or discrimination)
Economic risks (for example, having to pay money out-of-pocket for research or medical expenses, losing health insurance, or being unable to obtain a job)
Each procedure (e.g., risks of CSF Collection) should have its own title and explanation of associated risks. In general, risks related to procedures should be listed first, and the potential risk of loss of confidentiality should be listed as the last item in this section.
Include the following only if the medicine is being prescribed as part of standard of care: 
[bookmark: _Hlk65693169][bookmark: _Hlk65693203]Please note: your child will not be receiving medicine as part of this study but is being invited to be in this study because they are receiving [insert drug name] as part of their routine standard care or treatment, that we are interested in studying. [Or for Master Protocol’s state:] you are receiving one or more of the drugs we are interested in studying as part of your standard care of treatment. Your child’s health care provider will review with you any side effects of the medicine(s) they are prescribing for your child. You may also request information from the site investigator. 
Include the following when drug (including dose or frequency, if outside site SOC) is being prescribed as part of the protocol, as applicable per considerations above.
Risk of [DRUG NAME]:
For example: There is a risk of [list risks] while taking [Drug Name].
[Drug Name] may cause the following side-effects: List side-effects.
On rare occasions, [Drug Name] can have more serious side effects. If your child experiences any of these symptoms, call your doctor immediately: List side-effects.
Risks of Blood Drawing (ONLY if collected as part of a study specific procedure and not per standard of care): 
[bookmark: _Hlk39679391][bookmark: _Hlk38468308]There are small risks to having blood drawn. These risks may include some pain, discomfort, or bruising where the blood is drawn. There is a small chance of infection and bleeding problems. Your child may feel dizzy or may faint. 
Risks of [other study-specific PROCEDURES] (ONLY if applicable):
Other Risks (ONLY if applicable):
Some of the questions asked on the questionnaires may be embarrassing or make you or your child uncomfortable. After the study ends and once your child reaches legal adulthood, there is a risk that your child could become aware of your answers to the questionnaires if your child requests a copy of their medical record and information from the study was entered into the medical record. If any question makes you or your child uncomfortable, you or your child may decline to answer.
Risk of Pharmacogenetic Testing:
Test results will be kept confidential, but complete confidentiality cannot be guaranteed.  Because some genetic conditions are very rare, it may be possible to identify test results to the person who gave the sample. 
Unforeseen Risks:
There may be risks to you from this research that are not known or foreseeable at this time. 
Include the following section as relevant (for example, consider if drug is being administered as part of research protocol–not per standard of care–and relevant to study population). Include any risks that that may occur for male participants who may impregnate a woman while taking study drug: 
Pregnancy Risks:
If your child becomes pregnant, this [DRUG, DEVICE or PROCEDURES] may involve risks to your child or to the embryo or fetus. It is important that you notify your child’s health care provider and the site staff immediately if your child becomes pregnant while in this study. You will be notified of the results of any pregnancy tests performed while your child is participating in this study, as applicable, based on your state and/or local laws and regulations. The [DRUG, DEVICE, or PROCEDURES] may be [INSERT AS APPLICABLE per PROTOCOL REGARDING PREGNANCY e.g., discontinued] if your child becomes pregnant. Your child may be contacted or asked to return for additional visits to follow your child’s pregnancy until an outcome is known. (Modify per study requirements). There may also be other risks that we may not know about. 
Risk of Loss of Confidentiality (Always include):
There is a risk of loss of confidentiality. Every effort will be made to protect your child’s information, but this cannot be guaranteed. 
[bookmark: _Toc6921285]What other choices are there besides taking part in this study?
If there are alternatives:
Instead of being in this study, your/your child’s choices may include those listed below. You should also talk with your child’s health care provider about other choices.
[List the major approved alternative options such as drugs/devices/procedures]
[Consider, based on the indication and population, whether an alternative might include no active treatment but the support and management of pain and other symptoms to be as comfortable as possible through the remainder of life]
If there are no alternatives:
This study is not designed to diagnose, treat, or prevent any disease. Your child’s alternative is to not take part in the study. Even if you don’t allow your child to participate, they will have access to standard medical care at the study site.
[bookmark: _Toc6921286]Will I/my child be paid for taking part in this study?
Choose the statement that applies to your study.
There will be no money paid to you or your child for being in this study.
OR
[bookmark: _Hlk38468438]You / your child will be reimbursed for time and travel up to $XX for each sample collection, visit or completed study assessment in the form of a [INSERT form of payment]. You / your child may be paid up to a maximum total of $XX for study participation.
Guidelines regarding compensation:
An investigator must minimize the possibility of coercion or undue influence. Financial incentives could be a means for coercion. If compensation will be provided, we suggest the following be specified: 
· The type, amount, frequency, and method of compensation or reimbursement being offered such as a per-visit stipend or reimbursement for travel, gas, etc. 
· When the payment or reimbursement will be made, such as “at study completion.” 
· If participants are offered travel reimbursement, any stipulations placed on the reimbursement should be included, such as a specific distance from the medical center.
· For pre-paid cards, the term “debit card” or “check card” should be used as opposed to “gift card.”
· Financial compensation with ties to commercial products are not preferred. For example, a Visa check card is preferred, rather than a Starbucks gift card.
[bookmark: _Hlk38468550]Will I/my child receive any payment if there is a commercial profit?
Your child’s study data and/or samples will not be sold to anyone. However, the use of study data and/or samples may result in commercial profit. You and your child will not receive any payment if there is commercial profit. 
Will I/my child have to pay to take part in this study?
Modify this section as needed; refer to the study budget to determine what is being paid for by the study and what will be the patient’s responsibility.  
If all study specific procedures and/or study specific tests will be provided to the participant free of charge, use the language below:
There will be no additional costs to you or your child as a result of being in this study. Any study specific procedures or study specific tests will be provided to your child free of charge. However, you or your child’s insurance company will be charged for the routine medical care your child would receive whether or not your child participates in this study. You may wish to contact your child’s insurance company to talk about this further.
If any study specific procedures and/or study specific tests will cost the participant money, use the language below: 
Taking part in this study may lead to added costs to you, such as: [describe these costs].
[bookmark: _Toc6921287]What if my child is injured because of taking part in this study?
This is suggested language but may be influenced by the site’s contract with central IRB. 
[bookmark: _Hlk38468581]If your child is injured or gets sick because of being in this study, seek immediate medical attention, and then call the site investigator named on the first page of this form. The investigator will provide your child with treatment or refer your child for treatment; you and/or your child’s insurance will be billed for this. 
Who will pay if my child is injured? 
PTN studies use the following language verbatim, but injury language should be added according to requirements by the site and sponsor. 
There is no plan by the study site to provide free medical care or money for injuries to participants in this study. There is no plan by the National Institute of Child Health and Human Development (NICHD), Duke University (Duke Clinical Research Institute [DCRI]), or Duke University Health System to provide any reimbursement or payment for any study-related injury costs. 
Are there benefits to taking part in this study?
If there are possible benefits to the participant:
We cannot promise any benefits to your child from taking part in this study. However, possible benefits to your child include [Describe any direct benefits to the participant. If benefits from taking part may not continue after this study has ended, describe them]. We hope the information learned from this study will benefit children in the future.
If there are no expected benefits to the participant but possible benefits to others/scientific knowledge:
There are no direct medical benefits to your child from taking part in this study. We hope the information learned from this study will benefit children in the future.
[bookmark: _Toc6921288]Confidentiality
What happens to my child’s study data and samples?
[bookmark: _Hlk65693673]All data we record as part of this study will be stored in a secure database on a server in the U.S. All study data in the database and samples will be given a unique code number and will not be labeled with your child’s name or initials, social security number, address, or telephone number. The database will include your child’s date of birth, 1st three numbers of your child’s zip code, sex, and dates of study visits. Only the site staff, study team and their authorized representatives and others listed under the “authorization” section will have access to information that may identify your child including the list that can match your child’s name to the unique code number. Separate from the study database, electronic copies of documents may also be provided to the data coordinating center that contain your child’s identifying information. These electronic copies will be checked for accuracy and then immediately destroyed following review. All study members, who accesses your child’s information, will keep it confidential and secure. 
All studies should include the submission of data to a data repository, such as NICHD DASH. For studies that include genetic testing the sample green language below should also be included:
All participants’ de-identified study data and any remaining de-identified study samples will be submitted to a NIH-designated storage location, such as the NICHD Data and Specimen Hub or DASH (https://dash.nichd.nih.gov) [or the NIH database of Genotypes and Phenotypes or dbGaP (https://www.ncbi.nlm.nih.gov/gap/)] from which the data will be shared with other researchers. [Individual level genomic data will be managed in a controlled-access manner. Controlled access means that only researchers who apply for and get permission to use the information and samples for a specific research project will be able to access the information.] Your child’s [genetic data] study data, study samples and health information, stored in these databases, will not be labeled with your child’s name or other information that could be used to identify them. Researchers approved to access information in these databases will agree not to attempt to identify your child. 
De-identified samples may also be used by researchers in the future to conduct tests separate from those being done in the current study. These researchers may conduct whole genome sequencing (WGS); by doing WGS, these researchers may have information that is unique to your child.
The purpose of sharing this information is to make more research possible that may improve children’s health. This will be done without obtaining additional permission from you.
The data and samples collected in this study may be kept forever. We may publish the results of this study. However, we will not include your or your child’s name or any other identifying information. 
[bookmark: _Hlk38468822]What is a Certificate of Confidentiality?
The study data and specimens are covered by a Certificate of Confidentiality (CoC) from the National Institutes of Health (NIH). The CoC further protects you and your child’s privacy. It keeps the courts and other agencies from forcing the U.S. study team to share information or body fluid samples that may identify your child during a legal proceeding unless you agree to this. If you want your study information shared with insurers, medical providers, or others not connected with this research, you must ask the investigator to release it.
Information and body fluid samples can only be shared without your permission if:
1. There is a law that requires us to share this with an agency. An example of this would  
be to report child abuse or contagious diseases; or 
2. The information is used for other research, as allowed by federal rules. 
We must share information for program reviews with the NIH or the U.S. Food and Drug Administration (FDA) who may request these. 
This Certificate does not keep you from sharing information about yourself/your child or your/your child’s participation in this research.
What information will be in my child’s records at the study location?
Study data entered in your child’s medical records will be kept per the study site policies. Other study records will be kept until the FDA has completed their review of the results or for a minimum of 2 years after the study has ended, whichever is longer. A copy of this signed form may go into your child’s medical record. This will allow the health care providers caring for your child to know what tests your child is receiving as part of the study and to know how to take care of your child if they have other health problems or needs during the study. It is possible that you may not be able to see the information that has become part of your child’s records until the entire study is over.
Authorization for the Use and Disclosure of Protected Health Information 
This permission form template contains language to fulfill requirements of the Health Insurance Portability and Accountability Act (HIPAA). Unless HIPAA requirements are met by means of a separate document, consent forms for studies that involve the use or disclosure of protected health information must contain the appropriate HIPAA language. The below Authorization section is written to cover the use of PHI from the child participant; however, if a study is designed to also collect PHI from a parent (if applicable), include information about that in this section. 
The United States government has a Privacy Rule to protect the privacy rights of patients. The Privacy Rule protects the confidentiality of personal health information that can be linked to a specific individual. The information protected under the Privacy Rule is often referred to as “protected health information” or PHI. This section, called an “Authorization,” explains how your child’s PHI will be used and shared, and it also describes your child’s rights.
[bookmark: _Hlk39684278]Your child’s PHI, which may include your child’s date of birth, sex, dosing information, medical records, medical history, and the dates or results of any tests, therapies, or procedures that your child has for their medical care will be shared by site staff with individuals and organizations that oversee this study, including:
Site staff (including those named on the first page of this form),
The study team and their authorized representatives, including laboratories that may be hired to perform tests, 
Government agencies, such as the U.S. FDA and NIH, who will obtain information from this study under the data collection authority given to them under U.S. law.
The Institutional Review Board (IRB), Ethics Committee(s) (US or global) that reviews the ethical conduct of this study. The IRB or ethics committee is a group of scientists and non-scientists who review the ethics of research. The goal of the IRB or ethics committee is to protect the rights and welfare of study participants. 
[List others with whom private information will be shared, e.g., vendors, DMC]
[When the procedures include communicable disease testing, include any disclosures mandated by state-law.]
The sponsor and the groups above will use your health information:
to complete this research
to evaluate the results of the study
to check that the study is being done properly
to obtain marketing approval for new products resulting from this research
We try to make sure that everyone who sees your and your child’s PHI keeps it private, but we cannot guarantee this. If your child’s information is shared by any of the groups named above with anyone outside the study team, it may be further shared by them and may not be covered by U.S. privacy laws. Except when required by law, we will only use or share information outside the study team in a way that nobody can tell it is yours and your child’s information. 
For IL Sites Only: [You have the right to review any mental health information collected about you and shared with others.]  
You do not have to sign this form, but if you want your child to be in this study, you must sign/date this form. By agreeing to be in this study, you are giving permission (also called authorization) for us to use and disclose your child’s PHI as described in this form. If you refuse to allow the study team to share your child’s PHI, your child will not be able to be in the study. However, not signing this form will not affect your child’s access to medical care.
If you do not stop this authorization, it will remain in effect indefinitely or if the study site is located in California, Delaware, Illinois, Indiana, Washington, or Wisconsin it will expire is on 31Dec2070. 
You have the right to stop this Authorization at any time. Your decision to stop your authorization will not involve any penalty or loss of access to treatment or other benefits to which you/ your child is otherwise entitled. If you decide you no longer want your child to participate in this study, but do not stop your Authorization, new health information may be collected until this study ends.
To stop this Authorization, you should inform the site investigator, as named on the first page of this form, of your decision in writing. Stopping your authorization will prevent sharing of PHI in the future but will not affect any PHI that has already been gathered or shared. 
[bookmark: _Hlk39684808]You have the right to review and copy your child’s health information. However, your access to this information may be delayed until the study is complete.
Will I see any study results?
If you do not plan to share individual study results, including clinically relevant research results, use the following statement:
We will not share any of your child’s study results with you. 
If you do plan to share individual study results, and/or clinically relevant research results, use that the following. Also include if you plan to indicate which intervention the child was randomized into.
We will share the following study results that are specific to your child with you [insert specific study results that will be shared with the parent and under what conditions].
If you plan to share overall study results with the participants, include the text below:
You may be contacted by the study team conducting this research in the future to be provided with overall study results (summary results from all participants). This means you will not know the results as they relate to your child specifically. You can contact the site staff if you have any questions about study results availability. 
The text below is required for all studies: 
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.
The web site will not identify your child either. 
You will not be provided with overall results from future studies that use de-identified data and specimens from this study that have been submitted to an NIH storage location such as DASH or dbGaP. 
[bookmark: _Toc6921290]Who can answer my questions about this study?
If you have questions about this study, complaints, or concerns that your child was harmed as a result of participation, call the site staff at the phone number(s) listed on the first page of this form. 
[bookmark: _Hlk65695620]An IRB is overseeing this study. An IRB is a group of people who perform independent review of research studies. You may talk to them at (888)-303-2224 or (800) 562-4789, irb@cgirb.com if:
You have questions, concerns, or complaints that are not being answered by the site staff.
You are not getting answers from the research team.
You cannot reach the research team. 
You want to talk to someone else about the research. 
[bookmark: _Toc6921291]You have questions about your child’s rights as a study participant.
Can my child be removed from this study without my approval?
Your child may be removed from this study by the site investigator or the sponsor without your approval. Possible reasons for removal include:
· [Include protocol specific reasons as applicable]
· Your child’s condition changes, and the study is no longer in your child’s best interest
· The entire study is stopped by the FDA, NICHD, or the IND sponsor
· The investigator is no longer participating in the study
· Your child does not follow the study rules
[bookmark: _Hlk38469101][bookmark: _Toc6921292]Include as applicable what may happen if participant becomes pregnant while on-study e.g., While your child will not be removed from this study if they are to become pregnant, we request that you let the site staff know and inform your doctor. No further samples will be collected from your child.
How will I be informed about new information?
[bookmark: _Hlk38469256]We may learn new information during the study that you may need to know. We may also learn about things that might make you want to stop your child’s participation in the study. If this happens, you will be notified about any new information in a timely manner. You may also be asked to sign a new permission form that describes these new findings if you decide to continue in the research study.
What happens if I agree to have my child participate in this study, but I change my mind later?
Include if there are procedures for orderly termination of taking part in the study.
[bookmark: _Hlk38469401]If you decide you no longer want your child to participate in this study, call the site staff at the phone number listed on the first page of this form [insert and describe the procedures for orderly termination by the participant].
Include if there are any risks to early termination.
If you decide to leave the study early, there may be risks with this decision. These may include: [Describe the adverse consequences].
No additional samples will be collected and no new information about your child will be collected for study purposes unless your child has a side effect related to being in this study. If a side effect occurs, the site staff may need to contact you or review your child’s medical records.
[bookmark: _Hlk38469449]Any information and study samples collected before your decision to no longer have your child participate in this study will remain a part of the study records.
Future Contact for New Research Opportunities
Studies may consider the opt-in/opt-out option to be contacted in the future about participating in new studies. 
At the end of this permission form, you will have the chance to tell us whether or not you will allow the study team to contact you in the future about opportunities for additional research studies that your child may be eligible to participate in. If you choose not to allow researchers to contact you in the future, your child can still participate in this research study.  







	Optional: Decision to Allow Contact about Opportunities for Future Research Studies

	Please initial the appropriate line to indicate whether or not you agree to allow contact about opportunities for future research.  

	The information below can only be completed by the parent or legal guardian.

	Initials 
	Yes, I give study team permission to contact me about opportunities for future research studies.

	

	Initials
	No, I do not give study team permission to contact me about opportunities for future studies. I understand that my child may still participate in this study without providing permission to contact me about opportunities for future research studies.



	Optional: Decision to Include Blood Sample for Pharmacogenetic Testing 

	Please initial the appropriate line to indicate whether or not you agree to provide a blood sample for pharmacogenetic testing

	The information below can only be completed by the parent or legal guardian.

	Initials 
	Yes, I give study team permission to collect a blood sample for pharmacogenetic testing.

	

	Initials
	No, I do not give study staff permission to collect a blood sample for pharmacogenetic testing. I understand that my child may still participate in this study without providing a blood sample for pharmacogenetic testing.


· Minor participants are required to sign under “Assent - Minor Participant.” 
· Parent / Legal Guardians of minor participants are required to sign under “Parental Permission”
· For adult participants who do not have the capacity or legal right to consent, the adult participant should sign, as able, under “Statement of Assent for Adult Participant Who Does Not Have the Capacity or Legal Right To Consent/Refuse Medical Treatment”. The Legally Authorized Representative for the adult participant should provide their consent and sign under the same section.
· The person obtaining permission/assent is required to sign under “Parental/Legal Guardian Permission and/or Assent”





	[bookmark: _Hlk517881394]STATEMENT OF PARENTAL PERMISSION
(Parent or Legal Guardian providing permission for a minor participant)

	By signing this form, I confirm that:
· I have read this permission form and was given enough time to consider the decision for my child to participate in this study. 
· The purpose of this study, procedures to be followed, risks, and benefits have been explained to me. 
· I have been encouraged to ask questions, and my questions have been answered to my satisfaction. 
· I have been told whom to contact if I have questions, to talk about problems, concerns, or suggestions related to this study. 
· I have read this form and agree to give permission for my child to participate in this study and for the use of associated protected health information.
· I understand that participation in this study is voluntary, and I may choose to stop my child’s participation in this study at any time without any penalty or loss of access to treatment or other benefits to which my child is otherwise entitled. 
· I have been told that I will be given a signed and dated copy of this form. 
[as well as a signed and dated copy of the Experimental Subject’s Bill of Rights. ***For CA Sites Only***]

	
	
Printed Name of Participant 

	The information below can only be completed by the Parent or Legal Guardian capable of providing permission for a minor participant.

	For Parents or Legal Guardians (Individual Authorized to Consent to the Child Participant’s General Medical Care): By signing below, I certify that I am the parent or legal guardian of the participant named above. I am permitted under state law to sign this form on behalf of the participant.

		
Printed Name of Parent or Legal Guardian 
	Relationship to participant, if applicable (check one)

	
	|_| Legal Guardian

	
	|_| Mother
	|_| Father

		
Signature of Parent or Legal Guardian
	Date:

	
	Time:
|_| AM / |_| PM (check one)
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Statement of Assent: 
· If assent is obtained, and the individual obtaining assent judges the participant to have understood this permission form (e.g., older child), have the participant document their assent by signing this form in the assent box.
-OR-
· If assent is obtained via a separate assent form e.g., written in simpler language for a younger child to understand, have the participant providing assent document their assent on a separate assent form.
-OR-
· The investigator determines that the participant is not capable of providing assent e.g., physically, or cognitively unable, or child is below age that requires documentation of assent, site staff must document reason for non-assent, and all attempts to obtain (as applicable). 

	STATEMENT OF ASSENT – MINOR PARTICIPANT 
(Minor participants up to the age of majority)

	By signing this form, I confirm that:
· I understand the information within this form and was given enough time to consider the decision to participate in this research study.  
· The purpose of this research study, procedures to be followed, risks, and benefits have been explained to me.  
· I have been encouraged to ask questions, and my questions have been answered to my satisfaction.  
· I have been told whom to contact if I have questions, to talk about problems, concerns, or suggestions related to this study.  
· I agree to give my assent to participate in this research study, with the understanding that participation in this research is voluntary.
· I have been told that I may stop participating in this study at any time without any penalty or loss of access to treatment or other benefits to which I am otherwise entitled.  
· I have been told that I/ my parent/ legal guardian will be given a signed and dated copy of this form. 
· I have been told that if I am or become pregnant, the site staff may tell my parent/legal guardian
· I have been told that if I become an adult while enrolled in this study. I will be asked to sign a new consent form. 

	The information below can only be completed by a minor participant capable of providing assent. 

	Printed Name of Minor Participant

	Signature of Minor Participant, as able
	Date:


· [bookmark: _Hlk39673442]All participants unable to consent are required to assent, unless the investigator determines that the capability of the participant is so limited that the participant cannot reasonably be consulted.
· If assent is obtained, have the person obtaining assent document assent on this form.
· The Legally Authorized Representative (LAR) consent for an adult participant who is unable to consent should be documented in this section.








	STATEMENT OF ASSENT FOR ADULT PARTICIPANT AND CONSENT FOR LEGALLY AUTHORIZED REPRESENTATIVES (LARs)
(For adult participants who do not have the capacity or legal right to consent/refuse medical treatment and for their legally authorized representatives)

	By signing this form, I confirm that:
· I understand the information within this form and was given enough time to consider the decision to participate in this research study.  
· The purpose of this research study, procedures to be followed, risks, and benefits have been explained to me.  
· I have been encouraged to ask questions, and my questions have been answered to my satisfaction.  
· I have been told whom to contact if I have questions, to talk about problems, concerns, or suggestions related to this study.  
· I agree to give my assent to participate in this research study, and for the use of associated protected health information, with the understanding that participation in this research is voluntary.
· I have been told that I may stop participating in this study at any time without any penalty or loss of access to treatment or other benefits to which I am otherwise entitled.  
· I have been told that if I am or become pregnant, the site staff may tell my parent/legally authorized representatives.
· I have been told that I/ my legally authorized representative (LAR) will be given a signed and dated copy of this form.

	The information below can only be completed by an adult participant capable of providing assent and/or their Legally Authorized Representative. 

	
	
Printed Name of Adult Participant

	

	
Signature of Adult Participant, as able
	Date:

	For Legally Authorized Representative (LAR): I certify that I am the legally authorized representative of the adult participant named above. I am permitted under state law to sign this form on behalf of the participant.

	

	
Signature of Legally Authorized Representative
	Date:

	
	Time:
|_| AM / |_| PM (check one)



	
	
	




	STUDY STATEMENT OF PERSON OBTAINING PARENTAL/LEGAL GUARDIAN/LEGALLY AUTHORIZED REPRESENTATIVE PERMISSION AND/OR ASSENT (As applicable)
My signature below documents that: I have fully explained the study described by this form in a language the above person(s) signing this form understood. I have answered their questions and will answer any future questions to the best of my ability. I will tell the above person(s) signing this form of any changes in procedures or in the possible harms/possible benefits of the study that may affect their willingness to provide Permission/Assent to stay in the study. Permission/Assent was freely given, and I will provide the above person(s) signing this form with a signed and dated copy of this form. 

	[bookmark: _Hlk39686884]The information below can only be completed by the person obtaining permission/assent. 

	· I have explained the study to the extent compatible with the above person(s) signing this form capability, and the above person(s) signing this form have agreed to be in the study.
OR
· The participant is not able to assent because the capability of the participant is so limited that the participant cannot reasonably be consulted.

	


Printed Name of Person Obtaining Permission /Assent 
	Signature of Person Obtaining Permission/ Assent
	Date:


	
	
	




CALIFORNIA HIPAA AUTHORIZATION
**This HIPAA section will be for sites that are only located in CA**
Federal regulations give you certain rights related to your health information. These include the right to know who will receive the information and how it will be used. The study doctor must obtain your authorization (permission) to use or release any health information that might identify you.
In this form “you” generally refers to the research participant.
WHAT INFORMATION MAY BE USED AND SHARED?
The study doctor and study staff will use and share your health information as part of this research study. Except when required by law, you will not be identified by name, address, telephone number or other facts that could identify the health information as yours.  
Examples of the information that may be used are:
· Medical records (from any doctor, hospital, or other healthcare provider)
· Information created or collected during the research. This could include your medical history, and dates or results from any physical exams, laboratory tests or other tests.
WHO WILL RECEIVE INFORMATION ABOUT YOU?
The study doctor and study staff will share your personal health information with:
· the sponsor, including persons or companies working for or with the sponsor
· Independent/Institutional Review Board (IRB) 
· the U.S. Food and Drug Administration (FDA)
· Department of Health and Human Services (DHHS) agencies
· other regulatory agencies 
WHY WILL THIS INFORMATION BE USED AND/OR GIVEN TO OTHERS?
The sponsor and the groups above will use your health information:
· to complete this research
· to evaluate the results of the study
· to check that the study is being done properly
· to obtain marketing approval for new products resulting from this research
IS MY HEALTH INFORMATION PROTECTED AFTER IT HAS BEEN GIVEN TO OTHERS?
Your health information may be further shared by the groups above. If shared by them, the information will no longer be covered by this Authorization. These groups are committed to keeping your health information confidential. 
WHAT IF I DECIDE NOT TO ALLOW THE USE OF MY HEALTH INFORMATION?
You do not have to sign this form. If you do not sign this form, you cannot take part in this research study. 
MAY I WITHDRAW OR REVOKE (CANCEL) MY PERMISSION?
YES. You may withdraw your permission to use and disclose your health information at any time. You can do this by sending written notice to the study doctor. If you withdraw your permission, you will not be able to continue being in the research study.
WHAT HAPPENS IF I WANT TO WITHDRAW MY AUTHORIZATION?
Information that has already been gathered may still be used and given to others. If you withdraw your permission, no new health information will be gathered unless you have a side effect related to the study.  
If you withdraw from the study but do not withdraw your Authorization, new health information may be collected until this study ends.  
WILL MY AUTHORIZATION EXPIRE?
This Authorization will expire December 31, 2070, unless you withdraw it in writing before then.
MAY I REVIEW OR COPY THE INFORMATION OBTAINED OR CREATED ABOUT ME?
YES. You have the right to review and copy your health information. However, your access to this information may be delayed until the study is complete.
Your decision to withdraw your Authorization or not to participate will not involve any penalty or loss of access to treatment or other benefits to which you are otherwise entitled.  

AUTHORIZATION
By signing this form, I allow the use or disclosure of my health information. I will receive a signed and dated copy of this Authorization.
		
Printed Name of Participant (if not signing the Authorization)

	The information below can only be completed by a Participant of legal age or their Legally Authorized Representative (LAR), a Parent or a Legal Guardian capable of providing permission. 

	For Parents or Legal Guardians (Individual Authorized to Consent to the Child Participant’s General Medical Care): By signing below, I certify that I am the parent or legal guardian of the participant named above. I am permitted under state law to sign this form on behalf of the participant.

	For Legally Authorized Representative (LAR): I certify that I am the legally authorized representative of the adult participant named above. I am permitted under state law to sign this form on behalf of the participant.

		
Printed Name of Parent or Legal Guardian 
(or Printed Name of Participant of legal age or their LAR)
	Relationship to participant, if applicable (check one)

	
	|_| N/A - Self

	
	|_| Mother
	|_| Father

	
	|_| Legal Guardian
	|_| LAR

		
Signature of Parent or Legal Guardian
(or Signature of Participant of legal age or their LARs)
	Date:

	
	Time:
|_| AM / |_| PM (check one)






