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CONSENT/PERMISSION/ASSENT FORM FOR A DATA &/OR SPECIMEN REPOSITORY (TEMPLATE VERSION: 10/28/15)

This form may be used for collection of data and/or any specimens of body materials (e.g., surgically obtained specimens, biopsy specimens, blood, urine, nail, hair, saliva, breast milk, pus, buccal cells, etc.) The type of body materials to be collected should be specified by inserting the name of the specimen type throughout the document. 

**Note - only add the CTSI language if the study has been accepted by the CTSI.

Note: Form should be formatted in at least 12 point font (times new roman) or equivalent.

Note: throughout, “data and specimens” are indicated. If only data or only specimens will be collected, the form should be revised to reflect that.
[all instructions (in RED) and text not applicable to the research should be deleted when the form is modified for use on a particular study]
Children’s Hospital Los Angeles
CONSENT/PERMISSION/ASSENT
 for the Use of Specimens and Data for Future Research
[Insert title of research]

[If title is technical, add lay language title]

[If the research involves using different forms for different populations, identify the population group as a subtitle]

	 Subject’s Name:
	

	     CHLA#[if applicable]:
	
	Birth Date:
	

	
	
	
	


SYMBOL 183 \f "Symbol" \s 10 \h
INTRODUCTION


Suggested text:
You are invited to participate in a research repository at [indicate the location of the repository]. [insert name and degrees of the CHLA PI] from the [insert department/division affiliation(s)] at Children’s Hospital Los Angeles (CHLA) is creating this repository.  This research is sponsored by [Insert name of funding source, when applicable] and supported in part by the Clinical Translational Science Institute grant awarded to CHLA [if applicable].  You are invited to participate in this research because you have [identify condition] [if applicable], you are related to someone with [identify condition] [if applicable], or you are healthy and we need specimens and data from healthy people to compare with those from people with [identify condition] [if applicable].
Participation in this research repository is completely voluntary.  Please read the information below and ask questions about anything you do not understand before deciding whether or not to participate.
SYMBOL 183 \f "Symbol" \s 10 \h
PURPOSE OF THE STUDY
Suggested text:
The purpose of creating a research repository with specimens and/or data from people with a certain condition is to allow researchers to pool information and specimens from a large number of people.  This may make it easier for researchers to answer specific questions about the nature of the condition or test new treatments (in a laboratory) on the cells of people with that condition. 
[add if specimens/data may be used for any research:] For this repository, the specimens and data collected may be used for research on any condition.
SYMBOL 183 \f "Symbol" \s 10 \h
PROCEDURES

Suggested text:
If you volunteer to participate in this repository, we would ask you to do the following things:

· [if applicable:] Allow the researchers to d information on your condition and treatment from your medical record

·  [if applicable:] Complete a questionnaire about your personal and family [if applicable] health history.

· This questionnaire will include questions about [describe nature of question, including specific high risk areas like drug use, alcohol use during pregnancy, etc.]. 
· The questionnaire will take about [describe length of time] to complete.
·  [if applicable:] Allow the researchers to use any [identify type of tissue: bone marrow, tumor tissue] that is leftover after you have your [identify clinical procedure: bone marrow aspiration, surgery, etc.] done as part of your clinical care.

·  [if applicable:] Allow the researchers to take additional [identify type of tissue: bone marrow, tumor tissue] during your [identify clinical procedure: bone marrow aspiration, surgery, etc…] done as part of your clinical care.

·  [if applicable:] Allow the researcher to withdraw [identify amount in ml and teaspoons] of blood. This will be done by placing a needle in your vein. 
· If you wish, you can have a numbing spray or cream put on your skin on the place where the needle will be inserted. [if applicable] 
· This blood may be drawn at the same time you have to have blood drawn for your clinical care. [if applicable]
· The results of your pregnancy test(s) will be shared with your parent(s) if they request to see them. [if pregnancy testing of minors will be conducted on blood specimen]
·  [if applicable:] Allow the researcher to take clippings of your fingernails [or hair, as applicable].
· [if applicable:] Provide a urine specimen. 
· Your pregnancy test results will not be shared with your parent(s). [if pregnancy testing of minors will be conducted on urine specimen]
· [add any other types of data/specimen collection not listed above]
Additional description (as needed):
· Describe the schedule of any repeat collections, including how long  the collection visits will continue

· If the parent completes any procedures, please add the following sub-headers to this section “FOR YOU” AND “FOR YOUR PARENT” and clarify which procedures will be completed by the subject and which by the parent.

[if applicable:]
Specimens included in this repository may undergo genetic testing. Genes are the blueprint for your body and the whole genetic blueprint (called the “genome”) for each person is unique. Some genetic testing may look at just a small part of the genome and some genetic testing may look at the whole genome. 

(select one of the three following paragraphs or modify to combine as appropriate:)

Reports about the research done with your specimens or data will not be given to you or your doctor or put in your medical chart.  The reason the results of these research tests will not be shared is that the tests are experimental and the researchers are not yet sure whether these tests are useful for clinical care. 

- or-

Reports about the research done with your specimens or data will not be given to you or your doctor or put in your medical chart. This is because the researchers will only use de-identified samples and data; therefore the results cannot be connected back to you.

- or-

The research done with your specimens or data is unlikely to produce any information that might be useful for your clinical care. However, if, in the future, researchers uncover information that may be useful to you or your family, the researchers at CHLA will attempt to contact you with those results. [this may only be included if the data/specimens will not be sent to the repository as anonymous]
SYMBOL 183 \f "Symbol" \s 10 \h
POTENTIAL RISKS AND DISCOMFORTS

· Identify each research procedure (as described in the procedure section above) and describe any reasonable foreseeable risks, discomforts, inconveniences, and how these will be managed. In general list side effects or complications from most to least severe.

· In addition to physiological risks/discomforts, describe any psychological, social, legal, or financial risks that might result from participating in the research.

· If there are significant physical or psychological risks to participation that might cause the researcher to terminate the study, please describe them.
· If the parent completes any procedures, please add the following sub-headers to this section “FOR YOU” AND “FOR YOUR PARENT” to clarify the risks to the subject vs. the risks to the parent.

[for all repositories, except those with a completely anonymous data collection method involving no identifiers and no links, the following should be included]

There is the potential of accidental release of confidential information.

[for all studies, it is recommended that the following be included]
There may be additional risks to participation in this research repository that we do not know about and therefore cannot describe.
SYMBOL 183 \f "Symbol" \s 10 \h
ANTICIPATED BENEFITS TO SUBJECTS 

Suggested text:
You should not expect any direct benefit as a result of participating in this research repository.
SYMBOL 183 \f "Symbol" \s 10 \h
ANTICIPATED BENEFITS TO SOCIETY

Suggested text:
We hope that the future research conducted on the specimens and data [if applicable] will help scientists learn more about [identify condition]. 
SYMBOL 183 \f "Symbol" \s 10 \h
POSSIBLE COMMERCIAL PRODUCTS

Suggested text:
Children’s Hospital Los Angeles or another institution designated by CHLA will own your specimen.  If a commercial product is developed from this research project, it will be owned by CHLA or an associated institution.  There is no plan for subjects to profit from any product developed from research done on your specimens.

(if applicable) Cells obtained from you may be used to create a cell line which may be shared in the future with other researchers and which may be of commercial value.  A cell line is a special set of cells that can grow for a long time in the laboratory.  Information from a cell line can be useful because they can provide information about certain diseases or because they may produce useful products. 

SYMBOL 183 \f "Symbol" \s 10 \h
ALTERNATIVES TO PARTICIPATION

Suggested text:
The alternative to participation is to not participate.

SYMBOL 183 \f "Symbol" \s 10 \h
PAYMENT FOR PARTICIPATION

(Note: If your research will offer neither payment nor travel reimbursement, please omit this entry and delete the heading.)

[If the subject will receive payment, describe:]
· remuneration amount (per visit and total for completing all study visits)

· how payment will be made (cash, check, gift card, toys, ipads, backpacks, other objects, etc.)

· when payment is scheduled (i.e. “at the end of each visit”).

· who will receive the payment (specify whether the child or parent if the subject is a minor). 

· If the payment is split between parent and child, that should be specified

· if children under a certain age will not be given payment, but children over a certain age will, that should be specified.
[if the payment is expected to reach $600 or more in a calendar year, please include the following:]

In order to receive payments, a valid social security number must be provided to the study team. It is the recipient’s responsibility to cover any taxes due as a result of these payments.  You have the right to decline payments if you wish.
[if reimbursement will be offered for travel expenses, please include the following:]

· What type of travel costs will be reimbursed? (parking, bus/taxi, baby-sitter, travel companion/assistant, etc.)

· If there is a maximum reimbursement per visit, that should be indicated

· If there are conditions for reimbursement (i.e. must provide receipts), that should be indicated.
SYMBOL 183 \f "Symbol" \s 10 \h
FINANCIAL OBLIGATION 

(Note: If there is no financial obligation of the subject, please say so.)
Suggested text:
This research study is funded by [name of agency/company] and supported in part by the Clinical Translational Science Institute (CTSI) grant awarded to CHLA [if applicable]. Participants and their families are not responsible for any of the costs involved in this research.  Neither you nor your insurance company will be billed for your participation in this research.

(Or, describe any financial obligations of the family)

This research includes procedures that are also a part of the standard treatment of your disease.  The costs of these procedures will be billed to your insurance or other third-party payer.  You may be responsible for any co-pays or deductibles.
(if applicable add) Your family is responsible for other costs which may result from your participation in the research, such as time off of work, car fare, baby sitter fees, food purchased while at the hospital, etc.

Guidelines:
· If the charges will be paid by a sponsor or granting agency, indicate so.

· If it is possible that procedures or tests the subjects will undergo will not be covered by their insurance, health benefits plan, or other third party payers, this should be made clear.

· Itemize and estimate the charges that subjects participating in the research will be expected to pay if the charges are not paid by their insurance or other third payer.

SYMBOL 183 \f "Symbol" \s 10 \h
EMERGENCY CARE AND COMPENSATION FOR INJURY

[Suggested text if study is industry sponsored:]
It is important that you promptly tell the study doctor if you feel that you have been injured because of taking part in this study.  You can tell the study doctor in person, or call him/her at [Principal Investigator’s phone number].  If you are injured or become ill as a direct result of participating in this study, CHLA will provide necessary medical treatment.  The costs of treatment may be billed to you or your insurer like other medical costs, or may be covered by the study sponsor, depending on a number of factors.  CHLA has no program to provide you with any additional compensation as a result of any injuries.  You do not waive any liability rights for personal injury by signing this form.
[Suggested text if study is NOT industry sponsored:]
It is important that you promptly tell the study doctor if you feel that you have been injured because of taking part in this study.  You can tell the study doctor in person, or call him/her at [Principal Investigator’s phone number].  If you are injured or become ill as a direct result of participating in this study, CHLA will provide necessary medical treatment.  The costs of treatment will be billed to you or your insurer like other medical costs.  CHLA has no program to provide you with any additional compensation as a result of any injuries.  You do not waive any liability rights for personal injury by signing this form.
SYMBOL 183 \f "Symbol" \s 10 \h
PRIVACY AND CONFIDENTIALITY

Guidelines:
· Give a brief description of how personal information, research data, and related records will be coded, stored, etc. to prevent access by unauthorized personnel.

· If any other uses are contemplated, explain how specific consent will be solicited.

· If applicable, state if and when individual responses to survey questionnaires will be destroyed, following analyses of the data.

Suggested text (if specimens/data will be placed in the repository as coded)

CHLA will take precautions to make sure that information about you is kept private.  Your data and specimens will be labeled with a unique research code, and not your name or other directly identifying information.  This will make it difficult for anyone outside of the CHLA research team to connect you to your specimens and data. 

Suggested text (if specimens/data will be placed in the repository as anonymous)

CHLA will take precautions to make sure that information about you is kept private.  Your specimens and data will not be labeled with your name or other identifying information when it is placed in the repository.  This means that your specimens and data cannot be connected back to you either by the CHLA research team or by the researchers who may use your specimens and data in the future. 

 [Suggested text if you WILL NOT obtain a Certificate of Confidentiality]
Members of the research team and, if appropriate, your physicians and nurses will know that you are a research subject.  No information about you or provided by you during the research will be disclosed to others without your written permission, except:

-
if necessary to protect your rights or welfare (for example, if you are injured and need emergency care); or

-
if required by law (i.e., child or elder abuse, harm to self or others, reports of certain infectious diseases).

When the results of the research are published or discussed in conferences, no information will be included that would reveal your identity.  [delete the following sentence if no photographs, videos, or audio tapes are recorded for this research] If photographs, videos, or audio-tape recordings of you will be used for educational purposes, your identity will be protected or disguised.  [Describe the subject’s right to review/edit the tapes, who will have access, and when they will be erased.  Describe how personal identities will be shielded, disguised, etc.]
Authorized representatives of the Food and Drug Administration (FDA) (if applicable), the Department of Health and Human Services (if applicable), the manufacturer of the drug [or device] being tested [insert name of company or delete item if no drug/device manufacturer is relevant to this research], the Clinical Translational Science Institute (CTSI) [if applicable], and the CHLA Institutional Review Board (IRB) may need to review records of individual subjects.  As a result, they may see your name; but they are bound by rules of confidentiality not to reveal your identity to others.

[Add if appropriate]

Because this research involves medical procedures, a copy of this consent form will be placed in your medical record.  This will allow the doctors that are caring for you to obtain information about what procedures you are receiving in the study and treat you appropriately. 

[Suggested additional text if you WILL obtain a Certificate of Confidentiality]

Members of the research team and, if appropriate, your physicians and nurses will know that you are a research subject.  Your specimens and data [if applicable] will be kept confidential. 

Authorized representatives of the Food and Drug Administration (FDA) (if applicable), the Department of Health and Human Services (if applicable), the manufacturer of the drug [or device] being tested [insert name of company or delete item if no drug/device manufacturer is relevant to this research], the Clinical Translational Science Institute (CTSI) [if applicable], and the CHLA Institutional Review Board (IRB) may need to review records of individual subjects.  As a result, they may see your name; but they are bound by rules of confidentiality not to reveal your identity to others.

To help us protect your privacy, we have obtained a Certificate of Confidentiality from the National Institutes of Health [or “Food and Drug Administration,” as applicable].  With this Certificate, the researchers cannot be forced to disclose information that may identify you, even by a court subpoena, in any federal, state, or local civil, criminal, administrative, legislative, or other proceedings.  The researchers will use the Certificate to resist any demands for information that would identify you, except as explained below.

You should understand that a Certificate of Confidentiality does not prevent you or a member of your family from voluntarily releasing information about yourself or your involvement in this research.  If an insurer, employer, or other person obtains your written consent to receive research information, then the researchers may not use the Certificate to withhold that information.

The Certificate of Confidentiality does not prevent the researchers from disclosing voluntarily, without your consent, information that would identify you as a participant in the research project under the following circumstances:
· voluntary disclosure by researchers of information on such things as child or elder abuse, reportable communicable diseases, or possible threat to self or others.

A Certificate of Confidentiality does not represent an endorsement of the research study by the Department of Health and Human Services or the National Institutes of Health.

When the results of the research are published or discussed in conferences, no information will be included that would reveal your identity.  [delete the following sentence if no photographs, videos, or audio tapes are recorded for this research] If photographs, videos, or audio-tape recordings of you will be used for educational purposes, your identity will be protected or disguised.  [Describe the subject’s right to review/edit the tapes, who will have access, and when they will be erased.  Describe how personal identities will be shielded, disguised, etc.]
[Add if appropriate]

Because this research involves medical procedures, a copy of this form will be placed in your medical record.  This will allow the doctors that are caring for you to obtain information about what procedures you are receiving in the research and treat you appropriately. 

SYMBOL 183 \f "Symbol" \s 10 \h
PARTICIPATION AND WITHDRAWAL

Your participation in this research repository is VOLUNTARY.  Your choice about whether or not to participate will have no effect on your care, services or benefits at Children’s Hospital Los Angeles.
[if the data/specimens will be recorded as coded or directly identified add:]
If you agree to participate, but later decide to withdraw from this research repository, you may do so without affecting your rights to health care, services or other benefits at Children’s Hospital Los Angeles.  Please contact the Principal Investigator if you wish to withdraw from the repository.
Suggested text [if the data/specimens will be recorded as anonymous add:]
If you agree to participate, but later decide to withdraw from this research repository, you will not be able to do so because your data and specimens were placed in the repository without any way to link them back to you (anonymous).

SYMBOL 183 \f "Symbol" \s 10 \h
NEW INFORMATION
(Note: If subject participation only involves one study visit and the data collection method is completely anonymous with no identifiers and no links, please omit this entry and delete the heading.)
If there is significant new information found during the course of the research or the research plan is changed in a way that might affect your decision to continue participating in the repository , you will be informed and your consent to continue participating in the research repository may be requested.
SYMBOL 183 \f "Symbol" \s 10 \h
HOW TO OBTAIN INFORMATION
Daytime, Monday through Friday, 8:00 A.M. through 4:30 P.M. you may call Dr. [Principal Investigator’s name] at [phone]. 

Evenings, nights, weekends or holidays you may call the hospital number, 323/660-2450 and ask for the [Division or Clinical Service] Service doctor on-call. 

SYMBOL 183 \f "Symbol" \s 10 \h    FINANCIAL INTEREST OF THE INVESTIGATOR

Indicate the funding source for the study, if any. If applicable, describe any direct financial incentive to the investigator if the subject agrees to participate in the study. 

Suggested text for funded research:
Funding for this research repository is provided by [Indicate funding sources, including CTSI, if applicable].  The amount of funding is based/not based [choose one] upon the number of research subjects enrolled.  If your physician is an investigator for this study he/she is interested in both your healthcare and the conduct of this research.  You are not under any obligation to participate in a research study conducted by your physician.
Suggested text for unfunded study:
This research repository is not funded.  If your physician is an investigator for this repository, he/she is interested in both your healthcare and the conduct of this research.  You are not under any obligation to participate in research conducted by your physician.
SYMBOL 183 \f "Symbol" \s 10 \h
RIGHTS OF RESEARCH SUBJECTS

You may withdraw from this research at any time and discontinue participation without penalty.  You are not waiving any legal claims, rights or remedies because of your participation in this research.  If you have questions regarding the rights of research subjects or if you have complaints or concerns about the research and cannot reach the Principal Investigator; or just want to talk to someone other than the Investigator, you may call Children’s Hospital Los Angeles, Human Subjects Protection Program office at (323) 361-2265.
If the study is supported through the CTSI, add:

As a participant in CTSI sponsored research you have the right to speak with the Research Subject Advocate for the CTSI.  Pramod Lad is available to discuss the research with you privately and answer any questions you may have prior to enrolling or at any time during or following completion of the research.  The discussion will remain confidential. Pramod Lad can be reached at (323) 361-1847.

Choices for Uses of Your Information and Specimens [if any part of specimen/data disposition is optional]
Please read the information below and indicate your choices (provide your initials beside each decision) for the use of your information and specimens.

1. My specimens and data may be kept for use in research to learn about, prevent, or treat [name of disorder].

_______Yes
_______No   [for subject to complete, if subject is 14 years or older]

_______Yes
_______No   [for parent to complete, if subject is a minor]

2. My specimens and data may be kept for use in research to learn about, prevent or treat diseases of the (name of organ system).
_______Yes
_______No   [for subject to complete, if subject is 14 years or older]

_______Yes
_______No   [for parent to complete, if subject is a minor]

3. My specimens and data may be shared with other researchers to learn about, prevent or treat health problems that may be unrelated to my illness.

_______Yes
_______No   [for subject to complete, if subject is 14 years or older]

_______Yes
_______No   [for parent to complete, if subject is a minor]

4. Someone from CHLA may contact me in the future to take part in other research.

_______Yes
_______No   [for subject to complete, if subject is 14 years or older]

_______Yes
_______No   [for parent to complete, if subject is a minor]

	SIGNATURE OF RESEARCH SUBJECT (If the subject is 14 years or older)


Your signature below indicates 

· You have read this document and understand its meaning; 

· You have had a chance to ask questions and have had these questions answered to your satisfaction; 

· You consent/assent to your participation in this research study; and

· You will be given [as applicable] a copy of the Experimental Subject’s Bill of Rights, a signed copy of this form, and a signed copy of the HIPAA authorization form.

____________________________________

Print Name of Subject
____________________________________    ______________
Signature of Subject



    Date

	SIGNATURE OF PARENT(S)/LEGAL GUARDIAN(S) (If the subject is a minor)


Your signature(s) below indicates 

· You have read this document and understand its meaning; 

· You have had a chance to ask questions and have had these questions answered to your satisfaction; 

· You agree to your child’s participation in this research study; 

· [if applicable – keep in if the parent completes any questionnaires or participates in other research activities] You agree to your own participation in this research study; and 

· You will be given [as applicable] a copy of the Experimental Subject’s Bill of Rights, a signed copy of this form, and a signed copy of the HIPAA authorization form.

____________________________________    ____________________________________
Print Name(s) of Parent(s)/Legal Guardian(s) 

____________________________________    ______________
Signature of Parent/Legal Guardian

    Date

____________________________________    ______________
Signature of Parent/Legal Guardian

    Date

	SIGNATURE OF INDIVIDUAL OBTAINING CONSENT


I have explained the research to the subject and/or the subject’s parent(s)/legal guardian(s) and have answered all of their questions.  I believe that they understand all of the information described in this document and freely give consent/permission/assent to participate.

____________________________________

Print Name of Individual Obtaining Consent

____________________________________    ______________
Signature of Individual Obtaining Consent
    Date

	SIGNATURE OF WITNESS (if applicable)


My signature as Witness indicates that the subject and/or the subject’s parent(s)/legal guardian(s) voluntarily signed this consent/permission/assent form in my presence.

____________________________________

Print Name of Witness
____________________________________    ______________
Signature of Witness



    Date

	SIGNATURE OF INTERPRETER (if applicable)


____________________________________

Print Name of Interpreter
____________________________________    ______________
Signature of Interpreter


    Date

Study Team Instructions: Only complete the section below if assent is required, and either only verbal assent was obtained from the subject or assent was not obtained from the subject.
	Please check appropriate box and sign below.

 FORMCHECKBOX 
 The undersigned, _____________________, hereby certifies that verbal assent was obtained from the subject.

 FORMCHECKBOX 
 Assent was not obtained from the subject. (Please state the reason. Examples include: subject is an infant; subject is comatose; subject lacks cognitive abilities to understand the information; etc.)

_____________________________________________________________________________

_____________________________________________________________________________

Date:_____________

Time:______________                    Signature_________________________________________




Routing of signed copies of the form:

1) Give to the subject if at least 14 years old (copy)
2) Give to the parent/legal guardian if subject is a minor (copy)

3) Place in the CHLA Medical Record (copy) [if applicable]
4) Place in the Principal Investigator’s research file (original)

� This form also serves as the permission form for the parent(s) to read and sign.  In this case, “You” refers to your child.





Date: [insert date]


IRB#: CHLA-[insert CHLA# (not APP#) once available]


