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PARENT/SURROGATE CONSENT FORM TEMPLATE

Italicized blue writing is for guidance only and should not be included in the final documents. 

CHILDREN'S MEMORIAL HOSPITAL
(To be named Ann & Robert H. Lurie Children’s Hospital of Chicago effective June 9, 2012)
INSTITUTIONAL REVIEW BOARD

Permission for a Child to Participate in a Research Project

Investigators at Children’s Memorial Hospital (CMH which is to be referred to as Lurie Children’s effective June 9, 2012) invite you to consider having your child participate in a research study entitled:

(Insert Title of study)

Sponsored by: (identify the pharmaceutical firm/government agency, foundation (if any), and city and state – if no outside sponsor, list the hospital name here) and carried out by (investigator’s name).

This consent describes a study being done at CMH (Lurie Children’s). Research studies help us learn more about conditions and possible new treatments.  Research studies are voluntary, which means that it is your choice whether or not to allow your child to participate in the study. The study staff will also explain the study to you and answer any questions that you may have before you make a decision.     

WHY IS THIS STUDY BEING DONE?

Briefly describe the purpose of the study using language the parent/guardian will understand. If applicable, please include the following information: 

· For Phase I trials, state that the study is testing the safety of the drug/device and the highest effective dose that doctors can give safely (if applicable).  Include the following statement addressing benefit – i.e., The subject cannot/may not expect/experience any benefit or treatment effects.

· For Phase II studies, state that the study is testing whether the drug/device works in treating xyz (name condition) and gather additional information about the safety of the drug/device.
· In Phase I and II trials, explain that the main purpose of the study is to help future patients, and the subject should not expect the drug/device to be an effective treatment for (name of the condition).  

· For Phase III studies, state: This study seeks to understand if xyz works better than abc (standard diagnostic or therapeutic intervention) for children with (name condition).  Studies in (animals or adults, etc.) have shown that xyz has promise in treating (condition, disease).
Clinicaltrials.gov: In compliance with FDA requirements Investigators/sponsors must register clinical trials with a clinical trials registry that is electronically searchable and accessible to the public at no charge.  The site for registration is maintained by the National Library of Medicine on www.clinicaltrials.gov.   For additional information on this requirement contact the Clinical and Translation Research Office http://www.childrensmrc.org/clinical_translational_research.
The following statement shall be provided to each clinical trial subject in informed consent documents and processes. This will notify the clinical trial subject that clinical trial information has been or will be submitted for inclusion in the clinical trial registry databank under paragraph (j) of section 402 of the Public Health Service Act. The statement is: 

A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by federal Law. This website will not include information that can identify you. At most, the website will include a summary of the results. You can search this website at any time.
WHAT IS INVOLVED IN THE STUDY AND HOW LONG WILL MY CHILD BE IN THE STUDY?

Describe how many subjects will be enrolled at all sites and at this site.  Describe the procedures in chronological order, including invasive techniques; expected duration of par​ticipation; restrictions on normal activities; and, if relevant, the possibility of receiving placebo or other control interventions in a trial.  Include the number of expected study visits and the length of the visits. Include the location of the study visits (for example, the oncology clinic in the main hospital building.) If appropriate, state clearly that the study involves an investigational/experimental drug or device or a marketed drug/device being used in a way for which it is not approved.

If one (or the only) procedure is blood withdrawal, inform the parent(s) or other surrogate(s) of the amount of blood to be withdrawn in understandable words (e.g., tablespoons, teaspoons, ounces).  As a general rule of thumb, 5 ml or cc equals one teaspoon, 15 ml equals 3 teaspoons or 1 tablespoon (or 1/2 ounce).
NOTE: Protocols will qualify for expedited review under federal guidelines only if blood collection does not exceed the lesser of 50 ml or 3 ml/kg in any 8 weeks and blood collection does not occur more frequently than 2 times/week. In general, blood collection for research may not exceed 5% of blood volume at any one time or 10% of blood volume in one week (even with full IRB review).

Refer to the IRB blood collection guidelines in the Policies and Procedures Manual and the IRB website for more information.  The section on blood drawing may begin with the following phrase (verbatim or paraphrased):

A total of no more than (indicate amount in ml) of blood or (indicate amount) teaspoons will be taken from your child, from a vein in the arm or (identify location).
ARE THERE BENEFITS (GOOD THINGS) TO TAKING PART IN THE STUDY?

State the main diagnostic or therapeutic gain(s) investigators hope will accrue to partici​pants.  If one can anticipate no benefit, clearly state that fact.  Payment to study participants is NOT a benefit.  List payments in a separate section labeled “Will There Be Compensation for My Child’s Participation?” For Phase I trials, reiterate that one can expect no physical benefits for the subject as a result of participation in the study.  For older children and adolescents, one may state that the subject could experience psychological benefit from assisting future patients. For Phase I/II and Phase II trials, again state that the primary aim is to advance science, though there is some possibility that the subject will experience a clinical benefit.
WHAT ARE THE POSSIBLE RISKS OR SIDE EFFECTS (BAD THINGS) OF THE STUDY?
List known or reasonably anticipated risks, discomforts, inconveniences or side effects and what measures will be taken to minimize or treat them, and/or a statement that risks cannot be predicted.  Always include the chance of unanticipated risks when the study involves interventions used for the first time or when one has no relevant long-term follow-up data.

The following statements may be used or paraphrased, as appropriate, to begin this section:
Your child might experience some side effects and discomfort while participating in this research.  Those seen in the past include (state known side effects of the drug, device, treatment, etc.).  If your child has any of these problems, you should tell the investigator or his/her associates. If these side effects are serious, the investigator may take your child out of the study.  Also, the principal investigator and his/her associates will monitor your child closely.

If relevant to the research, add “There have been deaths related to severe side effects” or wording to this effect.

The following may be used or paraphrased, regarding risks associated with blood draws:

The risks of taking blood include injury to the vein, bleeding into the skin (bruising) and rarely, infection. Study personnel will take care to prevent these or to correct them should they arise.

If the study enrolls females of child bearing potential and is applicable, must include information about the risks if the subject is or becomes pregnant.  Include any risks to the fetus from the study drug, device or other study procedures.
Please add this paragraph if the study involves genetic testing:

There is a federal law, the Genetic Information Nondiscrimination Act (GINA) and an Illinois state law, the Genetic Information Privacy Act (GIPA), that both aim at banning discrimination by health insurance companies, group health plans, employers, labor unions, and employment agencies on the basis of genetic testing information.  You should be aware that these laws do not prohibit discrimination on the basis of an existing (already-diagnosed) genetic disease or disorder.  In addition, these laws do not protect you against use of genetic testing information by companies that sell life insurance, disability insurance, or long-term care insurance.  For more information about GINA, see http://www.hhs.gov/ohrp/policy/gina.html.  For more information about GIPA, see http://www.ilga.gov/legislation/ilcs/ilcs3.asp?ActID=1567&ChapterID=35.
WHAT OTHER OPTIONS ARE THERE?

Describe the alternative courses of action open to the subject (such as usual treatment, no specific therapy, or supportive care, including palliative and hospice care) instead of participation in the study.  The following statement may be used verbatim or paraphrased to begin this section:
If you withdraw your child from this study, he or she will receive the usual treatment for (state condition) which his or her doctor would prescribe.  Other treatments include:  describe.
WHAT IF MY CHILD’S DOCTOR OR I DO NOT THINK MY CHILD I SHOULD STAY ON THE STUDY?

If applicable, include this section. Describe the circumstances under which the subject’s participation may be terminated by the investigator.  Also outline consequences of a parent’s decision to withdraw the child from the study.  For either situation, outline procedures for orderly and safe early termination of participation in the study.  

WHAT ARE THE COSTS?

Describe ALL costs to the research subject (tests, etc.) that result from study participation.  State that some insurance companies may not cover costs associated with Phase I/Phase II studies or specific tests that have no clear clinical application, i.e., have study value only. Be as specific and as clear as possible.  If study participation itself is likely to involve major costs, such as expensive tests (CT, MRI, radioisotope scans, cardiac or lung function tests, etc.) or hospitalization, that are not clinically applicable, indicate how the costs will be covered. 

Research related tests, procedures and/or medications are done to complete the research and the costs are not your responsibility or that of your insurance company. The costs that are considered research related for this study include the following: (Include a description of the research related costs and who will be responsible for the costs).    

Usual medical care costs include any tests, procedures and/or medications that are considered medically necessary for your child’s disease or condition. The cost of this usual, ongoing medical care will be your responsibility or that of your insurance company. (Describe all standard of care interventions/medications that result in any costs. If applicable, include a statement about pre-certification from insurance – likely for inpatient stays, surgery, devices and other major costs).
If the sponsor or some other source will cover some of the costs of the study, say so. If there are no costs associated specifically with the study, say so. 

In addition, CMH (Lurie Children’s) provides financial assistance to eligible patients. More information about this program and how to apply for financial assistance is available from your study physician. You can also find information on the CMH (Lurie Children’s) website http://www.childrensmemorial.org/parents/financialassistance.aspx or by calling 877.924.8200.
Do not include here payment to subjects or families for their participation. Put that information in the section labeled “Will There Be Compensation for My Child’s Participation?” 

WILL I BE TOLD ABOUT NEW INFORMATION?

Federal rules require investigators to state, where appropriate, that the investigator will inform the subject or surrogate if “significant new findings” come to light during the study that might affect the subject’s or surrogate’s “willingness to continue participation” in the research.

Sample statements: 

While your child is in this study, we may learn new information that may affect your willingness to allow your child to continue to participate in this study. If this happens, we will tell you about this new information and you can choose to continue your child’s participation or stop your child’s participation in the study.  

-OR-
We will tell you if we learn new information that may make you change your mind about your child being in this study.
WILL THERE BE COMPENSATION FOR MY CHILD’S PARTICIPATION? 

This section covers both reimbursements and compensation for participation. 

Indicate here any reimbursement or compensation for expenses incurred in participating in this study, for example, meals, parking, transportation. In addition, also indicate any compensation or payment for time and trouble in this section. This is different from reimbursement for expenses incurred for participation. If no payment will be given state, “You will not be compensated for your child’s participation in this study.” 
Payments will be (clarify the type of payment, method of delivery and frequency of payment, e.g., “checks mailed to you after you complete each study visit.”)  If you do not complete the study, you will only be paid for the visits you complete.  (Note: Payments should always be prorated based on the length of time in the study. If payment will not be prorated for early dropouts, this point should be explained and rationale given. Do not hold the research subject payment(s) until the end of the study.)
For studies where payments to individual subject and/or their families may exceed $600 during the course of the study, include the following statement (unless eligible for exclusion under the “Access to Clinical Trials Act.”) 
Because of the possible total amount of stipend from this study, you will need to fill out an Internal Revenue Service (IRS) W-9 tax form. On this form, the Accounts Payable Office of CMH (to be known as Lurie Children’s) will collect your name, address, and social security number or tax identification number. This information is required so they can process your study payment check(s) and for income reporting purposes for which they are obligated by federal law to report.  This is because under current federal tax law, the Accounts Payable Office is required to report payment(s) to the IRS, for anyone paid more than $600 in a calendar year. This information on the W-9 tax form will not be maintained in the study records.
WHAT DO I DO IF MY CHILD IS INJURED?

The consent document must explain whether compensation is available in case of injury.  However, it must not waive or appear to waive the rights of the subject or release or appear to release those conducting the study from liability for negligence. 
The following paragraph contains guidance from the FDA (CFR 50.25(a) (6), taken from the information sheet entitled “A Guide to Informed Consent.” This guidance should be followed when drafting this paragraph. 

Informed consent documents should describe any compensation or medical treatments that will be provided if injury occurs. If specific statements cannot be made (e.g., each case is likely to require a different response), the subjects should be informed where further information may be obtained. The consent should also indicate whether subjects will be billed for the cost of such medical treatments.

When costs will be billed, statements such as these are preferred:

· "will be billed to you or your insurer in the ordinary manner, “or,
·  "The sponsor has set some funds aside for medical costs related to.... Here's how to apply for reimbursement if you think you might be eligible" or 
· When no system has been set up to provide funds, the preferred wording is: "no funds have been set aside for" "[the cost] will be billed to you or your insurance," or similar wording that explains the provisions or the process
Statements such as: "will be the responsibility of you or your insurance company" or "compensation is not available," could appear to relieve the sponsor or investigator of liability for negligence and should not be included.
If applicable, the following statements should be used verbatim in the appropriate person:

If your child is injured, medical facilities and treatment will be available.  However, you will be required to pay a reasonable fee for such care.  Your child can still receive medical benefits if otherwise entitled.  If you have any questions or desire further information concerning the availability of medical care, you may contact Dr. Edward Ogata, Chief Medical Officer, CMH (Lurie Children’s), 2300 Children's Plaza, no. 2, Chicago, Illinois, 60614-3363 (773.868.8056).

ALTERNATE PREFERRED LANGUAGE FOR NEW INDUSTRY SPONSORED STUDIES ONLY  If this study is sponsored by industry, the following statement should be used verbatim instead of wording suggested by the above guidelines: 

If your child is injured during the study, medical facilities and treatment will be available.  (Sponsor name) will pay for all of the reasonable medical bills related to an injury caused by the study drug or any procedure required as part of the study.  These are the only bills that (Sponsor name) will pay. If the harm is caused by your child’s disease or treatment of the disease or is not related to the study, you may be required to pay a reasonable fee for such care, and your child can still receive medical benefits if otherwise entitled. Tell the study doctor if you think that being a research participant in this study has caused your child to be harmed. The study doctor will tell you if you can get medical care for your child’s problem and how to receive it. You and your child have rights as a participant in a research study participant. Signing this form does not take away your legal rights. If you feel your child has been injured, you may contact (PI name) at (Phone number).
If you have any questions or desire further information concerning the availability of medical care, you may contact Dr. Edward Ogata, Chief Medical Officer, CMH (Lurie Children’s), 2300 Children's Plaza, no. 2, Chicago, Illinois, 60614-3363 (773.868.8056).
WHO WILL KNOW ABOUT WHAT MY CHILD DID IN THE STUDY OR HAVE ACCESS TO MY CHILD’S PRIVATE INFORMATION? This section includes required HIPAA language that must be included in the consent form.
Required language for all consent forms must be included verbatim: 

This signed consent form will be placed in your child’s medical record at CMH (Lurie Children’s) with a copy placed in the Principal Investigator’s research file.  Some or all of the research results may be included in your child’s medical records.  If your child does not have a medical record at CMH (Lurie Children’s), then this signed consent form will only be kept in the Principal Investigator’s research file.

The principal investigator, co-investigators, CMH (Lurie Children’s) doctors who are involved in the study and the staff who work on the study, such as study nurses and coordinators, will have access to your child’s personal health and medical information, and study results. CMH (Lurie Children’s) Institutional Review Board, the committee that is in charge of protecting the rights of all adults and children who participate in research studies at CMH (Lurie Children’s), may also have access to this information. They are required to keep your personal information confidential.
HIPAA covers all research activities that use individually identifiable health information about humans, as long as the information is collected in a setting related to the patient care process. Therefore, if the study involves the collection of private health information (PHI) for data collected in the clinical setting, please include this language verbatim
The purpose of clinical studies is to collect medical information from a group of research study participants to (evaluate the safety of the drug or treatment (Phase I trials)), (determine how well the drug or treatment actually works (Phase II trials)) and/or (in order to better understand the disease or condition being studied). Therefore, the investigators or researchers need access to the medical records of children who participate in this study. 
The following should be completed to identify the records to be released, and the persons or classes of persons who may receive them, specific to this research study. 

If you sign this consent form, you give permission for your child's physician and CMH (Lurie Children’s) to provide your child's medical records and the results of this study to the following people, agencies or companies to review and use in this research study:  (List any other recipients including those below as appropriate).     
· Representatives of the (name the study sponsor)
· Representatives of National Cancer Institute (NCI), Center for Disease Control (CDC), etc.
· Representatives of the Food and Drug Administration (FDA)   (Required for projects which are sponsored or funded by a pharmaceutical or medical device company or for which an Investigational New Drug (IND) number or Investigational Device Exemption (IDE) are required)
CMH (Lurie Children’s) and your child’s doctors will keep the records of this study confidential and will release your child’s medical information only to the people or companies listed above. However, you should understand that, once your child’s doctor or CMH (Lurie Children’s) releases your child’s medical information outside of CMH (Lurie Children’s) to these people or companies, your child’s doctor or CMH (Lurie Children’s) cannot guarantee that your child’s information will remain confidential. It is possible that these other persons or companies could give your child’s study information to others, without your permission. 
For all projects, whether or not they are sponsored or funded by a pharmaceutical or medical device company, the following statement should be used verbatim:
The records of this study will be kept confidential with respect to any written or oral reports to the profession or the media, making it impossible to identify your child individually.
WHAT ARE MY CHILD’S RIGHTS AS A PARTICIPANT?
The following paragraphs should be used verbatim in every consent form. Each paragraph represents the legal rights of the subject(s), parent(s), and/or guardian(s):
By signing this consent form, you agree to have your child take part in this study. You are not giving up any of your or your child’s legal rights or releasing this hospital from responsibility for carelessness.

You may cancel your consent and take your child out of this study at any time. Neither you nor your child will be penalized for doing this.  Your child's treatment by, and relations with the physician(s) and staff at CMH (Lurie Children’s), now and in the future, will not be affected in any way if you do not want  your child to take part in this study, or if you enter your child into the study and then withdraw your child from it.

At any time, you can tell your child’s doctor or CMH (Lurie Children’s) not to use or give out your child’s study information or other information from your child’s medical record to other people or companies. Withdrawal of this permission must be in writing. Any study information or other information from your child’s medical record collected before your written notice of permission withdrawal may still be used for the study, if that information is necessary for the study. Because the purpose of this study is to collect information about how well the study drug or treatment works, if you refuse to release your child’s study information, your child may not be able to start, or continue taking part in this study. Your decision will not affect your child’s regular care and your child’s doctor will not change his or her feelings about you.

If you agree to let your child take part in this research study, you will not be able to look at or ask for a copy of your child’s health information collected only for this study, while your child is taking part in the study.  If you wish, you will be able to ask for this study research information when the study is over or when your child is no longer taking part in the study. This does not affect your right to see your child’s medical record or the results of tests related to regular medical care that is given during the same time as the research study.

If you have or your child has any questions about the research methods, you should contact the principal investigator, (name), or colleagues (identify who) by contacting (telephone number or e-mail address) during a workday or (telephone number) at night or on weekends.

If you have any questions about your child's rights as a research subject, you may take them to Philip V. Spina, Sr. Vice-President and Chief Operating Officer, Children’s Memorial Research Center (to be known as Children’s Hospital of Chicago Research Center effective June 9, 2012), 2300 Children’s Plaza, no. 205, Chicago, Illinois 60614-3363 (Phone: 773.755.6301; Fax: 773.755. 6533; E-mail: pspina@childrensmemorial.org).
You will be given a copy of this consent form.

SIGNATURES
IRB policy requires that all written consent documents must be signed and dated by the parent(s) or guardian(s), for subjects under age 18.  Adolescent subjects between ages 12 and 17 years must sign the assent document.  For details, see the child/adolescent assent form template and the IRB Policies and Procedures Manual’s section on assent. It is necessary to state how long the information may be used (generally until the end of the research study).  The following language may be used verbatim to precede the signatures: 

I agree to let my child’s doctor or CMH (Lurie Children’s) use and give out my child’s health information in the way it is described in this consent form until the end of the research study.  I have read this consent form, and I agree to have my child, _________________________ (clearly write the child’s name) take part in this study as explained in this consent form.

____________________


__________________________________________

Date





Signature of Parent(s) or Surrogate(s)







__________________________________________







Identify the Signatory:  e.g., parent, guardian, etc

Note: Signature of both parents is required only for studies with greater than minimal risk and no prospect of benefit for the individual subject. See earlier comments.  

The IRB requires that the date and the signature of the person (not necessarily the principal investigator) explaining the study to the subject(s) and parent(s) or surrogate(s) appear on the consent document and they both sign on the same date.  The principal investigator also must sign at the earliest availability, but does not necessarily need to do so on the same date.  It is recommended (not required) that unless there are extenuating circumstances, that the signature of the PI is obtained within 7 business days after the subject has signed. The following should be used verbatim after the above signatures:

I certify that I have explained the above to the parent(s) and/or surrogate(s) and believe that the signature(s) was affixed freely.  I also agree to answer any questions that may arise.

______________________
________________________________________

Date
Signature of Person Obtaining Consent


________________________________________



Printed Name of Person Obtaining Consent

______________________
________________________________________


Date
Signature of Principal Investigator
STOP: The following signature lines must ONLY be completed if you unexpectedly consent a non-English speaking parent/guardian and there is no IRB approved translation of the English consent form into a language understandable to the parent/guardian.  
In order to obtain consent, an interpreter must interpret the English consent form for the parent/guardian and the parent/guardian must sign the IRB approved short form consent document that has been translated into  a language that is understandable to him/her. Copies of several IRB approved translated short form consents are available on the IRB Website.  
If the short form is not available in a language understandable to the parent/guardian, an interpreter must interpret the English consent form for the parent/guardian and the parent/guardian must sign the English consent form. Within 15 working days after the parent/guardian signs the English consent form, a short form translated into a language understandable to the parent/guardian must be submitted to the IRB as an amendment. After the amendment is approved, a copy of the translated short form must be provided to the parent/guardian with instructions that they contact the PI should the parent/guardian have any questions. The consenting process, including the provision of the translated short from to the parent/guardian must be documented in the research record. 
NOTE: If you anticipate that you will enroll non-English speaking subjects on a regular basis, the IRB-approved English language consent/assent form(s) must be translated and be IRB approved before being presented to subjects. 

Please see the IRB Policy and Procedures Manual for the complete policy and specific IRB requirements, including signature requirements, when consenting non English speaking research subjects. 
Printed Name of Interpreter: _____________________________

Note: The interpreter may not be a member of the study team (i.e. listed on the study personnel form) or be related to the research subject.
_____________________________________

____________________________________

Printed Name of Witness

Signature of Witness

Note: The witness should be fluent in both languages and may be the same person as the interpreter. 
Parental Consent
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