
Consent (Permission) to be part of a Research Repository

Title of Repository: 

Principal Investigator: 

Department:

Phone Number: 

Email Address: 

Study Contact Name:

Study Contact Telephone Number:  

Study Contact Email:  

In this document, “you” and “your” refers to person who we are asking to join a research study.  “You” may be yourself, your child or the person for whom you will provide consent to join this study.  
READ THE FOLLOWING CAREFULLY 

This consent form contains important information, so that you can decide if you wish to take part in this study. If you have any questions that remain unanswered, please ask the study doctor or a research team member before signing this form.

We are asking you to join a research repository because [state general reason why the person was identified to participate].  Before you give your consent, please read this form and ask as many questions as needed so you are sure that you understand what your participation will involve.   

Revise this section to match the specifics of your repository.  Provide explanation of medical or technical terms so that the information is understandable to the lay person. 

WHAT IS THE PURPOSE OF THIS REPOSITORY? 
A repository is also known as a tissue bank, databank or data warehouse.  A research repository provides a way for researchers to store samples of tissues (for example, blood, urine, specimens obtained from biopsies or removed during surgery) and medical information (for example, data from a medical record) about a person for use in research studies in the future.  In this consent form, we will refer to tissues of all types as “tissue” and private medical information as “data.”  We will refer to tissue and data together as “materials.”

Materials from a repository can be used in research to help find out more about the causes of disease, how to prevent disease, and how to treat disease.  Storing tissue and data in a repository is one way to further research to improve health and well-being.  

Your tissue, along with your data may be helpful for research whether or not you have the disease or condition that is the focus of this repository.  Researchers may need to compare their findings in people with a disease to findings in people who do not have the disease.  
WILL RESEARCH ON MY MATERIAL INCLUDE GENETIC OR GENOMIC RESEARCH? 
Researchers may conduct include genetic/genomic testing (analysis). 
Genetic testing refers to the study of single genes. Genomic testing refers to the study of all of a person’s genes (genome). Genes are made up of DNA (deoxyribonucleic acid).  You inherit genes from your parents. The genes control how your body grows and changes and how your body reacts to certain things. For example, genes you inherited from your parents determined your eye and hair color. 
Scientists can collect genes from blood, saliva, or other tissue samples. They may collect DNA from your tissue. This testing and research may help us learn why some people are more likely than others to have [describe the disease or condition].

They will not tell you what we find out about your genes because the material they receive will not identify you. 
HOW WILL THE RESEARCH PROTECT MY MATERIAL?  
[Choose this paragraph or the next] We will not include your name or other identifying information on the material that came from you. We will apply a random code to this sample. We will link the code to your identity, but we will keep the link in a different place.  We will keep your tissue until it is all used up. We will also keep the data we learn from your material indefinitely. If you want to remove your material from this study, contact the study team and let them know.  If the link to your identity has not been destroyed, we will find your tissue and the data we collected and destroy it.  We cannot remove the data we learned about your tissue.  
[Choose this paragraph or the one above] We will not include any information that identifies you in the repository.  Since we will not link your name or other identifying information to the material, you cannot change your mind about joining this repository after you agree. We will not be able to find your sample to remove it. We will keep your tissue until it is all used up.  We will also keep the data about indefinitely. We cannot destroy this information.  

[Include if applicable] We may share your [blood/ tissue] the data we learn from research, including DNA analysis, with other researchers so they can use it to learn more about [insert condition] [or other conditions.]  But we will not include any information that directly identifies you.  
Even though your name will not be connected with the tissue or blood sample, other information about you might still be connected. Examples of this information may be your race, ethnicity, or parts of your medical history. This information may be important to scientists studying genes. The information they discover may be important for research or for public health.
ARE MY MATERIALS STORED LOCALLY? 

Select the correct answer below. 
Yes. The research repository is maintained at [insert name and location of repository].  The study doctor is responsible for the repository.  Other researchers requesting tissue samples or information from the repository must provide a research protocol and have the approval of the Repository Study Doctor and also must have a separate research protocol (study plan) for any proposed study involving materials in the repository.
No. The research repository is maintained at [insert name and location of repository].  [Insert name of organization or institution hosting repository] is responsible for the research repository.  Other researchers requesting tissue samples or information from the repository must have a protocol and the approval of the repository director and also must have a separate research protocol for any proposed study involving materials in the repository.
WHAT WILL THE RESEARCH TEAM ASK ME TO DO IF I JOIN THIS STUDY? 
If you decide to take part in this research repository, you will be asked to sign this consent form.

[Explain how the tissue/data will be obtained. Consider selecting one or more of the descriptions below]. 
Left over tissue (no additional tissue or procedure)

As part of your routine care, you are scheduled to have a [insert procedure] which will involve the removal of [list type of tissue, e.g., blood, spinal fluid, etc] from your body.  Often, extra tissue is “left over” after required tests have been done.  The left over tissue is usually discarded.  The researchers are asking consent to obtain the left over tissue for the research repository.  

Additional tissue obtained during a routine procedure

As part of your routine care, you are scheduled to have a [insert procedure] which will involve the removal of [list type of tissue, e.g., blood, spinal fluid, etc.] from your body.  The researchers are asking consent to obtain additional tissue at the same time that the routine tissue is being obtained.  The additional tissue will be for the research repository. [Note – address the risks reasonably expected from obtaining the additional tissue in the risks section]  

Procedures to obtain tissue/information

The researchers are asking for consent to perform procedures to obtain a material for the repository.  The following is a description of the procedures that will be done so that the material may be included in the research repository:

[Insert description of each procedure, e.g., biopsy, venipuncture, or survey]

· Describe in lay language all procedures and their purposes.  

· Describe what the subject will feel or experience

· Quantify procedures – for example 

· Number of each procedure per visit and total for research

· Volume of blood samples only if:

· (a) exceeds 550 ml in an 8 week period from healthy, non-pregnant adults, or

· (b) from other adults and children, the amount drawn exceeds the lesser of 50 ml or 3 ml per kg in an 8 week period

· Address the risks reasonably expected from each repository driven procedure in the risks section.  If you feel you must include risks with the research procedure, you are still required to provide ALL risk information in the risk section.

WILL THIS RESEARCH HURT ME? 
List the risks associated with collecting tissue. 
Standard language for studies that involve risk: There may be uncommon or previously unknown risks that might occur.  You should report any problems to the research staff.

WILL JOINING THIS STUDY INCLUDE RISK TO MY PRIVACY? 
Joining this repository involves risk to your privacy because there is a small chance that someone outside of the research may access the data in the repository or the data that scientists learn from analyzing your materials. This data may discuss whether you have an increased chance of developing a disease and condition.  
WILL I LEARN ABOUT THE RESULTS OF TESTS DONE ON MY MATERIAL?  
Neither you nor your doctor will receive research information or test results from the research.  Research information and test results will not be placed in your medical record or used in your care.  
Most research with your tissue/data is not expected to yield new information that would be meaningful to share with you personally.  There are no plans to re-contact you or other research participants with information about research results.
WILL RESEARCHERS CONTACT ME IN THE FUTURE?
The statements below provide a sample of what you may ask participants to consider.  If you plan to use the specimens/data with identifiers, you need to give the participants a chance to choose among several choices, so that the decision to permit use with identifiers for certain purposes is clear.
Researchers may want to contact you in the future.  Please read each statement below and think about your choice. Check either yes or no for each statement. 

My (my child’s) tissue/data may be used for future research on <<identify specific disease or condition under study>>.  


_____ Yes
_____ No

My (my child’s) tissue/data may be used for future research on any health related issue (for example, cancer, diabetes, or genetic research on alcoholism).


_____ Yes
_____ No

My (my child’s) tissue/data may be shared with other investigators outside of the University of Miami.
I agree to be contacted for future studies regarding the future use of my (my child’s) tissue/data, when appropriate.  I understand that in certain circumstances, the PI will not need to recontact me (my child) to use my (my child’s) tissue/data in future studies.


_____ Yes
_____ No

WILL I BENEFIT IF I JOIN THIS RESEARCH?

Research is designed to benefit society by gaining new knowledge.  You will not benefit directly from participating in this research repository. The use of your tissue/data in future research could help us learn more about human health and how to improve it. We hope the information learned from research using the research repository materials will benefit other people with similar conditions in the future.

WHAT ARE MY ALTERNATIVES? 
This is not a treatment study.  It is not part of your regular medical care. Your alternative is not to join this study.
WILL JOINING THIS STUDY COST ME ANYTHING?
You will not have to pay any money to take part in this research repository or for the storage and use of the tissue/data for research purposes.

WILL I RECEIVE MONEY FOR TAKING PART IN THIS RESEARCH? 
Choose ONE applicable sentence below and describe how you will pay the subject and how you will prorate payment if the subject withdraws from the study before completion.   Include information about any reimbursement for parking, transportation, etc.

You will not be paid for taking part in this repository.  

You will be receive [amount of payment] for taking part in this repository.  
This study and other studies that use your information and samples may result in products that can be sold.  If this event happens, the sponsor JHS, or the UM may profit. They will not pay you or share any of the profits with you. Any blood, urine, tissue, or other biological specimens obtained from you for this study will become the exclusive property of the sponsor, JHS, or the UM. [Add sponsor or other institution, as applicable] 
WHAT IF I AM INJURED BECAUSE I TOOK PART IN THIS STUDY? 
Although risks are unlikely, if injury should occur, treatment will in most cases be available. If you have insurance, your insurance company may or may not pay for these costs. If you do not have insurance, or if your insurance company refuses to pay, you will be billed. Funds to compensate for pain, expenses, lost wages and other damages caused by injury are not routinely available.
DO I HAVE TO JOIN THIS STUDY? 

Your participation in this research repository is voluntary. You may refuse to participate, or withdraw at any time, without penalty or loss of benefits. You decision will not affect the medical care you receive from the study doctor or University of Miami or Jackson Health System. Tell the study doctor if you wish to stop taking part in the repository. If you withdraw, we will not use your material for any additional research.  If we are able to identify the material we collected for this research, we will remove it from the repository.  We cannot remove the data from the research done with your material.  

WHO WILL HAVE ACCESS TO MY TISSUE AND DATA? 
When you sign this consent form, you are giving permission for the study doctor and the research team to collect data and tissue as described in this document. 

You are also giving permission for the repository team to share your material as described in this document.   

Researchers may publish information about research involving your materials. They will not identify you in any of the publications. 

Others may look at the consent forms, research records and material obtained for the repository to see if we are performing this research correctly.  “Others” includes: (choose the applicable statements below and add additional people, as needed.)
· The University of Miami researchers, research team, Research Compliance and Quality Assurance team;

· The U.S. Food and Drug Administration (FDA);

· Regulatory Authorities such as the Department of Health and Human Services; 

· The sponsor of this study.  
[If applicable]   Information from your medical records will be stored along with your tissue.  You will be asked to sign a separate form (“HIPAA authorization”) to allow researchers to review your medical records.  

[Certificate of Confidentiality: If the NIH is funding this research, you must include this language. If you have submitted or plan to submit an application for a Certificate of Confidentially, you must include this language.] A Certificate of Confidentiality (CoC) from the National Institutes of Health (NIH) covers the information obtained or created for this study. This CoC prevents the study doctor and study team from disclosing or using information, documents, or biospecimens that may identify you in lawsuits and criminal action.  They cannot provide data in response to any federal, state, or local civil, criminal, administrative, legislative, or other action, suit, or proceeding. For example, the court cannot use the data collected in this study as evidence in a proceeding unless you consent to this use. The study doctor and study team cannot share information, documents, or biospecimens protected by this CoC with anyone not connected with the research, except:
· To a federal agency sponsoring this research when they need data for auditing or program evaluations;

· To meet the requirements of the FDA; 

· If a federal, state or local law requires disclosure such as a requirement to report a contagious disease;

· To report the information if you tell us that you want to seriously harm yourself or others;

· If you consent to allow us to share information for your medical treatment, to an insurer or employer to obtain information about you; or 
· If an investigator uses the information or specimens for other scientific research, as allowed by federal regulations protecting research subjects. 
· To the UM/JHS doctors, nurses and other staff who may not be part of the research team but who are involved in providing you medical care and other health care operations.  

This CoC also does not prevent you or a family member from voluntarily sharing information about yourself and this research. If you want your research information released to any other person not connected with the research, you must provide written consent to allow the study team to release it.
If you consent to any disclosure for any other purpose, this CoC will not prevent the UM/JHS from disclosing it. If the UM/JHS shares information in response to your consent, the CoC may no longer protect the information. 

SHARING YOUR DATA UNDER THE GENOMIC DATA SHARING POLICY
[Include the language below if genetic data may be shared, now or at some time in the future, with public data repositories under the NIH Genomic Data Sharing (GDS) Policy. This includes:

· NIH-funded studies 

· Studies likely to receive NIH funding in the future

· Collaborative research with someone who has NIH funding

· Studies that will voluntarily share data with public repositories

If none of the above apply, remove this part from the consent document. 
Since the NIH is funding this study, we will need to share genetic and genomic data with an NIH federal repositories (databank). The NIH is a US research agency that is part of the US government.  

If you agree, we will share your genomic data (not your samples) with a databank approved by the NIH. These databanks collect the results of many genetic and genomic studies and pool the data with information from other research participants. If you allow us to share your data, scientists will use it to better understand many diseases and develop better treatments. This research may help others like you in the future.

These central databanks will store your genetic and genomic data and give them to other researchers for different studies. These researchers must be approved to receive your data. 

We will not share your name, birth date, or any other information that could directly identify you. We will remove this information and apply a code to the data and keep the link between the code and your identity. 
You do not have to allow us to share your genetic or genomic data. You can decide not to allow us to share your data and you can ask us to remove data you allowed us to share. Whatever you decide, you will not be penalized or lose any benefits.  You can still join this study if you decide not to allow us to share your data. 

We do not think that there will be further risks to your privacy and confidentiality when we share your genetic or genomic data with these banks. However, we cannot predict how genetic data will be used in the future. Scientists could use the genetic data to study a wide variety of diseases. 

Initial below to indicate your decision to allow this research to share your genetic and genomic data as described above.

I agree _________       I disagree ________

WHAT IF THERE IS NEW INFORMATION ABOUT THIS RESEARCH? 
The study team will notify you if they learn any new information that might affect your willingness to continue in this repository.  
WHO IS PAYING FOR THIS RESEARCH REPOSITORY? 
[Name of Drug Company, the National Institutes of Health, etc.] is funding this research repository. This means that the University of Miami is being paid to create and maintain this repository. The researchers do not, however, have a direct financial interest with the [name of funder.]
When appropriate, the last sentence should be modified to disclose the nature of any potential conflicts of interest relating to this study, financial or otherwise.

WHO DO I CONTACT IF I HAVE QUESTIONS
If at any time you have any questions about the research repository, you may contact <insert Principal Investigator name here> at <insert principal investigator telephone> and <address>.
In case of study-related injury, please contact <insert Principal Investigator name here> at <insert principal investigator telephone>.
If you have any questions relating to your rights as a research subject, please contact the University of Miami’s Human Research Protections Office (HSRO) at 305-243-3195.

AGREEMENT TO PARTICIPATE

You will receive a copy of this signed informed consent form.

I have read this consent form, which is printed in English (a language which I read and understand).  This study has been explained to my satisfaction and all of my questions relating to procedures, risks and discomforts, and side effects have been answered.  If I have any further questions regarding this study, or in the event of a study-related injury, I should contact the appropriate person named above.  Based on this information, I voluntarily give permission (consent) to take part in this study.


________________

__________________
Signature of Participant



Date


________________
Printed Name of Participant


________________

__________________
Signature of Parent/Legally Authorized Representative

Date


________________
Printed Name of Parent/Legally Authorized Representative


________________

Printed Name of Child (if applicable)


_______________


____________
Signature of Person Obtaining Consent



Date


________________
Printed Name of Person Obtaining Consent
Assent is required for participants age 7 to 18 years.  A separate assent form has been provided.[image: image1.png]
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