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Informed Consent Form and
Authorization to Use and Disclose Protected Health Information
for Adult Subjects / Parents / Legal Guardians

	Sponsor / Study Title:
 
	Dono Vivo, LLC. / “Prospective study aimed at obtaining human biological specimens for use by researchers in laboratory studies assisting in the development of diagnostic testing and future therapeutics.”


	Principal Investigator:
(Study Doctor)

	Chad Link, D.O.


	Telephone:

	(734) 656-8229 (24 Hours)


	Address:
	Dono Vivo, LLC
46430 Peary Court
Novi, MI    48377





Introduction:
[bookmark: _Hlk38878166]You, or your child (as applicable), may be eligible to participate in the research study as described in this informed consent form.  This form gives you important information about the risks and benefits of participation.  If there is anything in this form you do not understand, please ask the study staff.  In this form, the word “we” means the study doctor, study staff and any other representatives of Dono Vivo (local brand, Michigan Blood Collection).  If you are a parent or legal guardian who is giving permission for a child, please note that the word “you” refers to your child.  

Approximately 2500 subjects will participate in this study every two years. 

Study doctors on this study serve in executive positions for and have ownership interest in companies sponsoring this study.  Please speak with your study doctor if you have questions about this.

Research Use of Samples and Medical Information
You are being asked to take part in this study because your sample (blood or other biofluids) can be used as a control in scientific research.  This study is for future use in in vitro medical research, and you do not have to take part.  If you choose to take part, you can leave the study at any time and no further samples will be collected from you.  Please note, however, that any samples that have already been placed with researchers may not be withdrawn, as they have likely already been used or consumed during research activities.  

Dono Vivo collects samples and basic demographic information of interest, and shares them with research scientists, pharmaceutical companies, biotech firms and academic institutions for furthering of scientific discovery.  The research performed by these entities will involve various types of genetic testing.  Genetic tests involve examination of pieces of deoxyribonucleic acid (“DNA”) called genes.  These genes provide the instructions that our bodies use to perform bodily functions. 
 
Your samples may also be used to create cell lines for further study.  Cell lines are collections of cells developed from a single cell and therefore consisting of the same genes.  Cell lines offer researchers another way to study biological processes.  

What will happen if I take part in this study?
This study involves the collection of 450 mL of blood (about 30 and a half tablespoons) or 40 mL of blood (just over 2.5 tablespoons) if you are pregnant and, if you choose, biofluid samples (Nasal Fluid (2) 0.5mL, 	Saliva 15mL, Fecal Matter 10g, Sputum 1mL, Urine 500mL, 	Nasal Wash 50mL, Tears (2) 0.1mL, Sweat 1mL, and Urine 5mL), rectal swab.  If you agree to be in this study, you will either visit Dono Vivo, LLC offices or attend an event hosted by Dono Vivo (local brand, Michigan Blood Collection).  If giving blood, it will be drawn by putting a needle into a vein in your arm collecting into a bag.  Any bodily fluid that is removed during this medical procedure is not needed for your medical care and will be stored in a biorepository.  If you are donating a biofluid, a receptacle will be provided for collection.

You will be given an optional feedback survey to ensure Dono Vivo’s continuous improvement after your donation is complete.  Within that Survey, should you opt to fill it out, you will have the option to sign up for future donations.  Should future donations be requested, Dono Vivo will contact the donor to reschedule at your preferred timing.  If the future donation is not selected or the survey not returned, Dono Vivo will not contact you.

[bookmark: _Hlk39234046]What information will I need to provide? 
[bookmark: _Hlk39234083]Genetic information and the collected information may be shared broadly in a coded form for future genetic research or analysis. We may give certain basic information about you (for example, age, sex and ethnicity.)  However, we will not give them your name, address, phone number, birth date, social security number or any other identifiable information.  Instead, your samples and identity will be assigned a unique code.  Only qualified individuals at Dono Vivo will know the name that correlates to each code.  Research results from these studies will not be returned to you.

When you sign and date this form, you give Dono Vivo permission to use and share all of the information from your samples and questionnaire, as described in this consent form. 

Are there risks?
When donating blood, the needle stick may hurt.  There is a small risk of bruising and fainting, and a rare risk of infection from getting your blood drawn.  For biofluids, there is little opportunity for physical injury, however we will recommend you wash your hands before and after collection to prevent the spread of germs.

Research that uses health information and that involves genetic testing can affect your privacy.  Your participation in this study will be held strictly confidential and only a code number will be used to identify your stored samples and data.  However, because there will still be a link between the code and your identity, complete confidentiality cannot be guaranteed.
  
Participation in this study may involve a loss of privacy, but information about you will be handled as confidentially as possible. Study data will be physically and electronically secured. As with any use of electronic means to store data, there is a risk of breach of data security. Genetic information that results from this study does not have medical or treatment importance at this time. It is possible that future research could one day help people of the same race, ethnicity, or sex as you. However, it is also possible through these kinds of studies that genetic traits might come to be associated with your group. In some cases, this could reinforce harmful stereotypes.

Since future research studies will involve genetic analyses, potential risks include discrimination or impact on insurance coverage. Taking part in a genetic study may also have a negative impact or unintended consequences on family or other relationships. The protections set forth for your medical information minimize those risks, as only coded samples and data will be stored and used for future research. Further, Dono Vivo uses industry standard physical and information security practices to protect all data related to this study. In addition, a federal law makes it illegal for health insurance companies, group health plans and most employers to discriminate against you based on your genetic information (the Genetic Information Nondiscrimination Act, “GINA”). 

A federal law, called the Genetic Information Nondiscrimination Act (GINA), generally makes it illegal for health insurance companies, group health plans and most employers to discriminate against you based on your genetic information.

This law generally will protect you in the following ways:
· Health insurance companies and group health plans may not request your genetic information that the sponsor will get from this research.
· Health insurance companies and group health plans may not use your genetic information when making decisions regarding your eligibility or premiums.
· Employers with 15 or more employees may not use your genetic information that the sponsor will get from this research when making a decision to hire, promote, or fire you or when setting the terms of your employment.

All health insurance companies and group health plans and all employers with 15 or more people must follow this law.

Be aware that this Federal law does not protect you against genetic discrimination by companies that sell life insurance, disability insurance or long-term care insurance.

There may be other study risks that are unknown. 

Are there benefits?
There will be no direct benefit to you from allowing your data to be kept and used for future research. However, we hope we will learn something that will contribute to the advancement of science and understanding of health and disease. If the data or any new products, tests or discoveries that result from this research have potential commercial value, you will not share in any financial benefits or compensation relating to such products, tests or discoveries. 

Can I say “No”?
Yes, participation is voluntary, and you do not have to donate a blood sample or biofluid for this work. You may choose to not participate or you may withdraw from the study for any reason without penalty or loss of benefits to which you are otherwise entitled and without any effect on your future medical care.

If you are an employee or relative of an employee of this research center, you are under no obligation to participate in this study.  You/your family member may withdraw from the study at any time and for any reason, and neither you/your family member’s decision to participate in the study, nor any decision on your/their part to withdraw, will have any effect on your/your family member’s performance appraisal or employment at this clinical research center.  You/your family member may refuse to participate or you/your family member may withdraw from the study at any time without penalty or anyone blaming you. 

Alternatives to participation
This research study is for research purposes only. The only alternative is to not participate in this study.

New findings
Any new important information that is discovered during the study and which may influence your willingness to continue participation in the study will be provided to you.

Will my medical information be kept confidential?
We will not be collecting your medical history in this study.  Information that identifies you will be kept secure and restricted.  However, your personal information may be given out if required by law.  Dono Vivo uses appropriate systems to protect your identify from being revealed.  It is kept only to ensure future references may be validated if necessary.  Only designated administrators of the system will be able to decode your information in case of legal requirement. However, under certain circumstances the regulatory agencies and Advarra Institutional Review Board (IRB) will be able to copy and inspect your study-related records.  

Are there any costs or payments?
You will be paid in the form of a gift card for taking the time to donate your sample.  You will be paid the specified amount for donated samples, following each completed visit:
· Nasal Fluid (2), 0.5 mL (less than 1 teaspoon) $109
· Saliva 15 mL (about 1 tablespoon) $15
· Fecal Matter 10 grams $50
· Sputum 1 mL (less than 1 teaspoon) $66
· Urine 500 mL (almost 34 tablespoons) $25
· Nasal Wash 50 mL (more than 3 tablespoons) $85
· Tears (2) 0.1 mL (less than 1 teaspoon) $85
· Sweat 1 mL (less than 1 teaspoon) $66
· Urine - Pediatric 16-17 yrs. 5 mL (just over 1 tablespoon) $25
· Blood Unit – Adult & 16–17-year-old (with Prescreen) 450 ml (more than 30 tablespoons) $50
· Pregnancy Blood 40 mL - $25
· Rectal Swab – 1 Swab $50

You will not be charged for the blood sample. There are no costs to you for participation in this study.  While you are in this study, the cost of your usual medical care (including procedures, medications, and doctor visits) will continue to be billed to you or your insurance.  

What if I get injured?
Tell the study staff if you feel that you have been injured because of being part of this research.  You can tell the study staff in person or call the phone number listed on the first page of this consent form.


Treatment and Compensation for Injury:  If you are injured as a result of being in this study, you will be provided necessary medical treatment.  The costs of the treatment may be billed to you or your insurer just like any other medical costs, or potentially by Dono Vivo depending on a number of factors.  Dono Vivo does not normally provide any other form of compensation for injury.  For further information about this, you may call the office of the Institutional Review Board using the contact information listed in the “Whom to Contact About This Study” section.

You do not give up any of your legal rights by signing and dating this consent form.

If applicable, to pay medical expenses, the sponsor will need to know some information about you like your name, date of birth, and Medicare Beneficiary Identifier (MBI). This is because the sponsor has to check to see if you receive Medicare and if you do, report the payment it makes to Medicare. 

Whom to contact about this study
During the study, if you experience any medical problems, suffer a research-related injury, or have questions, concerns or complaints about the study, such as:
· Whom to contact in the case of a research-related injury or illness;
· Payment or compensation for being in the study, if any;
· Your responsibilities as a research subject;
· Eligibility to participate in the study;
· The study doctor’s or study site’s decision to exclude you from participation;
· Results of tests and/or procedures;

Please contact the study doctor at the telephone number listed on the first page of this consent document. 

If you seek emergency care, or hospitalization is required, alert the treating physician that you are participating in this research study. 

An institutional review board (IRB) is an independent committee established to help protect the rights of research subjects. If you have any questions about your rights as a research subject, contact:

· By mail:
Study Subject Adviser
Advarra IRB
6100 Merriweather Dr., Suite 600
Columbia, MD 21044
· or call toll free:    877-992-4724
· or by email:          adviser@advarra.com

Please reference the following number when contacting the Study Subject Adviser: Pro00063045.

Withdrawing Permission to Use and Disclose Health Information
If you decide later that you do not want your information to be used for future research, you can notify the study doctor by writing to the address listed on the first page of this form. A document will be sent to you to sign and date, and any remaining data will not be used for any new research or tests. However, please note that the FDA requires that any information collected up to the point of your withdrawal cannot be removed from the study, and we cannot retract any samples that have been shared with other researchers. 

The study doctor or the sponsor can stop your participation at any time without your consent for the following reasons:
· If it appears to be medically harmful to you.
· If you fail to follow directions for participating in the study.
· If it is discovered that you do not meet the study requirements.
· If the study is canceled.
· For administrative reasons.

Authorization to Use and Disclose Protected Health Information
If you decide to be in this study, the study doctor and study staff will use and share health data about you to conduct the study. Health data collected may include:
· Your name.
· Address.
· Phone number.
· Date of birth.
· Gender.
· Race/Ethnicity.
· Information from your study visits, including all test results. 
Health data shared with study researchers may include:
· Age at date of collection
· Gender
· Race/Ethnicity
· Information from your study visits, including all test results. 

Health data may come from your study records. 

For this study, the study staff may share data about you with authorized users. Authorized users may include:
· Representatives of Dono Vivo, LLC.
· Representatives of Advarra IRB (an Institutional Review Board that reviews this study).
· The Food and Drug Administration (FDA) and other US federal and state agencies.
· Government agencies to whom certain diseases (like HIV, hepatitis, and STDs) must be reported.
· Governmental agencies of other countries.
· Outside individuals and companies, such as laboratories and data storage companies, that work with the researchers and sponsor and need to access your information to conduct this study.
· Other research doctors and medical centers participating in this study, if applicable. 
· A data safety monitoring board which oversees this study, if applicable.

Your health data will be used to conduct and oversee research activities.

Once your health data has been shared with authorized users, it may no longer be protected by federal privacy law and could possibly be used or disclosed in ways other than those listed here. 

Your permission to use and share health data about you will end in 50 years unless you revoke it (take it back) sooner. 

Your right to access your health data in the study records will be suspended during the study to keep from changing the study results. When the study is over, you can access your study health data.

If you decide not to sign and date this form, you will not be able to take part in the study.


CONSENT AND AUTHORIZATION
1. You have been given a copy of this consent and authorization form to keep.  
2. If the below statements are true, please sign and date this consent and authorization form: 
a. I have read this entire consent and authorization form, and all of my questions have been answered to my satisfaction.
b. I understand that participating in the Dono Vivo biorepository is voluntary, and I agree to join. 
c. I have had the chance to consider the risks of my participation and agree to participate. 
d. I know that I can withdraw from the Dono Vivo biorepository at any time.  

If you wish to submit your sample, please sign and date below.

											
Date			Subject’s Name (Printed)

											
Date			Subject’s Signature/or Parent/Legal Guardian for Consent 

											
Date			Printed Name of Person Obtaining Consent

											
Date			Signature of Person Obtaining Consent

	Chad Link, D.O.
	Advarra IRB Approved Version 24 May 2024
	



