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1. What is the purpose of this research?

Researchers at Mass General Brigham (MGB) (Brigham & Women’s Hospital, Massachusetts General 
Hospital, and other Mass General Brigham institutions) are studying how genes and other factors affect 
people’s health and contribute to human disease. To perform this research, we are asking our patients 
to participate in the Mass General Brigham Biobank (MGB Biobank or Biobank) by providing samples 
to be stored and used for research purposes, including for genetic testing. Your participation can help 
us better understand, treat, and even prevent diseases that might in the future affect you, your family 
and your community. 

Taking part in this research study is entirely up to you. Your decision to participate will not affect your 
ability to get clinical care in any way. If you have any questions before you sign this consent form or 
after you join the study, you can contact Biobank staff at 617-525-6700 from Monday to Friday 9a – 
5p. The person in charge of the Biobank is Elizabeth W. Karlson, MD, MS. If you want to speak with 
someone not directly involved in the study, contact the Mass General Brigham Institutional Review 
Board at 857-282-1900. There is also an attached fact sheet that expands on the consent form to 
provide definitions and additional information.

2. What will happen in this study?

You may be asked to donate a blood sample of up to 5 tubes (about 3 tablespoons).
We may also use blood, urine or tissue samples collected as part of your clinical care now or in the 
future that would otherwise be thrown away. 
In the future, we may also collect an additional blood sample of up to three tubes (about 2 
tablespoons) at the same time as a blood draw for your clinical care. 
We will also look at your electronic health records now and in the future to update your health 
information.
We will store some of your health information in the study database.
We will ask you to complete questionnaires about your health.
We may contact you in the future to get additional information and ask if you are interested in 
joining other research studies.
A notation that you are taking part in this research study may be made in your electronic health 
record. Information from Biobank research or biomarker results, including genetic findings, may 
be offered to you or to your healthcare provider and may be placed in your electronic health record 
if Biobank leadership conclude that they may be important to your health.

Protocol Title: Mass General Brigham Biobank
Principal Investigator: Elizabeth W. Karlson, MD, MS

Description of Subject Population: Individuals seen at Mass General Brigham

Subject Identification



Mass General Brigham Research Consent Form
Research Tissue Bank, Version Date:  February, 2010

Page 2 of 7

Subject Identification

3. For what type of research will my samples be used? 
We plan to do many types of biological and genetic research with your samples. For example, we 
may conduct research on heart disease, cancer, diabetes, mental illness, or any other disease or 
medical condition. 
In particular we will conduct genetic analyses on your DNA. We know that certain changes in 
DNA, sometimes called genetic variants, can affect your health or may be of interest to you. For 
example: 

Certain DNA changes may increase or decrease the risk of developing specific health 
conditions like some cancers and types of heart disease. 
Certain DNA changes may increase the risk of passing specific health conditions onto 
children, even if the parents don’t have those conditions. 
Certain DNA changes may impact how certain medicines work and whether a person gets 
side effects after taking them.
Other DNA changes may tell us about things like where our ancestors may be from or how 
our bodies work.

4. Will I get results of research done using my samples? 

We plan to analyze the samples of many Biobank participants. There may be times when 
researchers are analyzing your clinical record, your DNA or other biomarkers and discover 
information that may be medically important to you. If experts from the Biobank decide that 
research results from your samples are of high medical importance, we will attempt to contact you 
to give you these results. 
The Biobank is primarily a research effort and is not a substitute for your regular medical care. It is 
important to note that any results of research done using your samples should be reviewed in the 
context of your overall health, so you should not make any changes to your medicines or care until 
you talk to a healthcare provider. 
It is possible that the Biobank will not analyze your samples. It is possible that you will never be 
contacted with individual research findings. This does NOT mean that you don’t have or won’t 
develop an important health problem. In particular, you should NOT conclude that your DNA has 
been sufficiently analyzed to rule out a genetic condition through this research.
We plan to check your DNA for certain kinds of changes (sometimes called genetic variants) and 
may return some of your results to you. 

Some of the results we give you may help your healthcare providers understand more about 
your health. Others may not directly impact your health but could provide other interesting 
or useful information to you or your family.
We know that certain DNA changes can affect our health. For example, certain DNA 
changes can increase our risk of developing specific health conditions like some cancers 
and types of heart disease. Certain DNA changes can increase the risk of passing specific 
health conditions onto our children, even if we don’t have those conditions. We also know 
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that other DNA changes can provide information about where our ancestors may be from, 
or how our bodies work.
We may look for single DNA changes in genes that are considered to be related to health 
conditions that are medically actionable. When a DNA change is associated with a 
medically actionable condition, there is a possible intervention to decrease risk of 
developing the condition or to prevent the condition from progressing. 
We may look at many different DNA changes at once to find a pattern called a “polygenic 
risk score”. This score provides medical information that can be combined with other 
information about your health and may indicate that you are at increased risk or decreased 
risk for certain medical conditions. 
If you are found to have an increased risk of developing a certain medical condition based 
on your genetic results, it does not always guarantee that you will develop the condition.
When we contact you about research results, you can choose whether you want to know 
about these results or not. In case you do not want to know about these results, they will not 
be placed into your medical record. In case you do want to know about these results, they 
may be placed into your medical record. 

We may look at variants in genes related to how you respond to certain medications. DNA changes 
can impact how our bodies react to certain types of medications. For example, DNA changes can 
impact whether a medication is more likely to work well or cause side effects. If we find a variant 
that may be important to your health because it relates to how you respond to certain medications, 
we may provide this information directly to your Mass General Brigham healthcare provider and 
include your results in your electronic medical record. We may place this information into your 
medical record for your healthcare provider even if we are unable to contact you.
It might take a few months or years to return results. You may receive some types of results sooner 
than others. We may update your results over time as we learn more. 
In some situations, follow-up testing might be needed in a certified clinical lab. You and your 
medical insurer may be responsible for the costs of these tests and any follow up care, including 
deductibles and co-payments. 
You may receive a newsletter or other information that will tell you about the research discoveries 
from the Biobank. This newsletter will not identify you or describe any of your individual results.

5. What are the benefits to me? Will I be paid for my samples?

It is possible you will not directly benefit from research conducted on your samples stored in the 
Biobank. 
However, if researchers find results that are important to your health, you may directly benefit 
from research conducted on your samples stored in the Biobank.
Results about DNA and other biomarker changes may help your healthcare provider take better 
care of you. They may be able to prevent or find a health condition early. This could help you get 
better treatment or more appropriate medication. 
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We hope that research using the Biobank’s samples and information will help us understand, 
prevent, treat, or cure diseases. 
You will not receive payment for your samples. Your parking cost may be covered, or you may 
receive a cafeteria voucher for your participation.

6. What are the costs to me to take part in the research tissue bank? 

There are no costs to you to participate in the Biobank.

7. How are my samples and health information stored in the Biobank?

Staff at the Biobank will assign a code number to your samples and health information. Your name, 
medical record number, or other information that easily identifies you will not be stored with your 
samples or health information. The key to the code will be stored securely in a separate computer file 
that can only be accessed by specific study staff.
 

8. Which researchers can use my samples and what information about me can they have?

Researchers from Mass General Brigham institutions will be allowed to work with your identified 
data and samples if they have approval from the Mass General Brigham ethics board. 
Your de-identified (coded) samples and health information may be shared with researchers at Mass 
General Brigham institutions, researchers at non-Mass General Brigham institutions or with for-
profit companies that are working with Mass General Brigham researchers. 
Your samples will not be sold for profit; however, we may use your samples and information to 
develop new products or medical tests to be sold. Mass General Brigham and researchers may 
benefit if this happens. However, neither you nor your family will receive any payment if your 
samples and information are used for this purpose. 
We will not share information that identifies you with researchers outside Mass General Brigham.
In order to allow researchers to share research results, agencies such as the National Institutes of 
Health (NIH) have developed secure banks that collect and store research samples and/or data from 
genetic studies. These central banks may store samples and results from research done using Mass 
General Brigham Biobank samples and health information. The central banks may share these 
samples or information with other qualified and approved researchers to do more studies. Results 
or samples given to the central banks will not contain information that directly identifies you. 
There are many safeguards in place at these banks to protect your privacy.

9. How long will the Biobank keep my samples and information? 

We will store your samples and information indefinitely.
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10. Can I stop allowing my samples and information to be stored and used for research?

Yes. You can withdraw your permission at any time. If you do, your samples and your information will 
be destroyed. However, it will not be possible to destroy samples and information that have already 
been given to researchers. If you decide to withdraw please contact Biobank staff by email at 
biobank@mgb.org, by phone at 617-525-6700, or by mail at Mass General Brigham Biobank, 65 
Landsdowne St. Cambridge, MA 02139. 

11. What are the risks to me?

The main risk of allowing us to use your samples and health information for research is a potential 
loss of privacy. We protect your privacy by coding your samples and health information. 
There are federal laws and state protections that can help protect your privacy. Some of these laws 
say that employers can’t treat people differently because of their DNA. The federal laws do not 
apply to employers with fewer than 15 employees. These laws also say that health insurance 
companies can’t use DNA information to change your coverage, drop you, or charge you more. 
There is a risk that DNA markers and other biomarker results may influence other types of 
insurance plans such as life insurance, disability insurance, and long-term care insurance. 
We do not think that there will be further risks to your privacy by sharing your samples and other 
information with other researchers; however, we cannot predict how such information could be 
used in the future.
The risks associated with placing the results in your electronic health record about how variants in 
genes relate to how you respond to certain medications include increasing or decreasing a dose of 
an effective medication, changing to a different medication, or stopping an effective medication 
due to potential side effects that leads to less benefit than the medication provides.
Polygenic risk scores only indicate if you are at increased or decreased risk of developing a 
medical condition. They do not guarantee that you will or will not get the condition. If you find out 
you are at increased risk for a medical condition, you may have higher healthcare costs due to 
increased preventive screening for the condition. However, knowing that you are at increased risk 
for a medical condition also has the potential to be beneficial to your health because increased 
preventive screening for the condition and/or behavioral changes relating to the condition could 
help delay the onset or prevent the medical condition from occurring.
As scientists learn more about DNA changes and biomarkers, it is possible that our understanding 
of their health impact will change over time. We might learn a DNA change or biomarker is more 
or less likely to cause a health problem in the future. If this happens with a result you have 
received, we may update you, your provider, and/or your medical record to reflect these changes.
You can always reach out to Biobank staff if you have questions at 617-525-6700 or 
biobank@mgb.org from Monday to Friday 9a – 5p.
We may provide you with information that may be of interest to you, including ancestry 
information. You may learn information about your ancestry that you do not expect or that makes 
you uncomfortable. This could include learning your family is originally from areas of the world 
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you were not anticipating and, in rare cases, could even reveal unexpected information about your 
biological relationship with your family.
There is a very small risk of bruising or infection from drawing blood similar to what might occur 
from a routine blood draw that you get for your doctor.

12. If I take part in the Biobank, how will you protect my privacy?

The same federal laws that protect your health information will protect your research information. In 
addition to Mass General Brigham researchers, the following people or groups may be able to see, use, 
and share your identifiable health information from the research:

Any sponsor(s) of this Biobank and the people or groups it hires to help with the Biobank.
The Mass General Brigham ethics board that oversees the project and the Mass General Brigham 
research quality improvement programs.
People from organizations that provide independent accreditation and oversight of hospitals and 
research.
People or organizations that we hire to do work for us, such as data storage companies, insurers, 
and lawyers,Federal and state agencies (such as the Food and Drug Administration, the Department 
of Health and Human Services, the National Institutes of Health, and other US or foreign 
government bodies that oversee or review research).

We share your identifiable health information only when we must, and we ask anyone who receives it 
from us to protect your privacy. Once your information is shared outside Mass General Brigham, we 
cannot promise that it will remain private.

13. Certificate of Confidentiality for Health Information and Other Identifying Information 
from the Research 

To help protect your privacy, we have obtained a Certificate of Confidentiality from the National 
Institutes of Health. With this Certificate, 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. Researchers will use the Certificate to resist any 
demands for information that would identify you, except as explained below. The Certificate cannot be 
used to resist a demand for information from personnel of the United States Government that is used 
for auditing or evaluation for Federally funded projects or for information that must be disclosed in 
order to meet the requirements of the Federal Food and Drug Administration (FDA).

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.
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A Certificate of Confidentiality does not prevent researchers from voluntarily disclosing information 
about you, without your consent in incidents such as child abuse, and intent to harm yourself or others.

Consent Form Version: 2/15/2023



 

Additional Information about Consenting to the Mass General 
Brigham Biobank 

 
Thank you for participating in the Mass General Brigham Biobank. This fact sheet provides more information 
about the bank. 
Pages 1-2 list definitions of some of the terms used in the consent form and fact sheet. This is followed by more 
details about what will happen to your samples and health information. Those sections correspond to the 
numbered sections in your consent form. 
As a Mass General Brigham patient, you may be asked to participate in other studies in the future, including 
other “tissue bank” studies. This may happen even if you decide not to participate in this study. As always, you 
may refuse to be in any study that you don’t want to participate in. 
 
Definitions of terms used in the Biobank consent form.   
● Genetic Research:  Genetic research uses DNA, genes, and other health information to study the links to 

different types of health conditions. This type of research explores why some people are more likely than 
others to get certain diseases. This type of research may show why some people respond to certain 
medicines or have side effects from other medicines. The long-term goals of genetic research are to learn 
how to better understand, prevent, diagnose, or treat diseases. It may tell us other interesting information 
about a person such as where their family came from.  

o Some genetic research will study how certain genes are influenced by environmental and lifestyle 
factors like smoke exposure or exercise. The goal of this type of research is to understand how our 
lifestyle and environment could either increase our risk of or protect us from health conditions that 
run in families. 

o Some genetic research looks at a small portion of your genes, while other genetic research may study 
all of your genes. Research that looks at all of your genes is usually trying to find out if there is a 
link between a medical condition and a change in one or more genes.  

● Types of Genetic Tests - There are several types of tests that can be done, for example: 
o Single or multiple DNA markers can be studied: this is called genotyping 
o Many gene variants (mutations) can be studied to see if there is any relationship between specific 

genes and a particular disease: this is called genome wide association studies 
o The entire DNA genome can be studied: this is called gene sequencing. 
o Since many diseases are not just caused by one genetic variant, researchers may study many gene 

variants or the entire genome in order to understand the multiple genetic variants that contribute to 
disease. By providing a blood sample, you are enabling researchers to do these complicated tests. 

● Biomarker: A natural chemical such as a protein that can be measured in a blood sample. These markers 
can be used by researchers to study why some people are more likely than others to get certain diseases. 
These markers can be used by researchers to study why some people respond to certain medicines or have 
side effects from other medicines.    

● Biorepository:  A biorepository is a collection or bank of biological samples, such as blood, urine, tissue, 
and DNA that are linked to health information, and are used for scientific research. In this study, you will 
not be asked to take any medication, receive treatment, or change your behaviors. We will just collect 
samples and health information for researchers to study. We refer to the biorepository in the consent form as 
“the Biobank”. 

● DNA: Your specimen consists of many cells. These cells contain genetic information called DNA that is 
inherited from your parents. DNA provides a code that instructs the cells in our bodies to do specific things. 
In some cases, abnormalities in the DNA can put us at risk for certain diseases.  

● RNA: Similar to DNA, RNA is another form of genetic information that our body uses to make proteins. 
● Genes:  Genes are parts of the DNA code that direct cells to perform certain functions. Genes contain the 

instructions that tell our bodies how to grow and work and determine physical features such as hair and eye 
color.  



● Genetic variants (or mutations):  Genetic variants or mutations are changes in genes that can increase a 
person’s risk for developing diseases.  

● Proteins: Genes are also used to make proteins. Proteins help us carry out the instructions from our genes. 
They do many things in the body such as keeping our skin together, protecting us from infections, digesting 
the foods we eat, and helping us to think. Proteins also can play a role in if we get sick or stay healthy. 
Research on proteins is important to identify their functions and to understand how the genes that produce 
them are altered in disease. 

● Polygenic Risk Score: A score that is based on a very large number (e.g. millions) of common genetic 
variations that tells you what risk you have of developing a disease or medical condition. This score 
provides medical information that can be combined with other information about your health and may 
indicate that you are at increased risk or decreased risk for certain medical conditions. 

● Federal laws: The Genetic Information Nondiscriminatory Act of 2008 (GINA) is a federal law that 
protects you from discrimination based on your genetic information. This law protects most Americans from 
being denied health insurance or employment based on any genetic test results. The law does not apply to 
life insurance, disability insurance, or long-term care insurance. There are other state laws that may offer 
additional or different protections regarding your genetic results and your insurance coverage.  

  
Section 1.  Purpose 
The Mass General Brigham Biobank (MGB Biobank or Biobank) is a large research program designed to help 
scientists understand how people’s health is affected by their genes, biological markers (biomarkers), and other 
factors. A person’s risk for getting a disease depends on many factors. Your risk includes the genes you inherit 
from your parents as well as environmental factors and may be manifested in a large number of biological 
measurements. Environmental factors include whether you smoke or exercise, where you work, your body’s fat 
and muscle makeup, and other factors. 
 
Scientists believe that even small differences in genes or in a number of other biomarkers can affect 
whether you have a higher chance to get a disease or medical condition, such as asthma, heart disease, 
cancer, and many others.  We hope these studies will help researchers develop better ways to prevent, 
detect, and treat disease. 
 
Section 2. What will happen? 
Once you have provided your consent, we will collect a blood sample from you.  

 If possible, we will use samples that are left over when you have a blood draw as part of your routine 
clinical care. 

 We may ask you to provide a sample separately, as an extra needle stick or saliva sample. 
 We may collect an additional blood sample when you have blood drawn as part of your routine clinical 

care. 
In the future, as part of your routine care, your healthcare provider may collect blood or tissue samples from 
you for testing as part of your medical care. After the tests for your medical care are completed, part of your 
samples may be left over. Normally, these leftover samples would be thrown away. We are asking you to allow 
us to collect and store any leftover clinical samples in the Biobank. This collection will not affect testing of your 
samples for medical purposes.  

We are also asking you to allow us to collect an additional 2 tablespoons of blood in the future, at the same time 
as blood is collected as part of your medical care. 

We would like your permission to look at health information in your medical records. This will include your 
medical diagnoses, test results, and prescriptions. We may review your medical records multiple times over 
many years to obtain updated health information.  

We will also ask you to complete one or several short questionnaires, using a computer, paper or by calling 
you on the phone. These will generally take less than 20 minutes. You may skip any questions you don’t want 
to answer. Your responses will not change your medical care in any way. You may save your responses, stop 
answering the questions, and return to complete the questionnaire later. For example, a questionnaire might ask 



you: 

 Whether you smoke cigarettes or how much you exercise. 
 The environment in which you live and work (for example, your exposure to the sun and what type of job 

you have). 
 Your family history (for example, whether your parents have diabetes or cancer). 
 If you have had symptoms of certain diseases or medical conditions. 

 
Section 3.  What types of research may be done with my samples? 
Many types of research may be done with your samples.  Some studies will do research to look at your DNA 
and genes including an examination of genetic changes (sometimes called variants).  Other studies may look at 
proteins and other biomarkers made by your body. 
 
Genetic research uses DNA, RNA, and other biomarkers and health information to study the links to 
different types of health conditions.  This type of research explores why some people are more likely than 
others to get certain diseases.  This type of research may show why some people respond to certain 
medicines or have side effects from other medicines.  The long-term goals of genetic research are to learn 
how to better understand, prevent, diagnose, or treat disease. 
 
It is not possible for us to list every research project that may be done.  Also, we cannot predict all of the 
research questions that will be important in the future.  As we learn more, we may use your samples and 
information to answer new types of research questions related to any human disease or condition. 
 
Section 4. Returning research results 
It is possible that some of the research findings obtained from your sample could be important to your health.  

If our team of experts decides that results from your sample are important to your health, the Biobank study 
staff may contact you, contact your healthcare provider(s), and/or include the result in your electronic health 
record.   

It is important to remember that research results are not the same as clinical tests. Your healthcare provider may 
need to repeat the research findings using a certified clinical laboratory to be certain that the result is correct. 

We may also contact you about results that are not related to your health but may be of interest to you. 

It is possible that you will never be contacted with individual research findings.  This is because your 
samples may not be used in all research, and because researchers will often look at only a portion of your 
sample. Not hearing about results does not mean that you don’t have or won’t develop an important 
health problem. 
 
Section 5. Why should I participate? 
Your participation could help us better understand, treat, and even prevent diseases that affects your loved ones, 
your future generations, as well as the larger community. Your samples and information will help further 
progress of research studies and medical care at our Mass General Brigham hospitals. In addition, research 
performed on your sample could provide relevant information about your health. This information may help 
your healthcare providers take better care of you. 
 
Section 12. Privacy 
 
Protecting your privacy. 
There are many safeguards in place to protect your privacy.  These include assigning codes to your 
samples and information, requiring ethics board approval for researchers and staff, and an oversight 
committee. 
The main risk of your participation in this research is a loss of privacy. By sharing your information from your 
electronic health record with researchers, it is possible that someone could find out private information about 



you. All of your identifiable health information is private under federal law. However, there are certain cases 
where we may need to release your information to organizations such as federal and state agencies and audit 
committees that oversee research. Under certain circumstances we may place information that is important to 
your health that we discover, including genetic information, into your electronic health record.  In that case 
anyone examining your record, including insurance companies, will have access to that information.   

If research results are provided to other specimen or data repositories, these will also have many procedures 
to protect your privacy and confidentiality. While we think that there are only minimal risks associated with 
sharing research results, we cannot predict how this information might be used in the future. 

Your privacy is very important to us and we will use many safety measures to protect your privacy. However, in 
spite of all of the safety measures that we will use, we cannot guarantee that your identity will never become 
known. Although your genetic information is unique to you, you do share some genetic information with your 
children, parents, brothers, sisters, and other blood relatives. Therefore, it may be possible that genetic 
information from them could be used to help identify you. Also, it may be possible that genetic information 
from you could be used to help identify them. 

Collaborating with researchers.   
The Mass General Brigham Institutional Review Board (IRB) is certified to approve all researchers who will 
want to use samples and health in-formation for their studies. This IRB ethics board independently reviews and 
watches over all research studies involving people. The IRB follows state and federal laws and codes of ethics 
to make sure that the rights and welfare of people taking part in research studies are protected. We may share 
your data with researchers within and outside of Mass General Brigham, including for-profit companies who are 
partnering with Mass General Brigham researchers. 
 
Section 13. Certificate of Confidentiality 

 Certificate of Confidentiality for health information and other identifying information from the research.   
 In this research study, we have obtained a Certificate of Confidentiality from the Department of Health and 

Human Services (DHHS). By granting the Certificate, DHHS is not approving the research itself, but is helping 
us strengthen the privacy protections for your health information and other identifying information from the 
research. With the Certificate, we cannot be forced (for example by a court order or subpoena) to disclose your 
health information or other identifying information from the research in any Federal, State, or local civil, 
criminal, administrative, legislative, or other proceedings. (Note that information that is not from the research, 
such as existing hospital or office health records, is protected by general privacy law but does not receive the 
Certificate’s stronger protection. The Certificate also does not prevent you or a member of your family from 
voluntarily releasing any information about yourself or your involvement with this research study.) 
 
Contact Information 
If you have any questions before you sign this consent form or after you join the study, you can contact the 
Mass General Brigham Biobank staff at 617-525-6700 from Monday-Friday 9a-5p, or email us at 
Biobank@mgb.org. 
 
The person in charge of the Mass General Brigham Biobank is: Elizabeth W. Karlson, MD, MS 
If you want to speak with someone not directly involved in the study, contact the Mass General Brigham 
Institutional Review Board at 857-282-1900. You can also visit our website at: 
Biobank.MassGeneralBrigham.org  
 

 

                            


