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COMPOUND AUTHORIZATION AND CONSENT FOR PARTICIPATION  
IN A RESEARCH PROJECT 

YALE UNIVERSITY SCHOOL OF MEDICINE – YALE-NEW HAVEN HOSPITAL 
 

Thyroid Health Study (THS) 
 
Principal Investigator: Yawei Zhang M.D. Ph.D.                       Funding Source: American Cancer Society 
_____________________________________________________________________________________ 
 
Invitation to Participate and Description of Project 
 
You are invited to take part in a research study designed to discover how environmental, occupational, 
dietary, and certain medical factors may cause Medullary Thyroid Cancer (MTC) diseases.  These factors 
will be studied through analyses of questionnaire and laboratory data, and through DNA analyses.  
Indivuals diagnosed with Medullary Thyroid Cancer, will be invited to participate. 
 
In order to decide whether or not you wish to be a part of this research study you should know enough 
about its risks and benefits to make an informed decision.  This consent form gives you detailed 
information about the study, including all aspects of this research: its purpose, the procedures that will be 
performed, any risks of the procedures, possible benefits.  After you have read this consent form, you will 
be asked to sign it electronically, indicating that you wish to participate. 
 
Description of Procedures 
 
If you agree to take part in this study, we will ask you to follow a link online to a web-based survey 
questionnaire, asking you about various aspects of your environmental, medical and occupational history, 
about your usual diet, etc.  We will also send you a dietary questionnaire for you to fill out and a small 
plastic container to collect your saliva (approximately 3 ml, or about one teaspoon).  Your saliva sample 
will be used for laboratory research measurements, including the analysis of DNA variations which occur 
commonly among people.  The DNA analyses are only suitable for research; the variations we study are 
not known to be related to any diseases, and have no known medical use.  The DNA obtained will be 
stored for analyses during the study that specifically relate to the causes of Medullary Thyroid Cancer.  
 
Over a two-year period, about 1,000 subjects will be enrolled in the study, and analysis of the study 
samples and data may take up to a further 25 years.   
 
Risks and Inconveniences 
 
There is no discomfort associated with your effort to provide a saliva sample. No physical risks are 
involved in the collection of saliva sample. Breach of confidentiality of medical information, 
questionnaire data, or laboratory results can cause psychological, social, or possibly economic harm to 
study participants.  These risks are also extremely unlikely to occur.  We take standard and extensive 
measures to protect confidentiality, and have had no breaches of confidentiality in any of our past or 
current studies. No undue risk is attached to the genetic information to be obtained in the proposed study, 
because unlike major cancer-susceptibility genes, the allelic variants to be tested in this study are common 
in the population, are not known cancer susceptibility genes, and are not in themselves known to be 
associated with high lifetime cancer risks.  Extracted DNA will be kept (with only numerical study 
identifiers) for testing over the 30 year course of the study, but all such testing will be for research purpose 
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only.  The results from DNA testing will have no effect on subjects’ standard medical care or on any 
commitments of health care providers to administer care. There is thus no additional risk inherent in the 
storage of DNA in its testing over the study lifetime as we have proposed. 
 There is a federal law called the Genetic Information Nondiscrimination Act (GINA). In general, this law 
makes it illegal for health insurance companies, group health plans, and most employers, except those 
with less than 15 employees, to discriminate against you based on your genetic information. However, it 
does not protect you against discrimination by companies that sell life insurance, disability insurance, or 
long-term care insurance.  
 
 Benefits 
 
This study is not designed to benefit you directly.  Rather, this study is designed to gather valuable infor-
mation about the causes of Medullary Thyroid Cancer. 
 
Economic Considerations 
 
There are no costs for participation in the study, and you will receive no compensation for your 
participation if you choose to participate.  
 
Confidentiality and Privacy 
 
Any identifiable information that is obtained in connection with this study will remain confidential and 
will be disclosed only with your permission or as permitted by U.S. or State law.  Examples of 
information that we are legally required to disclose include abuse of a child or elderly person, or certain 
reportable diseases. When the results of the research are published or discussed in conferences, no 
information will be included that would reveal your identity unless your specific consent for this activity 
is obtained.   
 
We understand that information about you obtained in connection with your health is personal, and we are 
committed to protecting the privacy of that information.  If you decide to be in this study, the researcher 
will get information that identifies you and your personal health information.  This may include 
information that might directly identify you, such as your name and date of birth.  This information will 
be de-identified at the earliest reasonable time after we receive it, meaning we will replace your 
identifying information with a code that does not directly identify you. The principal investigator will 
keep a link that identifies you to your coded information, and this link will be kept secure and available 
only to the PI or selected members of the research team. Any information that can identify you will 
remain confidential. All research materials will be stored in locked cabinets.  The electronic data on a 
computer will be password-protected. The research team will only give this coded information to others to 
carry out this research study. The link to your personal information will be kept for 30 years, after which 
time the link will be destroyed and the data will become anonymous. The data will be kept in this 
anonymous form indefinitely.   
 
 
 
The information about your health that will be collected in this study includes: 
 

• Research study records including the study questionnaire, and all laboratory and other study 
research records; 
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• Your disease location and type, and the stage, mode and date of diagnosis and related 
information; 

• Your name and other identifying and contact information.  This information will be used only as 
noted above, will not be disclosed to the data-entry firm, and will be destroyed at the completion 
of the study, approximately thirty years after all subjects have been interviewed. 

  
Information about you and your health which might identify you may be used by or given to:  
 

• Representatives from Yale University and the Human Investigation Committee (the committee that 
reviews, approves, and monitors research on human subjects), who are responsible for insuring 
research compliance.  These individuals are required to keep all information confidential.  

• The Principal Investigator: Yawei Zhang; 
• Other members of the research team: the study coordinator, interviewers, co-investigators, 

laboratory staff, Yale rapid case ascertainment staff, and/or other study personnel; 
• The research sponsors or their representative when required for monitoring study conduct; 
• A data-entry firm, that will computerize study data from paper forms and return it to the study.  

No personal identifying information such as name or address will be disclosed to or computerized 
by the data-entry company.  

 
By signing this form, you authorize the use and/or disclosure of the information described above for this 
research study.  The purpose for the uses and disclosures you are authorizing is to ensure that the 
information relating to this research is available to all parties who may need it for research purposes. 
All health care providers subject to HIPAA (Health Insurance Portability and Accountability Act) are 
required to protect the privacy of your information.  The research staff at the Yale School of Medicine and 
Yale New Haven Hospital are required to comply with HIPAA and to ensure the confidentiality of your 
information.  Some of the individuals or agencies listed above may not be subject to HIPAA and therefore 
may not be required to provide the same type of confidentiality protection. They could use or disclose 
your information in ways not mentioned in this form.  However to better protect your health information, 
agreements are in place with these individuals and/or companies that require that they keep your 
information confidential.  
 
You have the right to review and copy your health information in your medical record in accordance with 
institutional medical records policies.   
 
In Case of Injury 
 
If you are injured as a result of your participation in this study, you or your insurance company will be 
responsible for the cost. Should an emergency occur as a result of your participation, please call 911 or 
your physician. You do not waive any of your legal rights by signing this form. 
 
 
 
Voluntary Participation and Withdrawal 
 
You are free to choose not to take part in this study.   Your health care outside the study, the payment for 
your health care, and your health care benefits will not be affected if you do not agree to participate.  
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However, you will not be able to enroll in this research study and will not receive study procedures as a 
study participant if you do not allow use of your information as part of this study. 
 
If you do become a subject, you are free to stop and withdraw from this study at any time during its 
course.  If you sign this authorization, you may change your mind at any time, but the researchers may 
continue to use information collected before you changed your mind to complete the research.  To 
withdraw, you can call a member of the research team at any time and tell them that you no longer want to 
take part.  This will cancel any appointments in the future. You must also follow up your phone call by 
sending a written notice to revoke this authorization to the principal investigator, Yawei Zhang, 55 
Church Street, Suite 801, New Haven, CT 06510.  
 
This authorization to use and disclose your health information will never expire unless and until you 
change your mind and revoke it.  If you choose not to participate or if you withdraw it will not harm your 
relationship with your own doctors or with Yale-New Haven hospital. 
 
Questions 
 
We have used some technical terms in this form.  Please feel free to ask about anything you don't 
understand and to consider this research and the consent form carefully – as long as you feel is necessary 
– before you make a decision. 
 
 
Authorization and Permission 
 
I have read (or someone has read to me) this form and have decided to participate in the project described 
above.  Its general purposes, the particulars of involvement and possible hazards and inconveniences have 
been explained to my satisfaction.   
By agreeing, I give permission to the researchers to use [and give out] information about me for the 
purposes described in this form.  By refusing to give permission, I understand that I will not be able to be 
in this research.  
 
 
Name of Subject:____Carol Ann Corbitt_________________________ 
                                                            
Mailing address:  Street:  574 Bo Bo Banks Rd  
                             City:      Grantville                           
                             State:      Ga.                                Zip:    30220 
 
 
   X       By checking here I indicate that I have read and understood this consent form and that I wish to 
participate in this research study. 
 
Date:_______June 20, 2013_______________________________ 
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