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Office of Graduate Medical Education
1001 Hoffman Street
Elmira, NY 14905
Phone: (607) 442-1713 FAX: (607) 873-7359 
 

CONSENT TO PARTICIPATE IN A RESEARCH STUDY


Title: 

Principal Investigator: XXXXXXXXXX, DO 
PGY-4 XXXXXX Resident
Arnot Ogden Medical Center   
Department of XXXX
XXXXXX@arnothealth.org 

Co-Investigators:  XXXXX DO PGY-4, AOMC
XXXXXXX OMS-3, LECOM-Elmira 
XXXXXXX DO, AOMC Faculty
XXXXXXX, DO, AOMC Faculty
XXXXXXX, PhD, AOMC Faculty
Concise Overview: This is optional – the idea is to give the participant a summary of the study. Example: “Your doctors are conducting this research study in trying to understand why people have different responses to treatments for depression. If you agree to participate in this study, you will answer 2 questionnaires about your depression symptoms and the way you behave in daily situations. The questionnaires have 9 or 10 questions and will be given to you during your visits at the Elmira Behavioral Health facility. The risks of participation include feeling uncomfortable in answering these questions and breach of confidentiality”.



What is the purpose of this research study? 
Dr XXX and colleagues are conducting this research study to understand why people have different responses to treatments for depression. These differences can be related to some types of personality traits, which can be detected by physicians during their encounter with patients. 	Comment by Teixeira, Miriam: The Consent form must be written in layman language and adequate to the understanding of a 6th to 8th grade child. Avoid use of medical jargons, abbreviations or acronyms. Write as if you were explaining the study to a child. 
When patients do not respond well to the initial medicine prescribed for depression, doctors can recommend two additional treatment options: 
1) A type of anesthetic medicine used as a nasal spray called Spravato, OR
2) A technique in which special magnetic pulses are applied to the side of the head to stimulate parts of the brain involved in mood control and depression. This technique is called Transcranial magnetic stimulation (TMS) and is done in a series of sessions.
You are invited to participate in this study because you did not respond well to the initial medicine that your doctor prescribed for your depression, and she/he is now recommending that you either try Spravato or undergo the magnetic stimulation sessions. 

Who can participate in this study?
	You can participate in this study if you are 18 years or older, are currently being treated for depression at the Elmira Behavioral Health facility and have not responded well to the initial medication prescribed by your doctor. We expect to have approximately 60 subjects completing this study.

What procedures will be performed for research purpose?
We are asking that you answer 2 questionnaires at two different times: before the start of the treatment with Spravato or TMS and again at the end of treatment. The questionnaires have 9 or 10 questions related to your depression symptoms and how you behave in daily situations. We will compare your answers before and after the treatment to determine how much your depression symptoms improved and if the way you react to daily situations may be related to a better or worse response to either Spravato or TMS treatments. The length of your participation in this study is expected to be between XXXX months. 

What are the possible benefits from taking part in this study?
	You are already receiving the commonly used treatment for depression and participating in this study may offer an additional improvement to your symptoms OR participating in this study does not offer you any additional or direct benefit. The knowledge gained from this study may help doctors choose better treatment options for patients suffering from depression like you.

What are the possible risks, side effects, and discomforts of this research study?
	The questions you will have to answer are routinely used in clinical practice and are related to how you feel and behave in different situations. Reporting those feelings and behaviors may make you feel uncomfortable or distressed. 
	The most common side effects of the medications used in the study are…
There is a risk that someone not part of the study team has access to your private information. To minimize this risk, the study team will assign you a study number. This number, and not your name, will be placed on your medical history form and questionnaires that you will fill at each visit. These forms will be either stored in locked cabinets or in password protected computers only accessible to the study investigators. Your private information will only be used to confirm your identity at each visit or to contact you when follow-up appointments are necessary. The investigators will destroy your private information once the study is completed and will not re-used it in any additional research. 



 What treatments or procedures are available if I decide not to take part in this research study?
	This study only collects information about how patients respond to standard treatments available for depression. If you decide not to participate in this research study, you will continue to receive the standard treatment for depression. 

If I agree to take part in this research study, will I be told of any new risks that may be found during the course of the study?
You will be promptly notified if during the conduct of this research study any new information develops which may cause you to change your mind about continuing to participate.

Will my insurance provider or I be charged for the costs of any procedures performed as part of this research study?
This study only involves answering two questionnaires and there will be no charge to you or your insurance provider. 
  
Will I be paid if I take part in this research study?
This study does not provide money or financial compensation for your participation OR You will received $xx for each visit as a financial compensation for your time, parking, transportation, etc. 

Who will know about my participation in this research study?
The doctors involved in your care at the Elmira Behavioral Health facility and the investigators listed on the first page of this form will know about your participation in this study.  
	
Will this research study involve the use or disclosure of my identifiable medical information?
Additional information that will be collected from your medical records are date of birth/age, race, sex, general information about your depression and medications your doctors used to treat your depression. 
 
Who will have access to identifiable information related to my participation in this research study?
	In addition to the names listed on the first page of this authorization (consent) form and the research staff, the investigators may be required to release your private information to the Arnot Health department that regulates all activities related to patients called Compliance Office. 




For how long will the investigators be permitted to use and disclose identifiable information related to my participation in this research study?
The investigators may continue to use your private information for the purposes described above until the study is completed, which is expected to be between 1 to 2 years. 

Is my participation in this research study voluntary?
Your participation in this research study is completely voluntary. Whether or not you decide to participate has no effect on your current or future medical care at the Elmira Behavioral Health or Arnot Health system. Before agreeing to participate in this 
research study, or at any time during your study participation, you may discuss your care with other doctors or therapists who are not associated with this research study. 

May I withdraw, at a future date, my consent for participation in this research study?
You may withdraw, at any time, your consent for participation in this research study. Any identifiable research information recorded for, or resulting from, your participation in this research study prior to withdrawing your consent may continue to be used and disclosed by the investigators for the purposes described above. To withdraw your consent for participation in this research study you should provide a written and dated notice of this decision to doctor XXXXX at XXXXXXX@arnothealth.org. Your decision to withdraw your consent for participation will have no effect on your current or future relationship with the Elmira Behavioral Health or ArnotHealth system.
 
If I agree to take part in this research study, can I be removed from the study without my consent?
It is possible that you may be removed from this study by the researchers if you cannot be contacted for follow-up or if the study doctors determine that it would not be in your best interest to continue participation.

VOLUNTARY CONSENT

The above information has been explained to me and all my current questions have been answered. I understand that I am encouraged to ask any questions during my participation in this study, and that such future questions will be answered by a qualified individual or by the investigator(s) listed on the first page of this consent document. I understand that I may always request that a listed investigator address my questions, concerns or complaints. I understand that I may also contact the Graduate Medical Education Research at 607-442-1713 to discuss problems or concerns I have related to this study. A copy of this consent form will be given to me. 

By signing this form, I agree to participate in this research study.





____________________				________________________	
Date							Date

_____________________________		______________________________	
Print name of participant				Print name of investigator

_____________________________		______________________________	
Signature of participant				Signature of investigator
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