INFORMED CONSENT TO PARTICIPATE IN A RESEARCH STUDY

NEW YORK CHIROPRACTIC COLLEGE

(Instructions and suggestions appear throughout in italics. Please delete these from your final copy.)
TITLE OF STUDY: ____________________________________________________________________
______________________________________________________________________________________

(If the study involves external agency, list official sponsored protocol title) 
Funding Agency: __________________________ 
INVESTIGATOR INFORMATION:
_________________________________________


​____________________________
 Principal Investigator Name    




 Telephone No. 24/hr/day-work

I,_________________________________ have been asked to volunteer in the research study under the 
direction of ______________________________________, and the medical supervision of 
___________________________________________.  

Additionally, other professional persons who work with them as study staff may assist or act for them.

PURPOSE:


 (If Applicable – If the study involves patients, state the condition which makes them eligible to participate)

I understand that I am being asked to participate in this study because (insert clinical condition): 
The purpose of this research study is (State the purpose of the research in lay language. If applicable, the stated purpose should make it clear that the study involves an investigational drug or device or an approved or marketed drug or device whose use in this study is investigational)
DURATION AND LOCATION:

(Describe the expected duration of the subject’s participation in the study and the location of the project – e.g. Depew Health Center, Student Clinic, etc.)
My participation in this study will last for approximately: 

The study will be conducted at:
PROCEDURES:
(Describe in clear layman’s language step by step, what will happen to the subject. This should include, but need not be limited to, such items as: (1) The overall design of the study, methods, probability of assignment, randomization, controls and placebos. Explanation of blinding procedures, if applicable; and for blinded studies, that treatment can be determined quickly in case of emergencies. (2) Procedures to be performed, including frequency and follow up. (3) Differentiate between procedures/test articles that are investigational or included solely for research purposes and those that are considered standard clinical care. (4) Medications, if any, (including placebo) to be administered and the method, dose, frequency, and the duration of treatment. (5) Number, frequency, and duration of visits. (6) Specimens to be collected including frequency and size/amount. If specimens taken will be used for any purpose other than as required for the study protocol, disclose the intended use. (7) Specific requirements of the research subject. For example, post treatment follow-up, diary cards, questionnaires, etc.)

I have been told that during the course of this study, the following will occur: (insert procedures)
(If Applicable)

The following procedures/test articles are considered to be experimental:    

*EXCLUSIONS:

(if applicable, list exclusion criteria in lay language)

I should not participate in this study if any of the following apply to me:

RISKS/DISCOMFORTS:

(For each procedure/intervention, describe the immediate and long-term discomfort/hazard/risk – physical/psychological/social/reproductive – and consequences)

I have been told that the study may involve the following risks and/or discomforts:

There also may be risks and discomforts which are not yet known.

BENEFITS:

(Describe potential BENEFITS which might reasonably result from the research. Identify those to be gained by the individual subject as well as those by society in general. If the individual subject will receive NO DIRECT BENEFIT, this must be explicitly stated.)
OPTION #1
I have been told that the benefits of participating in this study may be:

However, I may receive no benefit from participating in this study.

(OR)

OPTION #2

I have been told that I will receive no direct benefit from my participation in this study, but my participation may help health care practitioners better understand:

(If Applicable)

*ALTERNATIVES:

(state any appropriate alternative procedures or course of treatment that might be available or advantageous to the subject.)

The following alternative procedures or treatments are available if I choose not to participate in this study:

(If Applicable, include the statement below)

*NEW FINDINGS:

I have been told that I will receive any new information during the course of the study concerning significant treatment findings that may affect my willingness to continue my participation.

CONFIDENTIALITY:

(Describe how confidentiality will be maintained and list any limitations. Include the statements listed below.)

Every effort will be made to maintain the confidentiality of my study records.  The data from the study may be published; however, I will not be identified by name.  My identity will remain confidential unless disclosure is required by law.

Agents of New York Chiropractic College (or the sponsoring agency, if applicable) will be allowed to inspect sections of my medical and research records related to this study.

(*Include statements below if applicable.)

I have been informed that because this study involves articles regulated by the FDA (Food and Drug Administration), the FDA may choose to inspect records identifying me as a subject in this study.  I authorize review of the pertinent sections of my records for this purpose only.

(If Applicable)

*FINANCIAL COSTS TO THE SUBJECT:

(If applicable, indicate who is to bear the expense of tests, procedures, hospitalization, outpatient visits, etc., done solely for research purposes.)
*COMPENSATION IN CASE OF INJURY:

(If the research could result in injury, describe proposed compensation for research-related injury and/or emergency medical treatment. Include one of the statements below.)

I understand that in the event of injury resulting from the research procedures, no form of compensation (i.e., payment) is available from New York Chiropractic College.  Medical treatment may be provided at my own expense or at the expense of my health care insurer (e.g., Medicare, Medicaid, BC/BS) which may or may not provide coverage.  If I have questions, I should contact my insurer.

OR
In the event of injury resulting from the research procedures, (Sponsoring agency) will provide reimbursement for the reasonable costs of medical treatment to the extent that the costs are not covered by my insurance or by third party or government program providing coverage.

(If Applicable)

*PAYMENTS TO PARTICIPANTS:

(If subjects are to be paid or reimbursed travel expenses, specify dollar amount and payment schedule or other forms of reimbursement. Address the matter or PRORATION if the subject withdraws or if the study is terminated by the investigator.

I have been told that I will receive ________ for my participation in this study according to the following schedule:

RIGHT TO REFUSE OR WITHDRAW:

(Include the statement below)

I understand that I do not have to take part in this study, and my refusal to participate will involve no penalty or loss of rights to which I am entitled.  I may withdraw from this study at any time without penalty or loss of benefits to which I am entitled.

I also understand that the investigator has the right to withdraw me from the study at any time.  I understand that my withdrawal from the study may be for reasons related to me (e.g., not following the study-related directions; a serious study related injury) or because the entire study has been terminated.

(*If applicable)  
I understand the (sponsor) has the right to terminate the study or the investigator’s participation in the study at any time.

OFFER TO ANSWER QUESTIONS:

(Include the statements below)

If I have questions about this study, I may call:







Name: ___________________________________







Phone Number: ______________________________ 
           



If I have questions about my rights as a research subject, I may call the Research Department at New York Chiropractic College at (315) 568-3868.

If a research related injury occurs, I will call:






Name: ___________________________________________






Phone Number: ____________________________________

SIGNATURES:

I acknowledge that I have had at least 24 hours to read and review the contents of this document. I understand my rights as a research subject and I voluntarily consent to participate in this study.  I understand what the study is about and why it is being done.  I will receive a copy of this Informed Consent form.

_____________________________________________


_____________________


Signature of Research Subject





Date

(or legally authorized representative)

______________________________________________


_____________________

Signature of Investigator






Date
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