SAINT FRANCIS HOSPITAL AND MEDICAL CENTER

INSTITUTIONAL REVIEW BOARD

Application Instructions for Institutional Review Board (IRB) Review
Please read this document carefully when preparing an IRB application.   DO NOT include a copy of the instructions with the final submission of the application.

Contacting the IRB:

Address correspondence to the IRB Administrator or IRB Chair, Saint Francis Hospital and Medical Center (SFHMC), 114 Woodland Street, Hartford, CT 06105-1299;  Interoffice mail: Mailstop #31401;  Phone (860) 714-4068; Fax (860) 714-8053
IRB Meeting Schedule and Submission Deadlines:

IRB meetings are held on the third or fourth working Wednesday of each month.  Applications are due 9 days prior to the meeting.  The IRB meeting schedule and submission deadlines are available on the IRB website; http://www.saintfranciscare.com/Institutional_Review_Board_(IRB)/Meeting_Dates_and_Submission_Deadlines/Meeting_Dates_and_Submission_Deadlines.aspx or by calling the IRB office at (860) 714-4068.

General Information:

All forms must be typewritten and completed in full.  Incomplete applications, or applications submitted on outdated forms, will be returned, possibly resulting in a delay in the review process.  
Training:

Federal regulations and IRB policy require that investigators and research staff conducting research undergo training in the protection of human subjects prior to receiving IRB approval of a protocol.  The IRB provides and accepts completion of the online CITI program: http://www.citiprogram.org.  Investigators and research staff must affiliate with “Saint Francis Hospital and Medical Center-Hartford” when registering in order to complete the correct training.  The CITI completion certificate will expire after 3 years.  Subsequent to the initial training, the IRB requires all investigators and research staff to complete a CITI refresher course via www.citiprogram.org. The refresher course is to be completed every 3 years.
The IRB will not entertain protocols from investigators who do not comply with training requirements.  Off-site individuals collaborating with investigators at SFHMC must provide documentation of CITI training when applications are submitted.  
Research Committee Approval:

Protocols may require approval by the Nursing Research Committee or the Ethics Committee prior to IRB review.  Protocols meeting expedited or exempt review may require review by the Nursing Research Committee prior to IRB review.  Contact the IRB office for additional direction and information.
Study Coordinators and Data Safety Monitoring for Interventional Protocols:

The IRB requires all interventional protocols to have a Study Coordinator.  All interventional protocols require safety monitoring to review accumulated outcome data, including Adverse Event reports, to determine whether any of the treatment procedures practiced should be altered or stopped.  When evaluating new protocols for data safety monitoring, the type of monitoring required depends upon the size of the study, the nature of the investigation, the complexity of the study design, and the level of risk to study participants.   Large, multi-center studies are required to have independent Data and Safety Monitoring Boards to gather and assess study information from all the sites involved in the trial.  Local, investigator-originated protocols generally do not need data safety monitoring or a Safety Officer when addressing protocols that involve minimal risk.   The IRB reserves the right to designate an independent Safety Officer for investigator-originated protocols to ensure the safety of research participants and compliance with regulations. 
Application instructions:

The IRB reviews various types of research, therefore some sections of the application may not apply to selected categories of research.  There are two different applications to choose from. One is for Full Board Review and one is for Expedited and Exempt Review.  Please complete the appropriate form. If you have any questions as to whether your study will qualify for full board, expedited, or exempt review, please contact the IRB office for guidance before completing the application (860-714-4068).  If the Expedited/Exempt application is submitted and the IRB determines that full board review is required, you may be required to complete the application for full board review.  The IRB reserves the right to return application that do not provide sufficient responses and/or require review by the convened board.

Please note that the IRB provides different consent form templates for each category with the exception of retrospective record reviews.  Their use is recommended but not required.  Case reports and prospective record reviews can use the same consent template.  Please note, Case Reports are to be reviewed by the IRB except when the case is being reported by the physician managing the patient.  In this instance, the physician should consent the patient (obtain permission to report) but does not need to apply to the IRB.
Full Board Review Application:
1.  For investigational studies involving drug or devices, all sections of the application need to be completed.  Use consent template 1.

2.  For Full Board social or behavioral research, the following sections need completion:  1, 2, 3, 4, 5.0-5.3, 6, 7, 8, 9, 10, 11, and 13.  Use consent template 2.

3.  For establishment of a research registry, the following sections need completion:  1, 2, 3, 4, 5.0-5.3, 6, 7, 8, 9, 10 and 13.   Use consent template 3.

Expedited/Exempt Review Application:

1. For social or behavioral research, use consent template 2.

2. For research involving prospective record reviews, case reports or case series, use consent template 4.

3. For retrospective record reviews, complete a request for waiver of individual authorization.

For ALL Reviews, submit: 
1.  Original signed IRB Application plus 11 copies 
2.  12 copies of the consent form or 12 copies of the waiver of authorization questionnaire if a waiver is requested and applicable

3.  2 copies of the sponsor sample consent form template, if applicable
4.  12 copies of documentation indicating why the sponsor sample consent form template or protocol (or both) have been altered in the procedure and/or risks sections, if applicable 

5.  12 copies of all materials that subjects will encounter (i.e., questionnaires, interview protocols, assessment materials, experiment session outlines), if applicable
6.  12 copies of advertisement for subject recruitment, if applicable

7.  2 copies of the complete protocol, e.g., proposal or grant, if applicable
8.  2 copies of the Investigators’ Brochure and any previous animal and human experience associated with the investigational article supplied by the manufacturer, if applicable

9.  1 copy of a Curriculum Vitae for each investigator listed on the application if not already on file with the IRB
10.  1 copy of the Financial Disclosure Form for each investigator

11.  Documentation of training in the Protection of Human Subjects in Research if not already on file with the IRB
12.  Application fee, if applicable

13.  Copy of a fully executed contract between study sponsor and investigator/institution, if applicable

14.  Unaffiliated Investigator Agreement, if applicable
15.  Form 1571 and Form 1572 for research involving an investigational new drug or device exemption, if applicable

Requests for Waiver of Authorization:

If waiver of authorization is requested, a Waiver of Individual Authorization for Disclosure of Protected Health Information Questionnaire must be submitted with the application.  
Application Fee:

Effective October 1, 2011: An initial fee of $1,250 is charged for commercially supported studies (pharmaceutical or device manufacturer) and is due when the protocol is submitted to the IRB.  A fee of $625 is charged for continuing review (annually) for commercially supported studies and is due when the continuation is submitted to the IRB.  For fund transfers within the Institution, use Account #7130060, Department #49010, Special Fund #SR518.  There is no charge to re-approve or amend existing protocols.
Recruitment Policy:
The following recruitment methods permissible at SFHMC:

1. An Investigator’s own patients.  When the investigator is a care giver to the subject, verbal disclosure of the study should be conducted during the consent process and included in the consent form. The purpose of this disclosure is to ensure that a potential subject is not coerced or pressured into participating, especially in cases where a study may involve subjects who are vulnerable to undue influence.  In addition, the Investigators must disclose to the subject any benefits which may be realized for conducting and recruiting subjects into a study.
2. A physician referring their patients to an investigator following a discussion with the patient regarding the study and the patient’s permission to be contacted by the investigator.

3. Advertising.  All advertising materials must be approved by the IRB prior to its distribution.

4.   Clinical trial websites.  If the website provides only directory listings with basic descriptive information about clinical trials in general (this is limited to the study title, purpose of the study, summary of the protocol, basic eligibility criteria, study site location(s), and how to contact the study site for further information) they do not need to be reviewed by the IRB.  If the website goes beyond this basic descriptive information, such information is considered part of the informed consent process and requires IRB review and approval.
Advertising:

Advertisements to recruit subjects may be approved by expedited review, and should be limited to:

1.  Name and address of the clinical investigator;

2.  Statement that the study is research and the purpose of the research;

3.  Summary of eligibility criteria;

4.  Benefits to the subject for participating in the study (does not include payments or free treatment);

5.  Location of the research;

6.  Person and phone number to call for further information.

If the study involves the use of FDA regulated products (drugs and devices), no claims should be made, either explicitly or implicitly, that the drug or device is safe or effective for the purposes under investigation, or that the drug or device is in any way equivalent or superior to any other drug or device.  Such representation would not only be misleading to subjects but would also be a violation of the FDA’s regulations concerning the promotion of investigational drugs [21 CFR 312.7(a)] and of investigational devices [21 CFR 812.(d)].   

Conflicts of Interest:
The application for new protocols requires Investigators and all Co-Investigators for each research project to submit a Research Financial Disclosure Form.  The forms must be completed and on file prior to the approval of a research project by the IRB.  The IRB will review all financial disclosures, and determine whether a conflict of interest exists, and if so, what actions should be taken by the Institution to manage, reduce, or eliminate such conflict of interest.  A conflict of interest exists when the IRB reasonably determines that a Significant Financial Interest could directly and significantly affect the design, conduct, or reporting of the proposed research.  Research Financial Disclosure Forms will be updated at the time of renewal of a protocol or if there is a new reportable Significant Financial Interest obtained by the Investigator.  

Responsibilities of the Research Investigator
1.  Research investigators acknowledge and accept their responsibility for protecting the rights and welfare of human research subjects and for complying with all applicable provisions of this Institution’s IRB.  The Principal Investigator is responsible for the compliance of all co-investigators, student investigators, and research associates with the IRB decisions, conditions, and requirements.

2.  Research investigators are responsible for conducting studies in accordance with the protocol. 

3.  Research investigators are required to complete periodic training in the protection of human subjects, as required by Federal regulations and IRB policy.

4.  Research investigators are responsible for obtaining consent and for providing a copy of the IRB-approved and signed informed consent document to each subject at the time of consent. 

5.  Research investigators are responsible for ensuring that only authorized research staff will conduct the consent process.

6.  Research investigators will promptly report proposed changes in previously approved human subject research activities to the IRB.  The proposed changes will not be initiated without IRB review and approval, except where necessary to eliminate apparent immediate hazards to the subjects.

7.  Research investigators are responsible for reporting progress of approved research to the IRB, as often as and in the manner prescribed by the IRB, on the basis of risks to subjects, but not less than once per year.

8.  Research investigators will promptly report to the IRB any injuries or other unanticipated problems involving risks to subjects or others no later than 5 working days after their occurrence.

9.  Research investigators are responsible for notifying the IRB and providing a final report when a study is closed.

10.  Research investigators are responsible for ensuring, whenever necessary, that the trial is properly registered with clinicaltrials.gov.

Responsibilities of the Study Coordinator
To ensure safety of research participants and compliance with regulations, the IRB requires all interventional protocols to have a Study Coordinator.  The Study Coordinators serve as impartial safety monitors.  The duties of Study Coordinators are delegated by the Principal Investigator and may include the consenting of research subjects, ensuring accuracy of the data recorded, acting as liaison between the study sponsor and the Institution, acting as liaison between the Principal Investigator and the IRB and other Institutional officials and committees, and general oversight of conduct of protocols.
