Saint Francis Hospital and Medical Center

Patient Care Services

Nursing Research Council
Research Application and Approval Process:
1.  To initiate the of the review process, the nurse investigator contacts the Research Council Co-Chairperson, Deborah Dillon McDonald, (email dmcdonal@stfranciscare.org, (O) 860-714-5505) in room # 230 in the Center for Nursing Education & Practice Innovation. IRB review materials are located at http://www.stfranciscare.com/Education_and_Research/IRB/Institutional_Review_Board_(IRB).aspx. 
2. The researcher will submit one electronic copy to Deborah Dillon McDonald, the Co-Chairperson of the Nursing Research Council:
3.
If a proposal is being submitted by a student, the Faculty Approval Form for Student Research must accompany the application

4.  The chairperson of the Research Council will forward copies of the proposal to the Research Council members to determine its scientific merit, feasibility, and human subjects’ protection within the organization.  The Council meets on the third Tuesday of every month. IRB materials must be received by the chairperson no later than one week prior to the scheduled meeting. 
5. The Nursing Research Council will review the research proposal and make
recommendations.  The Chairperson of the Research Council will discuss the recommendations with the investigator.

6. Proposals approved by the Nursing Research Council are forwarded to the Hospital IRB for
 review.  

7.  The investigator may proceed with the study when approval by the Nursing Research Council and Hospital IRB is obtained.
8.  External researchers of approved nursing studies will be assigned a sponsor from the Nursing Research Council.

9.  Prior to initiation of study the following must take place:

a. Saint Francis CITI training for human subjects’ protection must be completed by all research personnel.

b. Orientation of the appropriate hospital personnel to the purpose and procedures of 
the 
  study must be completed.
10. Investigator will communicate ongoing study progress to the hospital sponsor 
quarterly and
      at completion of study.
11. Any proposed changes in the approved study must be communicated in writing to the
      chairperson of the IRB and Nursing Research Council and the Hospital IRB before any 
change is instituted.  If necessary, an addendum to the study may be required before changes are acceptable.
12. Investigators will submit a copy of the results to the Nursing Research Council along with a plan to present results at the Annual Saint Francis Hospital and Medical Center Nursing Research Day and to the nursing staff impacted by the nursing research. A copy of results is sent to IRB as well.

Saint Francis Hospital and Medical Center
Patient Care Services

Nursing Research Council
PROPOSAL CHECKLIST

Proposals submitted to the Research Committee should contain detailed information as indicated:
	Check if Complete
	TOPIC
	COMMENTS

	
	One electronic copy of the IRB application and Research Proposal (if available).
	

	
	Identifying information including name, address and telephone number of investigator(s).

	

	
	Current CV/Resume

	

	
	Copy of current CT RN license

	

	
	Title of Study

	

	
	PROBLEM- Clear description of problem and research question, brief review of literature and stated hypothesis
	

	
	SUBJECT- Sampling methodology, criteria for inclusion and exclusion, nature of subject’s involvement in the study and sources of information that will be obtained from subject, either directly or indirectly 
	

	
	METHOD-attach copy of data collection tool (s)

Method for data collection described, reliability and validity of measuring instrument addresses (if appropriate0, time frame for data collection addressed.

	

	
	DATA ANALYSIS-
Method of data analysis specified and consistent with study design and study question(s).
	

	
	Other- Plan for communicating purpose of the study and requirements of nursing staff
	

	
	Risks/Benefits- Describe nature and extent of any risks, such as physical risk, psychological stress, discomfort or inconvenience to which subjects will or may be exposed. Describe any real or possible benefits, as well as how risks or discomfort will be minimized, and benefits will be maximized.
	

	
	Physician collaboration- Identify who this will be, and describe the communication/collaboration process. Plan for notifying responsible physicians that their patient(s) have been enrolled in this study. 
	

	
	Confidentiality and HIPPA Protection- Procedures for protecting and limiting access to subject’s personal information. 

	

	
	INFORMED CONSENT-Procedures for obtaining informed consent using the hospital IRB’s form. 
	

	
	Verification of Protection of Human Rights Training 
For all Investigators and Co-Investigators

	

	
	Nursing Student Research
a. Verification of university/college IRB approval.

b. Completed Faculty Approval Form for Student Research.

	


Saint Francis Hospital and Medical Center

Patient Care Services

Nursing Research Council
EVALUATION OF RESEARCH PROPOSAL

	TOPIC
	YES
	NO
	COMMENTS

	Problem statement and research questions
	
	
	

	Is the problem clearly stated
	
	
	

	Is the significance of the problem to Patient Care Services addressed?
	
	
	

	REVIEW OF LITERATURE
	
	
	

	Is the review relevant to the stated problem?
	
	
	

	HYPOTHESIS/PROBLEM
	
	
	

	Are the variables clearly identified?
	
	
	

	Are the variables operationally defined? 
	
	
	

	RESEARCH DESIGN
	
	
	

	Is the sample identified and described (size and characteristics)? Is the size justified?
	
	
	

	Is the sampling procedure identified?
	
	
	

	Is the setting defined?
	
	
	

	DATA COLLECTION
	
	
	

	Is the method of data collection described?
	
	
	

	Are data collection instruments described?
	
	
	

	If needed, are reliability and validity of the measuring instrument appropriately addressed?

	
	
	

	Is the time frame for data collection realistic?
	
	
	

	DATA ANALYSIS
	
	
	

	Is the method of data analysis specified and consistent with the study design?


	
	
	

	Are proposed methods adequate to answer the study questions?
	
	
	

	INFORMED COMSENT
	
	
	

	Procedure for obtaining Informed Consent using IRB forms described? Copy of Informed Consent included?
	
	
	

	OTHER
	
	
	

	Are risks/benefits adequately discussed?
	
	
	

	Are the required data and /or subjects available?
	
	
	

	Are the aims of the study consistent with the mission and values of Saint Francis?
	
	
	

	Are the projected dates for data collection reasonable?
	
	
	

	 Is the proposed study feasible in terms of resources and logistics required?
	
	
	

	Will the project involve hospital staff other than those listed as collaborators?
	
	
	

	Will the study processes interfere with patient care?
	
	
	

	Will the study interfere with nursing staff work flow?
	
	
	

	Is there an adequate plan for orientation of participating staff?

	
	
	

	Have the appropriate hospital personnel been informed about this study?
	
	
	

	Are there adequate plans for sharing the result of the study with the staff?.
	
	
	

	Verification of Protection of Human Rights Training for all study investigators?
	
	
	

	
	
	
	

	Nursing Student Research::
· Verification of college/university IRB approval

· Faculty Approval Form
	
	
	

	Other

	
	
	


Approval Process
· Reviewed by SFHMC Nursing Director, Nurse Managers and physicians that have management responsibilities for subjects or areas involved.
Name/Title/Date







Signature

Name/Title/Date







Signature

· Reviewed by SHRMC Nursing Research Review Council
⁯
Approved















Date

Co-Chairperson, Nursing Research Council
⁯
Not Approved















Date

Co-Chairperson, Nursing Research Council

Comments:

Researcher Notified:














Date

Responsible Committee Member

IRB Notified:















Date

Chairperson, Nursing Research Committee
Saint Francis Hospital and Medical Center

Patient Care Services

Nursing Research Council
SPONSOR'S APPROVAL OF PROJECT 

(Non-employee Research Projects)
PROJECT TITLE: ___________________________________________________________

____________________________________________________________________________

PRINCIPAL INVESTIGATOR: ________________________________________________
NAME OF SPONSOR: ________________________________________________________

All external investigators (i.e., persons who are not employed by this hospital and who are not members of the active medical staff) must obtain an individual sponsor within the Research Committee.

The sponsor is responsible for:

1.
Initial screening of the proposed research

2.
Assessing the appropriateness of the proposed research for the department, patients, and 



hospital during the period in which the study will occur
3.
Serving as the liaison between the investigator and the IRB

4.
Assessing the ability of the external researcher to do the project

5.
Orienting the investigator to relevant hospital policies and procedures

6.
Supervising the research through frequent briefings by and communication with the 
investigator
7.
Assuring the submission of required reports

8.
Reviewing the research data and results.

I agree to sponsor the above-named principal investigator's project at Saint Francis Hospital.

__________________________________

Signature of Sponsor

(Member of Research Council)

__________________________________

Date Signed

Saint Francis Hospital and Medical Center

Patient Care Services

Nursing Research Council
FACULTY APPROVAL FORM FOR STUDENT RESEARCH
Faculty Sponsor: __________________________________________________________
Title and University/College Affiliation: _______________________________________
Telephone Number: _______________________ Email: __________________________
Name of Student: __________________________________________________________

(   Undergraduate
(  Graduate

Year of Study: __________________
Title of Proposal: __________________________________________________________
I have reviewed the research proposal submitted by the above named student and agree it meets all program standards and course objectives required by the School of Nursing at the College/University. I further agree that as supervising faculty, I am accountable for assuring the appropriate, ethical, and responsible behavior of the student while on the premises of Saint Francis Hospital and Medical Center for purposes of conducting research.

________________________________

______________________________


Faculty Signature




Date






______________________________

______________________________
Council Approval




Date
_______________________________

______________________________
Sponsor





Date
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