Main Line Hospitals Institutional Review Board

Request for Initial Review of Research Project Involving Human Subjects

TITLE OF STUDY:       

PRINCIPAL INVESTIGATOR:         


DURATION OF ENTIRE STUDY (from IRB approval to final report):      
Table 1:
	Is this a medical records, retrospective chart review or database research project:  
	
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   

	If YES, go to Personnel and Certification Sections and skip Table 2.
	
	

	Provide a description of the provisions to maintain confidentiality of the data during all phases of the study include who will have access to the data, what security measures will be used, and where data will be stored:      


Table 2:

Provide an answer to each question

	This study involves: 

	
	 FORMCHECKBOX 
 Men   FORMCHECKBOX 
 Women

	This study is:

 FORMCHECKBOX 
 Phase I         FORMCHECKBOX 
 Phase II           FORMCHECKBOX 
 Phase III            FORMCHECKBOX 
 Phase IV       FORMCHECKBOX 
 Other, explain:      
	
	

	1.) Will participation in this study be of diverse ethnic origin?


	
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	2a.) Does this study involve the use of drug/biologic/vaccines/dietary supplements, in-vitro diagnostic or other test article(s), excluding devices?
	
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	If YES, list all test articles involved in this study and regulatory status (e.g. investigational or approved):      

	2b.) Are these test article(s) approved by the FDA for use as described in the protocol?
	
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No  

	If NO, for each test article provide IND# or indicate if test article(s) are exempt from IND requirements or IND is pending, or you are requesting an exemption. . If no IND is provided you must, provide a separate justification.       
Note: If more than one drug/biologic/vaccine involved, indicate which item corresponds with each IND. For each IND the number must be confirmed in one of three ways 1.) the number is imprinted on the sponsor’s protocol; 2.) the number is noted in written correspondence from the sponsor or 3.) The number is noted in written correspondence from the FDA (required if the Investigator holds the IND). Provide appropriate documentation    

	3a.) Does this study involve the use of ionizing radiation (radioactive materials and radiation producing devices) in research subjects when the exposure is not considered standard-of-care? 
	
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	If YES, list the procedures involving ionizing radiation (radioactive materials and radiation producing devices) in the study and include the calculated level of exposure/dose. Attach a copy of the Radiation Safety Committee Approval Additional documentation may be required):          

	3b.) Will the subject receive radiation greater than normally received in the course of standard therapy or diagnostic procedures?    
	
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	4a.) Does this study involve the use of a medical device(s)?
	
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	If YES, list all devices/components involved in this study and regulatory status (e.g. investigational,  approved, cleared): 

	4b.) Has this device been approved by the FDA for the use indicated?
	
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	If NO, provide the IDE# and device class for each. If no IDE is required, provide a justification.  
Note: If more than one device/component, indicate which item corresponds with each IDE. For each IDE the number must be confirmed in one of three ways 1.) the number is imprinted on the sponsor’s protocol; 2.) the number is noted in written correspondence from the sponsor or 3.) The number is noted in written correspondence from the FDA (required if the Investigator holds the IDE). Provide appropriate documentation    

	5.) Does this study involve an investigational procedure other than an experimental drug or device?   If YES, a description must be provided in the protocol.
	
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	6a.) Will this study involve payment/reimbursement for participation to research subjects?  
	
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	If YES, indicate the amount and timing of payment:       

	6b.) Is the payment/reimbursement amount and timing described in the informed consent form?  
	
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	If NO, provide justification for the exclusion:      

	7.) Will notices or advertisements be employed to recruit participants into this study?
	
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	If YES, such posters/advertisements must be attached for approval by the IRB.
If YES, provide a description of how the advertisement will be utilized to recruit subjects:      

	

	8a.) Will subjects with decisional impairment be enrolled? 
	
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	If YES, provide a description of the process by which the investigator will determine and document the individual’s ability to provide consent/assent:      



	8b.) Will capacity of the subjects fluctuate during the conduct of the study?

	
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	If YES, provide a description of the process to ensure on-going consent:       

	9.) Is this an investigator-initiated clinical trial that prospectively assigns subjects to one or more health-related interventions* to evaluate the effects on health outcomes?
 FORMCHECKBOX 
 Yes  
 FORMCHECKBOX 
 No
  
If YES, investigators with primary responsibility for initiating and conducting these types of studies are the responsible party required to register studies and report results to www.clinicaltrials.gov. Refer to https://clinicaltrials.gov/ct2/manage-recs/fdaaa#WhoIsResponsibleForRegistering for complete information.


See Clinicaltrials.gov information sheet on Office of Research Protections (ORP) website at http://www.limr.org/oth/Page.asp?PageID=OTH003890. NOTE: FDA, NIH and the International Committee of Medical Journal Editors (ICMJE) have specific registration requirements. 
*Health-related interventions include any intervention used to modify a biomedical or health-related outcome (for example, drugs, surgical procedures, devices, behavioral treatments, dietary interventions, and process-of-care changes). Health outcomes include any biomedical or health-related measures obtained in subjects, including pharmacokinetic measures and adverse events.

	10.) Provide the specific location(s) where all research-related activities will take place: (e.g. Lankenau MOB South Office #230, Riddle operating room)

     

	11.) Provide a description of the subject recruitment plan and enrollment procedures, including any pre-screening/screening activities:       

	12.) Provide a description of the consent/assent process; include location where consent/assent will take place, any waiting period between informing participants and obtaining consent.       

	13.) Describe your plan to assess a person’s capacity to consent, and describe any steps taken to minimize the possibility of coercion or undue influence:       

	14.) Will the short form consent process be used with participants in this study?       

	15.) Describe the risks and potential benefits of the research to participants.      

	16.) Does this study have a Data and Safety Monitoring Plan?  
	
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	If YES, briefly describe (a full description must be in the protocol):      
if NO, provide justification:      

	17.) Will capacity of the subjects fluctuate during the conduct of the study?

	
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	If YES, describe your plan to ensure continuous informed consent:      

	18.) Indicate if subjects who are likely to be vulnerable to coercion or undue influence will be enrolled in the study.  

	
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	Vulnerable subjects include children, prisoners, pregnant women and neonates. Additional protections may be considered for participants who may be vulnerable to coercion or undue influence such as mentally disabled persons, economically or educationally disadvantaged persons, students and employees.  

	If YES, describe additional protective mechanisms to protect the rights and welfare of the vulnerable population (this must be fully described in the protocol).      

	19.) Does the protocol contain a description of the provisions to protect the privacy interests of participants which considers the expectations of privacy in relation to the research; the sensitivity and appropriateness of private information sought in relation to the research; potential for disclosure of private facts about participants; and intrusive nature of the research procedures involved:
	
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	If NO, provide a description:      

	20.) Does the protocol contain a description of the provisions to maintain confidentiality of the data during all phases of the study include who will have access to the data, what security measures will be used, and where data will be stored? 
	
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	If NO, provide a description of the procedures:      

	21.) If subjects withdraw from the study, describe any further plans to provide continued follow-up and data collection. (Continued follow-up and data collection must be addressed in the consent otherwise, the researcher must obtain consent for this limited participation in the study, assuming it was not described in the original consent.)      


	22.) Will all subjects be provided with a copy of the signed consent form? 
	
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	If NO, provide a justification:       


PERSONNEL:  All individuals involved in clinical research at any of the Main Line Hospitals must complete the education/certification program before participating in any research activities involving human subjects. For additional information, refer to the Education and Certification Policy in the Main Line Hospitals Institutional Review Board Policies and Procedures Manual and the Office of Research Protections website at http://www.limr.org/ora/ or the MLH IRB training requirements webpage at:  http://www.limr.org/oth/Page.asp?PageID=OTH003891
List all individuals responsible for the design, conduct or reporting of this study in the table below.  This includes all investigators, sub-investigators, staff, coordinators, nurses, etc. involved in the conduct of this study.

Continue on a separate sheet if necessary.
	Name 

	

Role in Research
	MLH/ 

MLH Affiliate

Employee
	Involved in the Consent Process? 
	Completed Required Training*
	Conflict of Interest Form Attached**

	FOR ORP Use ONLY



	(Please provide first and last names)
	(e.g. Coordinator, PI, Nurse)
	YES
	NO
	YES
	NO
	YES
	NO
	YES
	NO
	

	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	


* Recertification is required every three years and must be up to date for all personnel. 
**A completed conflict of interest form is required annually for all individuals involved in the conduct of this study.
CERTIFICATION:  I certify that the information contained in this form is correct and that: 

1.
Check one: 

 FORMCHECKBOX 
  Under federal mandate, the IRB-approved (stamped) consent form will be used with subjects and subjects will receive a signed copy of the consent form  OR
 FORMCHECKBOX 
  I have requested a waiver for to document the consent process or requested a waiver from the informed consent process. 


2.
 FORMCHECKBOX 
  The Main Line Hospitals Institutional Review Board will be notified immediately of any change(s) in research personnel or staff participating in this study. 

3.
 FORMCHECKBOX 
  All revisions/modifications are submitted to the IRB for review and approval prior to implementation. 

4.
 FORMCHECKBOX 
  No research activities will be conducted if IRB approval has expired.  This includes enrollment of new subjects and data analysis. 
5.
 FORMCHECKBOX 

I am qualified to conduct the research, have adequate time to conduct and complete the research, have an adequate number of qualified staff, adequate facilities, have access to a population that will allow recruitment of the necessary number of participants and availability of medical or psychosocial resources that participants may need as a consequence of the research.  
For investigator-initiated clinical trials that prospectively assign subjects to one or more health-related interventions to evaluate the effects on health outcomes for new and ongoing trials as of January 25, 2008:

 FORMCHECKBOX 
 
As an investigator with primary responsibility for initiating and conducting these types of studies are the responsible party required to register studies and report results to www.clinicaltrials.gov  and update study information when changes are made and/or at a minimum of annually. FDA can impose penalties on PIs who fail to register applicable clinical trials of up to $10,000/day for non-compliance.
     








Print Principal Investigator Name







     
Signature



 
 Date

Form MLHIRB/002
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