Main Line Hospitals Institutional Review Board

Exempt Submission Form


Date:  
Study Conducted at:     FORMCHECKBOX 
 BRYN MAWR    FORMCHECKBOX 
 LANKENAU    FORMCHECKBOX 
 PAOLI    FORMCHECKBOX 
 BRYN MAWR REHAB    FORMCHECKBOX 
 RIDDLE     FORMCHECKBOX 
 OTHER:  
Submission Type:
 FORMCHECKBOX 
 NEW STUDY

 FORMCHECKBOX 
 AMENDMENT

 FORMCHECKBOX 
 OTHER: 
PRINCIPAL INVESTIGATOR: 
MLH FILE NUMBER:  F/N-R-     
TITLE OF STUDY*:      
STUDY SPONSOR:      

STUDY SPONSOR IDENTIFICATION #:       
*For investigator-initiated clinical trials study that prospectively assigns subjects to one or more health-related interventions to evaluate the effects on health outcomes must be updated on www.clinicaltrials.gov as required. See the Office of Research Protections (ORP) website for additional information. 

PRIMARY CONTACT FOR ALL STUDY RELATED MATTERS**
NAME:      
DEPARTMENT/GROUP:      
PHONE:      
EMAIL:      
MAILING ADDRESS FOR IRB CORRESPONDENCE (if internal mail/please indicate):      
** All study-related correspondence (mail and email) will be sent to this individual. Only one person may be identified and only official MLH email can be used. 
Instructions for submission of an exempt study for IRB review:  Complete a.) an Exempt Submission Form; b.) obtain necessary signatures in the Institutional Signatures Section on this form; c.) ensure personnel involved in this study have completed the required training; and d.) provide a written description of the study which includes study objectives, plan for conducting the research including a study recruitment plan, discussion of how the research findings will be analyzed and a description of the provisions to protect the privacy of subjects and to maintain the confidentiality of data. 
Table 1
Identify applicable category of Exempt research for your study below. 

 Refer to the MLH IRB Policy:  VI Exempt Review Process for a complete description of Exempt Review Categories

	Check 
	Category
	Description of Exempt Category

	 FORMCHECKBOX 

	1.
	Research, conducted in established or commonly accepted educational settings that specifically involve normal educational practices that are not likely to adversely impact students’ opportunity to learn required educational content or the assessment of educators who provide instruction. 

	 FORMCHECKBOX 

	2.
	Research that only includes interactions involving educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior (including visual or auditory recording). 

	 FORMCHECKBOX 

	3.
	Research involving benign behavioral interventions in conjunction with the collection of information from an adult subject through verbal or written responses (including data entry) or audiovisual recording if the subject prospectively agrees to the intervention and information collection. 

	 FORMCHECKBOX 

	4.
	Secondary research for which consent is not required: Secondary research uses of identifiable private information or identifiable biospecimens.

	 FORMCHECKBOX 

	5.
	Research and demonstration projects that are conducted or supported by a Federal department or agency, or otherwise subject to the approval of department or agency heads and that are designed to study, evaluate, improve, or otherwise examine public benefit or service programs, including procedures for obtaining benefits or services under those programs, possible changes in or alternatives to those programs or procedures, or possible changes in methods or levels of payment for benefits or services under those programs.

	 FORMCHECKBOX 

	6.
	Taste and food quality evaluation and consumer acceptance studies: (i) If wholesome foods without additives are consumed, or (ii) If a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe, by FDA, EPA or USDA. 

	 FORMCHECKBOX 

	7.
	Storage or maintenance for secondary research for which broad consent is required: Storage or maintenance of identifiable private information or identifiable biospecimens for potential secondary research use if an IRB conducts a limited IRB review. NOTE: Broad Consent has not been adopted at Main Line Health.  

	 FORMCHECKBOX 

	8.
	Secondary research for which broad consent is required: Research involving the use of identifiable private information or identifiable biospecimens for secondary research use. NOTE: Broad Consent has not been adopted at Main Line Health.  


Table 2
Provide an answer to each question in the table below. 

	1) Does this study involve deception?  If YES, provide a description in the protocol or written study description. 


	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	2) Are Provisions to protect the privacy of subjects and to maintain the confidentiality of data included in the protocol or written study description?

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No  

	3a) If there are interactions or interventions with participants, there will be a consent process that will disclose a description of the procedures, state that participation is voluntary, and include name and contact information for the researcher. 

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No   FORMCHECKBOX 
 N/A  

	3b) Is selection of subjects equitable?

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No   FORMCHECKBOX 
 N/A  

	3c) Is a description of the subject recruitment plan included in the protocol or written study description?

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No   FORMCHECKBOX 
 N/A  

	5) Does this study involve the use of medical records, charts, protected health information (PHI) or other secondary identifiable private information or identifiable biospecimens?  If YES, provide a description in protocol or written study description.

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No   FORMCHECKBOX 
 N/A

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

	


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 https://www.mainlinehealth.org/research/office-of-research-protections/policies-procedures
or the MLH IRB training requirements webpage at:  https://www.mainlinehealth.org/research/office-of-research-protections/educational-training
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.
Table 3

	Name 

	

Role in Research
	MLH/ 

MLH Affiliate

Employee
	Involved in the Consent Process? 

 FORMCHECKBOX 
 N/A (if no consent in study)
	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. 
PI CERTIFICATION:  I certify that the information contained in this form is correct and that: 

1.
 FORMCHECKBOX 
  For studies involving an interaction with subjects, a consent process will be used as required and described in the study. 
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 

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.  

5.  
 FORMCHECKBOX 
  I will provide an annual study check-in with an update on study status, personnel and training.
6.
 FORMCHECKBOX 
  I have obtained appropriate institutional approvals to conduct this research and signatures are documented below in the institutional signatures section below. 
As the Principal Investigator, with my signature, I agree to accept responsibility for the scientific and technical conduct of this research project in 

accordance with the policies and procedures of the sponsor, Main Line Hospitals, Inc. the Main Line Hospitals Institutional Review Board and the 

Lankenau Institute for Medical Research.  In addition, studies which are reviewed by the MLH IRB at Investigators Option
 by Independent Physicians with Staff Appointments are charged fees for which I am responsible and vary depending on the type of review conducted.  
     








Print Principal Investigator Name







     
Signature



 
 
Date

Institutional Signatures:  Note: If you are a private practice physician, conducting research in your private office, with no MLH personnel or resources, the signatures below are not required.  
As Department Chair or Clinical Division Chief, I 1) approve the participation of staff members/resources in the research, 2) approve of the scientific and scholarly validity of this research protocol, 3) approve the research to be conducted the department/division and 4) certify that the institution has been informed of the research.

	Printed Name of Department Chair or Clinical Division 

Chief*: 


	Signature:
	Date:


*Refer to Current listing on MLH Intranet:  http://intranet/medicalstaff/page12.aspx
Nursing research ONLY:


	Printed Name of Nursing Research and Innovation Council Chair


	Signature:
	Date:


� This group is further defined in Category B of the MLH Administrative Policy:  � HYPERLINK "https://mainlinehealth.ellucid.com/documents/view/11263" ��IRB Jurisdiction over Research Involving Human Subjects Research� or MLH IRB Policy XXXIII with same title. 
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