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Application to Conduct Human Subject Research

Please complete this application form to submit all research projects from all disciplines that involve human subjects* for review and determination of review category and research type by the Molloy University Institutional Review Board. This includes Full Board, Expedited, Exempt, Action Research, Quality Assurance/Quality Improvement Projects, Faculty Sponsored Undergraduate Research, Curriculum-embedded Undergraduate Research and Classroom Assignments.
Study review and certification by School administrators
Faculty researchers: Please submit this form to IRBNet after your Dean has reviewed and approved the application.
Doctoral and master's candidates: Please submit this form to IRBNet after your faculty advisor has reviewed and approved the application.
Undergraduate students: Please have your faculty sponsor/professor submit this form to IRBNet once completed. 
Pre-Submission Instructions
· The principal investigator (PI) and Co-PIs must register for an IRBNet account and create an IRBNet package for the study.
· All individuals listed in the application as principal investigators and/or co-investigators must complete the required Collaborative Institutional Training Initiative (CITI) modules and upload copies of the certificates to the study IRBNet package or to their IRBNet user profile.
· If the study involves non-English speaking subjects, then IRB-approved forms (e.g., informed consent forms and recruitment materials) must be translated by a certified translator into the subject’s language and included in the study IRBNet package at the time of submission for study review.
· If the study is conducted in collaboration with investigators at other institutions in the U.S., a reliance agreement may be required. Please contact the IRB before completing this application. 
· Recruitment site permission is required for all subjects. If subjects are recruited on a Molloy campus, please obtain permission to do so from the responsible person at Molloy University.  
· If the study involves international collaborations and data collection outside of the U.S., approved guidelines must be in place to ensure compliance with all national policies for the protection of human subjects and cultural attestations. Please contact the IRB before completing this application. 
· If the study involves the collection of private health information from subjects or educational information from students who are subjects, HIPAA and/or FERPA forms may be required. 
· If the study is a clinical trial, it may be registered here: ClinicalTrials.gov. 

This application must be downloaded from the IRBNet library manager and completed online. Please provide detailed responses for all questions in this application form. Enter ‘N/A or Not applicable’ in the response box if a question does not apply to your study. Please submit the completed application along with supporting study documents to the IRBNet package created for this study.

*Note: For the purposes of this document the term ‘human subjects’ refers to living human subjects and/or research participants.

	Section I. Investigator(s) Information

	Please list all individuals involved with this study. Please include additional co-investigators on the template provided on IRBNet. 

	Principal Investigator

	Name/Degree/ Degree candidate: 

	School/Department:

	Molloy email address:

	Phone:

	Role in the study:

	Co-Investigator

	Name/Degree:

	School/Department/University:

	Email address:

	Phone: 

	Role in the study:

	Co-Investigator

	Name/Degree:

	School/Department/University: 

	Email address: 

	Phone: 

	Role in the study:

	Research Staff

	Name/Degree:

	School/Department/University: 

	Molloy email address:

	Molloy phone:

	Role in the study:

	Faculty Advisor 

	Name/Degree:

	School/Department:

	Molloy email address:

	Molloy phone:

	

	Funding sources: If you are seeking or have secured funding, upload a copy of the study description from the grant proposal and/or award communication.

	Internal:

	External: 






	


	Section II. Study Description

	Please indicate whether the study meets the definition of human subjects research by checking the boxes below.

	Research is defined by the Department of Health and Human Services (DHHS) regulation 45 CFR 46.102 as “a systematic investigation, including research development, testing, and evaluation, designed to develop or contribute to generalizable knowledge. Activities that meet this definition constitute research for purposes of this policy, whether or not they are conducted or supported under a program that is considered research for other purposes.” 

Does this study involve living human subjects?    Yes ☐     No ☐

Will information or biospecimens be obtained through intervention from and/or interaction with living human subjects for subsequent use, study, and/or analysis?     Yes ☐     No ☐

Is the study a systematic investigation that involves a prospective research plan which incorporates data collection, both quantitative and qualitative, and data analysis to answer a research question?     Yes ☐     No ☐

Is the study designed to develop or contribute generalizable knowledge which may be applied to populations outside of the specific study population or inform policy?    Yes ☐     No ☐

Is the study an action research project?  Yes ☐     No ☐

Is the study a quality assurance/quality improvement evidence-based practice project?     Yes ☐     No ☐

	Please provide detailed descriptions by answering the questions below. 

	Title of the study: 


	Study duration (anticipated start and completion dates): 


	Relevant literature review synopsis with key citations:  


	Aims of the study with hypotheses/key questions: 


	Study design and methodology:


	Section III. Research Subjects

	Please provide details of the research subjects by answering the questions below. 

	Projected number of subjects: 

	Age range: 

	Describe the study subject population: 


	Some populations require additional protections and considerations. Will the study subject population include any of the Vulnerable Populations listed below?     Yes ☐     No ☐      
Provide the rationale for including vulnerable subjects in the study here.


	Children: See Section V. for specific considerations.

	Individuals with impaired cognitive abilities: See Section V. for specific considerations.

	Prisoners: Contact the IRB for Federal requirements regarding this specific subject population.

	Pregnant women and fetuses: Contact the IRB for Federal requirements regarding this specific subject population.

	Section IV.  Subject Recruitment 

	Please provide details of the recruitment (identification and invitation) process by answering the questions below. 

	Describe inclusion/exclusion criteria. Provide a rationale for the inclusion or exclusion of specific subject populations.


	What tools (e.g., flyers, social media scripts, permission from datasets) will be used to recruit study subjects? Please upload these tools to the IRBNet package of this study. 


	Describe the study recruitment plan. Include details of the role of external sites/organizations in the study, if applicable.


	Has permission been requested and obtained from sites/agencies to recruit subjects through either posting flyers or handouts, or to administer surveys or interact with potential subjects or their data?      Yes ☐     No ☐      
Please upload the request/permission letter or email correspondence to the IRBNet package of this study. 

	Section V. Informed Consent

	Please contact the IRB if the study requires a Waiver of Informed Consent.  Please upload copies of the informed consent and/or assent forms to the IRBNet package of the study.  

	Describe when and where consent will be obtained.


	Describe who, on the study team, will obtain consent from subjects.


	Describe how the ability/capability to consent will be assessed for all subjects.


	How will consent be documented if enrollment of subjects who cannot read or understand the consent form, due to sensory, physical, and/or cognitive impairments, literacy, or other issues is anticipated?


	Will informed consent be obtained from study subjects’ legally authorized representatives. 

	How will assent be obtained from children, if applicable?


	How will parental and/or legally authorized representative’s permission be obtained, if applicable?


	Will the study enroll children who are wards of the State or any other agency, if applicable?

	How will informed consent/assent and permission be obtained for children who are wards of the State, or any other agency, to participate in the study, if applicable?


	Section VI. Research Procedures

	Please provide details of what the subjects will be asked to do when they are enrolled in the study by answering the questions below.  Upload copies of instruments or protocols to the IRBNet package of this study. 

	What instruments (e.g., surveys, tests) or protocols (e.g., interviews, observations) will be used in the study?


	How many months/days/hours will subjects be required to engage with the research team? How long is each research session?


	Will the research procedure involve deception? If yes, please outline the de-brief plan.


	Section VII. Compensation 

	Please provide details of compensation being offered to research subjects by answering the questions below, if applicable. 

	Will subjects be offered compensation for participating in the research?
 

	Describe the nature/type of the compensation, providing amounts and schedule of payments.


	If research subjects are students enrolled in the University, will they receive course credit?


	Section VIII. Risks and Benefits

	Please describe the anticipated risks and/or benefits to research subjects by answering the questions below.

	What is the overall, foreseeable risk or discomfort to subjects in the study? Will it be minimal or greater than minimal?


	If the risks are greater than minimal, describe why these are reasonable in relation to anticipated benefits to subjects or the general population.



	Describe precautions that will be taken to minimize risks.


	Describe how the research will be monitored to ensure the safety and welfare of subjects.


	Are there any direct benefits to individual subjects in this research? If so, please describe the benefits.


	Describe the potential benefits to science and/or society because of this study.


	Section IX.  Privacy and Confidentiality 

	Please describe the nature of data that will be obtained from research subjects by answering the questions below. 

	Will personal and identifiable information be recorded? If yes, describe what will be collected and why.
  

	Will sensitive health information or biospecimens be collected? If yes, describe what will be collected and why. 


	Will audio/video data be recorded? If yes, describe how this data will be captured and stored. 
Note: The Molloy University IRB does not permit the use of cellphones for audio/video data recording.


	Describe specific safeguards that will be employed to protect anonymity and/or confidentiality of data.


	Describe the key that will be used to de-identify research subjects, if applicable.


	Describe system/platform/third-party transcription and/or archival systems that will be used to store and protect data.


	Who will have access to the research data?


	Will data be shared with anyone outside the research team? If yes, provide details.
 

	How long will the data and all records of the study be stored, where will they be stored, and by whom?


	How will the data be destroyed and by whom?


	Section X. Additional information

	Please provide any other information pertinent to the study that ought to be shared with IRB, if applicable.


	Certification of Principal Investigator

	My electronic signature accompanying the IRB submission certifies that the research study, as approved by the IRB, will be conducted in full compliance with Molloy University’s Policies and Federal regulations governing human subject research.  Furthermore:
· I certify the answers provided above are accurate.
· I will ensure that all members of my study team:
· are fully aware of their involvement in this study, as well as the details of the associated protocol,
· will only be involved in research procedures for which they have been trained, and, where required, currently certified and/or licensed. 
· I will ensure prompt reporting of any revisions or amendments to the research activity for review and approval by the IRB prior to commencement of the revised protocols, with the only exception to this policy being those situations where changes in protocol are required to eliminate apparent, immediate hazards to the subject.
· I will ensure prompt reporting of any non-compliance and/or unanticipated problems (including unanticipated serious adverse events) affecting risk to subjects or others.
· I assume full responsibility for selecting subjects in strict accordance with the inclusion/exclusion criteria outlined in the approved application materials.
· I will ensure that only Molloy IRB-approved, stamped consent forms will be used for studies in which consent form(s) have been approved for the research activity.
· Neither I nor any of the individuals listed in this application have any financial or non-financial conflict of interest relating to any aspect of this study. 

	Signature: 
	Date: Click or tap to enter a date.

	Certification of Dean or Faculty Advisor/Sponsor 

	My electronic signature certifies that I have reviewed the application and all supporting documents pertaining to this research protocol and that:
· I attest to the scientific merit of this study and the competency of the investigator(s) to conduct this project. 
· Scientific merit means:
· The research uses procedures consistent with sound research design. 
· The research design is sound enough to reasonably expect the research to answer its proposed question. 
· The knowledge expected to result from this research is sufficiently important to justify the risk.
· I do not have any financial or non-financial conflict of interest relating to any aspect of this study, including but not limited to the investigators, any test articles being studied, or the funding source.

	Signature:
	Date: Click or tap to enter a date.





IRB Application to Conduct Human Subject Research: 251010


image1.jpeg
MOLLOY |
UNIVERSITY mﬁ';zwg;tee;g Avenue, Rockville Centre, NY 11570

Institutional Review Board
E: irb@molloy.edu





