


Monmouth University
Human Research Protection Program/Institutional Review Board Office

Human Research Protection Program (HRPP)
INITIAL APPLICATION

Use this application to: 
· Find out if your activity (including class projects) constitutes research involving human subjects; 
· Apply for an exemption determination for research involving human subjects; or
· Apply for IRB approval for research involving human subjects

	Project Title:      
	Date:      


	[bookmark: _Toc136052049][bookmark: _Toc136126471][bookmark: _Toc158270153]Principal Investigator:      

	Student Co-Investigator (if student activity):      

	School/Dept.:      
	 Phone:      

	Address:      
	 Email:      



 

Project Summary.  Briefly describe the proposed activity in language that can be understood by a non-scientist.  The abstract should summarize the objectives of the research and the procedures to be used, with an emphasis on what will happen to the participant. (Maximum 250 words)      

This application is being completed because:   
 ☐ The student referenced above will be conducting work to satisfy the requirements for an undergraduate honors thesis, master’s thesis, or doctoral thesis. Begin the application process- Proceed to II.  Exemption Determination for Human Subjects Research
☐ I am requesting a determination as to whether the proposed activity, including activities being conducted to satisfy a class requirement, is considered research involving human subjects. Go to Section I. Human Subject Research Determination.
☐ I know I am proposing to conduct research involving human subjects and (choose one):  
☐ I’m not sure what level of review (exempt, expedited, or full) I need. Proceed to II.  Exemption Determination for Human Subjects Research
☐ I am requesting an exemption determination from Monmouth. Proceed to II.  Exemption Determination for Human Subjects Research
☐ I am requesting either expedited or full review by the IRB. Proceed to III. Information Required for Expedited or Full Review

[bookmark: _I._Class_Project][bookmark: _II._Research_Determination] I. Human Subject Research Determination

A. Classroom Activities

Is the activity being conducted to satisfy a class requirement, designed solely with the objective of providing the student with training about, and experience with, research methods? 

☐  No.  Continue to I.B.  (Quality Improvement, Program Evaluation Assessment)
☐  Yes- Do all of the following apply to the proposed activity?  

	☐  Involve minimal risk (i.e., the level of risk encountered in daily life) to the participants.
	☐  Not involve vulnerable populations (e.g., children, adults who cannot consent form themselves, prisoners)
	☐  Involve obtaining voluntary, prospective agreement from participants with whom the student interacts
	☐  Not involve sensitive topics (e.g., illegal activities, child abuse, sexual assault, drug use etc.)
☐  Not involve associating the participants’ identities with their information in any way.

☐  Yes- Proceed to Section VII and submit to the HRPP/IRB Office to register the activity with the Institution. 
☐  No-Explain:      , then proceed to Section VII, and submit to the HRPP/IRB Office for Institutional Review. 
B. Quality Improvement, Program Evaluation Assessment  

Definitions:
Quality Improvement (QI) - involves systematic activities that are designed and implemented by an organization to monitor, assess, and improve the quality of its services, processes, or programs. 
Program Evaluation – individual systematic activities conducted to assess how well a program is working and why.  

The questions in this section help differentiate whether an activity is purely QI or Program Evaluation, or if the activity includes a research component.  Complete this section if your activity may constitute, at least in part, Quality Improvement or Program Evaluation; otherwise, skip the questions in this section and move forward to Section I.C.  
1. The methods used in an activity can help distinguish whether a project is QI, program evaluation, or research.  Please answer the following: 
a. Does the project involve randomization, blinding, or assignment into two or more subject groups or arms?
☐  Yes.  These methods are more consistent with research than quality or program evaluation
☐  No  
b. Does the activity use Quality Improvement methods such as FADE, PDSA, Six Sigma, CQI, or TQM? 
☐  Yes.  These methods are more consistent with quality improvement than research
☐  No  
2. Similarly, the intent of the activity is informative to the determination. Is the intent:
a. To evaluate, or improve, a process, practice, or program at the site where the activity is being conducted? 
☐  Yes  ☐   No  
b. Only to be applied to populations, or inform practice within the target population or Monmouth?	
☐  Yes ☐   No  
c. To implement an evidence-based practice, process, or program and evaluate whether it functions as intended within Monmouth or with the local target population?
☐  Yes ☐   No  
d. To evaluate an existing practice, process, or program to determine if it is functioning as intended?
☐  Yes  ☐   No  
3. Based upon the scientific literature, is it expected that all participants will benefit from the practice, process, or program or is this unknown?
☐  Yes ☐   No 	☐  Unknown 	☐  N/A to this proposal  
4. Are there any risks to participants anticipated as a result of inclusion in the program or initiative? 
☐  Yes  ☐  No  
If Yes:
a. Does this represent an overall increase or decrease in risk exposure?
     
b. What steps are being taken to minimize those risks?
     
5. Please use this space to explain if you were unable to answer any of the above questions or provide additional information that may be relevant to the determination:
     
[bookmark: _B._Common_Rule]C. Common Rule (45 CFR 46 Subpart A) Determination

1. The following activities are deemed not to be research under the Common Rule. Review each description, and check the appropriate box (if any) if your activity fits the described category:  
 
☐    Scholarly and journalistic activities (e.g., oral history, journalism, biography, literary criticism, legal research, and historical scholarship), including the collection and use of information, that focus directly on the specific individuals about whom the information is collected.

☐    Public health surveillance activities, including the collection and testing of information or biospecimens, conducted, supported, requested, ordered, required, or authorized by a public health authority. Such activities are limited to those necessary to allow a public health authority to identify, monitor, assess, or investigate potential public health signals, onsets of disease outbreaks, or conditions of public health importance (including trends, signals, risk factors, patterns in diseases, or increases in injuries from using consumer products). Such activities include those associated with providing timely situational awareness and priority setting during the course of an event or crisis that threatens public health (including natural or man-made disasters).

☐    Collection and analysis of information, biospecimens, or records by or for a criminal justice agency for activities authorized by law or court order solely for criminal justice or criminal investigative purposes. 

☐    Authorized operational activities (as determined by each agency) in support of intelligence, homeland security, defense, or other national security missions.
 
If you checked any of the above, the proposed activity is not human subjects research according to the Common Rule.  Continue to Section I.D.- FDA-Regulated Activity

If you did not check any of the above, proceed to the next question. 

2. Is the activity “research”?

As defined by Department of Health and Human Services (DHHS) regulations: “Research means a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge.” 45 CFR 46.102(l)

a.	Does the activity involve a systematic investigation (i.e., an activity that involves a prospective plan which incorporates data collection, either quantitative or qualitative, and data analysis to answer a question)?
☐   Yes ☐     No  

b.	Is the activity  designed to develop or contribute to generalizable knowledge (i.e., the evidence base for the process, practice, or program is not yet firmly established or accepted; and, the activity is not dependent on the unique characteristics of the target population or system (e.g., Monmouth) in which it will be implemented)?
☐   Yes ☐     No  

If you answered NO to EITHER a or b, your activity does not meet the definition of ‘research’ according to the Common Rule. Continue to Section I.D, FDA-Regulated Activity

If you answered YES to BOTH a and b, your activities meets the definition of ‘research’ according to the Common Rule. Now, you need to assess if your research involves human participants. 

3. Your research involves “human participants” if (note that ‘information’ referenced below also includes biospecimens per 45 CFR 46):

a.	You will obtain information through intervention with living individuals, and use, study, or analyze the information. This includes both physical procedures and manipulations of the participants or the participant’s environment that are performed for research purposes, OR
☐    Yes  ☐     No  

b.	You will obtain information through interaction with living individuals and use, study, or analyze the information.  This includes communication or interpersonal contact between researchers and subjects, including indirect interaction such as via a web-based survey, OR
☐    Yes  ☐     No  

c.	You will obtain, use, study, analyze, or generate identifiable private information*.
☐    Yes ☐     No  

*Private Information includes information about behavior that occurs in a context in which an individual can reasonably expect that no observation or recording is taking place, and information that has been provided for specific purposes by an individual and that the individual can reasonably expect will not be made public (for example, a medical or education record).

Identifiable private information is private information for which the identity of the subject is or may readily be ascertained by the investigator or associated with the information. 

Note: When data are coded in way, and the investigator has access to the key or another means to re-identify the participant, the data is identifiable.  Consult with the IRB Office for questions on this topic.

If you answered NO to ALL of the above (a, b, AND c), the proposed research is not ‘human subjects research’ according to the Common Rule, and does not require exemption determination or IRB review and approval.  Provide attestation in Section IV and submit to irb@monmouth.edu for confirmation of your determination.

If you answered YES to ANY of the above (a, b, OR c), your research involves human participants, requiring either an exemption determination or review and approval by the IRB. Proceed to Section II to see if your research qualifies for an exemption determination.

[bookmark: _C._FDA-Regulated_Activity][bookmark: _D._FDA-Regulated_Activity]D. FDA-Regulated Activity

Does your activity involve the clinical investigation of an FDA-regulated test article (drug, biologic, medical device, human cells, tissues, or cellular or tissue-based product, human food additive, nutritional supplement, color additive, radiation-emitting electronic product, or other article subject to FDA regulation)?
☐    Yes-Contact the IRB Office to confirm, and to discuss review requirements.
☐     No-Your activity does not require an exemption determination, or IRB review and approval. Provide attestation in Section IV and submit to irb@monmouth.edu for confirmation of your determination.

[bookmark: _III.__Exemption][bookmark: _II.__Exemption]II.  Exemption Determination for Human Subjects Research

1. Additional Study Personnel (study personnel include all individuals who interact/intervene with human subjects, identifiable human data and/or biospecimens)
	Name
	(F)aculty, (A)dministrator,
(S)tudent, or
(O)ther-specify 
	(C)o-investigator 
(R)esearch Ass’t
(D)ata Analyst, or
(O)ther-specify
	Affiliation
(M)U
(O)ther-specify
	E-mail 
	Phone Number

	     
	     
	         
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	
	     
	     
	     




Conflict of Interest Declaration: 
Conflicts of interest (COI) in research can be broadly described as any interest that competes with an organization’s or individual’s obligation to protect the rights and welfare of research subjects, the integrity of a research study, or the credibility of the research program.  Conflicts of interest can be financial or non-financial.
Do any of the above-mentioned individuals have any real or potential conflict of interest relative to the design, conduct, or reporting of this research activity? 
☐     NO
☐     YES-Please provide detail:       

2. Funding Support:
Note: Please consult with the IRB Office if the research is supported by the Department of Justice/National Institute of Justice because DOJ is not currently a signatory to the Common Rule and may need to be considered under different standards.
☐    N/A, this project is unfunded
☐   Grant.  Describe:      
☐   Contract.  Sponsor:      
☐  Other.  Describe:      
Basic Criteria for Eligibility for Exemption
3. Does the proposed subject population include prisoners?
☐  No.  Go on to the next question.
☐  Yes. 
a. If yes, is the research aimed at involving a broader subject population that only incidentally includes prisoners? 
☐  Yes. Describe:      
☐  No.  The research is not eligible for exemption.  Proceed to Section IV to complete the information required for expedited or full committee review. 

Exempt Categories

Review these categories first. If your activity isn’t completely described by one or more of them, proceed to Section III to provide the information required for a nonexempt (expedited or full board) review. Otherwise, complete the complete the information within each category(ies) which you believe are applicable to this research:

[bookmark: _Hlk516652883][bookmark: _Hlk516653069]☐  Category 1: Research, conducted in established or commonly accepted educational settings, that specifically involves 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. This includes most research on regular and special education instructional strategies, and research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.
*See MU guidance on what constitutes normal educational practices on the HRPP/IRB website (www.monmouth.edu/irb )
a. Describe the educational settings where the research will be conducted.
     

b. Describe the educational practices involved in the research and, if applicable, any deviations from standardly accepted practices.
     

c. Describe how the normal educational practices are:
i. Not likely to adversely impact students’ opportunity to learn required educational content.
[bookmark: _Hlk517956430]       	     
ii. Not likely to adversely impact the assessment of educators who provide instruction.
      		     	      

[bookmark: _Hlk516647252]☐  Category 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) if at least one of the following criteria is met:
☐  Criterion 1: Information is recorded in a non-identifiable manner (i.e., cannot 
be linked back to subjects)
The information obtained is recorded by the investigator in such a 
manner that the identity of the human subjects cannot readily be ascertained, directly or through identifiers linked to the subjects; OR
Describe:      

☐  Criterion 2: Information is not sensitive (i.e., low risk of harm if disclosed) 
Note: The information can be recorded in an identifiable manner
Any disclosure of the human subjects’ responses outside the 
research would not reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, educational advancement, or reputation; OR
Describe:      

☐  Criterion 3*: Identifiable information (that might be sensitive) with limited IRB 
review of privacy and confidentiality
The information obtained is recorded by the investigator in such a    
manner that the identity of the human subjects can readily be ascertained, directly or through identifiers linked to the subjects.
*Note: The IRB must conduct a limited IRB review to make the following determination: There are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data.
 Describe:      

a. [bookmark: _Hlk516649875][bookmark: _Hlk516652825]Describe research interactions involving the following (as applicable):
☐  Educational tests 
            
☐  Survey procedures
            
☐  Interview procedures
            
☐  Observation of public behavior
            
Note: Exempt Category 2 is limited to the above research interactions and cannot involve any research intervention. For research involving an intervention, see Exempt Category 3.
b. Children (choose one)
☐  Will not be included in Category 2 research; OR
☐  When Criterion 1 or 2 is met, children will only be included in Category 
2 research involving the following: 
☐   Educational tests 
☐   The observation of public behavior when the investigator(s) do not participate in the activities being observed. Describe:       
			
Note: Criterion 3 does NOT apply to research involving children.
[bookmark: _Hlk516649833][bookmark: _Hlk516650287][bookmark: _Hlk516650368]☐  Category 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 and at least one of the following criteria is met:
☐  Criterion 1: Information is recorded in a non-identifiable manner (i.e., cannot 
be linked back to subjects)
The information obtained is recorded by the investigator in such a 
manner that the identity of the human subjects cannot readily be ascertained, directly or through identifiers linked to the subjects; OR
Describe:      

☐  Criterion 2: Information is not sensitive (i.e., low risk of harm if disclosed) 
Note: The information can be recorded in an identifiable manner
Any disclosure of the human subjects’ responses outside the 
research would not reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, educational advancement, or reputation; OR
Describe:      

☐  Criterion 3*: Identifiable information (that might be sensitive) with limited IRB 
review of privacy and confidentiality
The information obtained is recorded by the investigator in such a    
manner that the identity of the human subjects can readily be ascertained, directly or through identifiers linked to the subjects.
*Note: The IRB must conduct a limited IRB review to make the following determination: There are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data.
Describe:      

a. Benign behavioral intervention confirmation
i. ALL of the following must be true (yes)
	The behavioral interventions are:
	Yes
	No

	Brief in duration
Describe the duration of the interventions:      
	☐  
	☐  

	Not expected to cause physical or emotional harm
· Harmless
· Painless
· Not physically invasive
	☐  
	☐  

	
	☐  
	☐  

	
	☐  
	☐  

	
	☐  
	☐  

	Not likely to have a significant adverse lasting impact on the subjects (i.e., not expected to cause persistent or long-lasting discomfort or negative effects); and
	☐  
	 ☐  

	The investigator has no reason to think the subjects will find the interventions offensive or embarrassing (considering the population, context, topic and other characteristics of the research)
	☐  
	☐  



ii. Provided all above criteria are met, examples of benign behavioral interventions would include having the subjects play an online game, having them solve puzzles under various noise conditions, or having them decide how to allocate a nominal amount of received cash between themselves and someone else. Describe the benign behavioral interventions involved in this research:      

b. Describe the information that will be collected from adult subjects. 
     

c. Identify how the information will be collected.
☐   Verbal responses
☐  Written responses (including data entry)
☐  Audiovisual recording

d. Adult subjects must prospectively agree to the research. The procedures for obtaining prospective agreement from subjects to participate in the intervention and the data collection must be described belo.

e. Does this research involve deceiving the subjects regarding the nature or purposes of the research? 
☐  No 
☐  Yes. 
i. If yes, will subjects be informed that they will be unaware of or misled regarding the nature or purposes of the research and be asked to prospectively agree to the deception? For example, including the possibility of deception as an opt-in when seeking agreement from students to participate in a research pool. 
☐  Yes. Describe:      
Note: When using deception in Exempt Category 3, all research procedures must be prospectively disclosed. For example, a subject may not be videotaped without prospectively agreeing in writing to being videotaped. 

☐  No. The research is not eligible for exemption Category 3.

[bookmark: _Hlk503962870]☐  Category 4: Secondary research for which consent is not required: Secondary research uses of (existing or prospectively collected) identifiable private information or identifiable biospecimens, if at least one of the following criteria is met:
☐  The identifiable private information or identifiable biospecimens are publicly available; OR
[bookmark: _Hlk517963195] Describe:      

☐  Information, which may include information about biospecimens, is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained directly or through identifiers linked to the subjects, the investigator does not contact the subjects, and the investigator will not re-identify subjects; OR
 Describe:      

☐  The research involves only information collection and analysis involving the investigator’s use of identifiable health information when that use is regulated under 45 CFR parts 160 and 164, subparts A and E, for the purposes of “health care operations” or “research” as those terms are defined at 45 CFR 164.501 or for “public health activities and purposes” as described under 45 CFR 164.512(b) Note: This does not include biospecimens; OR
 Describe:      

☐  The research is conducted by, or on behalf of, a Federal department or agency using government-generated or government-collected information obtained for nonresearch activities, if the research generates identifiable private information that is or will be maintained on information technology that is subject to and in compliance with section 208(b) of the E-Government Act of 2002, 44 U.S.C. 3501 note, if all of the identifiable private information collected, used, or generated as part of the activity will be maintained in systems of records subject to the Privacy Act of 1974, 5 U.S.C. 552a, and, if applicable, the information used in the research was collected subject to the Paperwork Reduction Act of 1995, 44 U.S.C. 3501 et seq.
 Describe:      

☐  Category 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 (or the approval of the heads of bureaus or other subordinate agencies that have been delegated authority to conduct the research and demonstration projects), 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. Such projects include, but are not limited to, internal studies by Federal employees, and studies under contracts or consulting arrangements, cooperative agreements, or grants. Exempt projects also include waivers of otherwise mandatory requirements using authorities such as sections 1115 and 1115A of the Social Security Act, as amended.
Each Federal department or agency conducting or supporting the research and demonstration projects must establish, on a publicly accessible Federal website or in such other manner as the department or agency head may determine, a list of the research and demonstration projects that the Federal department or agency conducts or supports under this provision. The research or demonstration project must be published on this list prior to commencing the research involving human subjects.

a. Are ALL the above described requirements for this exemption satisfied? 
☐  Yes. The published list that names this research or demonstration project is attached or can be found on the following website:       
☐  No. The research is not eligible for exemption Category 5.

☐  Category 6: Taste and food quality evaluation and consumer acceptance studies, if:
☐  Wholesome foods without additives are consumed; or
☐  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 the Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture
6.  Are there any research activities that are not encompassed within one of the above categories?
☐    Yes.  Describe:      
Contact the IRB Office to discuss this activity/these activities for a determination of whether the activity can continue to be considered for IRB exemption, or if IRB approval will be required (with completion of Section III)
☐    No

Protection of Human Subjects
7. How do you plan to identify subjects for recruitment or records/biospecimens for inclusion in the study?
     
8. Describe any inclusion and exclusion criteria or reference where this information can be located in the protocol.
     
9. Answer the following questions to describe plans for maintaining the confidentiality of the information/biospecimens gathered in the research 
a. Describe the provisions that will be taken to protect the confidentiality of subjects’ information/biospecimens and research data (e.g., storage of research data in a locked file cabinet, separate storage of key to code that allows re-linking of data, encrypted files, etc.).  
     
b. Are there any other security controls (not already mentioned above) that are in place to protect the integrity of the information/biospecimens?
☐    Yes.  Describe:      
☐    No
c. If identifiers will be removed or replaced, is there a possibility that such information/biospecimens could be re-identified?
☐    Yes.  Describe:      
☐   No
☐   NA – there is no plan to remove or separate identifiers from research data. 
d. How will the information/biospecimens be used?
     

e. Will the information/biospecimens will be shared or transferred to a third party or otherwise disclosed or released?
☐    Yes.  Describe:      
☐    No

f. What is the likely retention period or life of the information/biospecimens?
     

g. Is there a potential risk of harm to individuals should the information/biospecimens be lost, stolen, compromised, or otherwise used in a way contrary to the contours of the study?
☐    Yes.  Describe:      
☐    No

10. If the research involves interaction with or observation of subjects, please answer the following.  If not applicable to your study, write N/A.
h. Describe how subjects will be recruited to participate in the research.  Include any materials that will be used to recruit subjects in your submission package.
     
i. Describe the provisions to protect the privacy interests of subjects. Include a description of (1) the settings where subjects will be interviewed, surveyed, tested or observed for the purposes of the research; (2) the settings where research procedures will take place, (3) any provisions being taken to maximize privacy: 
     
j. Researchers have an ethical obligation under the Belmont Report to ensure that subjects are properly informed and voluntarily agree to participate in research whenever possible (e.g., the research involves interactions with subjects in person or through surveys or interviews).  Consent/prospective agreement documents for exempt research (including consent scripts, survey cover letters, or information sheets) should include all of the following elements:
· A statement that the activities involve research
· A description of the procedures to be performed
· For Category 3 research that involves subject deception: A statement that subjects will be unaware of or misled regarding the nature or purposes of the research
· A statement that participation is voluntary
· The investigator's name and contact information
[bookmark: _Hlk516650602]Describe the process to obtain consent/prospective agreement and include with the submission any materials that will be used to explain the research and/or document consent.
     
k. Describe any measures that will be taken to ensure that subjects don’t feel obligated or pressured to participate in the research.
     
11. Will Protected Health Information (PHI) (See Appendix A) be accessed, used, or disclosed for the purposes of the research?
☐    Yes   ☐   No
If yes, please answer the following:
a. Provide a comprehensive description of the PHI needed for the study or provide a data sheet as an attachment.
     
b. Describe the sources of the PHI, including whether PHI is being obtained from any non-Monmouth sources
     
c. If the sources of the PHI include any external (non-[Monmouth]) entities, explain the steps you are taking to ensure compliance with the entities’ HIPAA and data use requirements.
     
d. Will you be disclosing Monmouth PHI to any external parties such as a collaborator, sponsor, or other organization?
☐   Yes   ☐   No
If yes, is the data to be disclosed:
☐    Stripped of all elements considered to be identifiers under HIPAA (See Appendix A)
☐    A Limited Data Set (See Appendix B).  
☐   Identifiable (contains PHI and is not restricted to a Limited Data Set).
e. Will you obtain written HIPAA authorization from subjects for use of their data or are you requesting a waiver of HIPAA authorization?  Note: The requirement to obtain authorization, or a waiver of authorization, does not apply if your only use or exposure to PHI will be a Limited Data Set (See Appendix B).
☐    N/A.  Limited Data Set
If there is more than one subject group (e.g., prospective subjects and historical control), indicate all that apply.
☐   Written authorization. Include a copy of the authorization form with your submission.
☐  All Subjects  ☐    Some Subjects. Explain:      
☐    Waiver of Authorization.
☐  All Subjects  ☐   Some Subjects. Explain:      
If you are requesting a waiver for some or all subjects, please provide responses to the following so that the IRB can determine whether or not the project qualifies for a waiver.
i. Describe your plan to protect PHI from improper use and disclosure
     
ii. Describe your plan to destroy identifiers at the earliest opportunity consistent with the conduct of the research (absent a health or research justification for retaining them or a legal requirement to do so).  Note:  In many cases, identifiers will need to be retained after the research is completed (e.g., for publication or data verification purposes or because of contractual requirements or grant terms).
     
iii. Describe why the research could not practicably be conducted without the waiver
     
iv. Describe why the research could not practicably be conducted without access to and use of the PHI
     
12.	Other Protected or Sensitive Records/Information
a. Will educational records protected under the Family Educational Rights and Privacy Act (FERPA) be ☐ accessed, ☐ used, or ☐ disclosed for the research?     ☐ Yes  ☐ No  
If Yes, describe how compliance with FERPA will be ensured. FERPA compliance/access to educational records must be approved by the Office of the General Counsel:
     
b. Will the research include surveys, interviews, or other evaluations or examinations protected under Protection of Pupil Rights Amendment (PPRA)?     ☐ Yes  ☐ No
If Yes, describe how compliance with PPRA will be ensured: 
         
c. Will information or records that subjects or others might reasonably consider to be sensitive in nature (e.g., social security numbers, genetic test results, communicable disease status, substance abuse, mental health information, illegal activity, etc.) be ☐ accessed,  ☐ used, or ☐ disclosed for the research?     ☐ Yes  ☐ No 
If Yes, explain what sensitive information is included and why it is needed:
     
d. Will a Certificate of Confidentiality (CoC) be obtained for this research or is one already in place  (e.g., automatically issued by NIH, CDC, or another federal agency) that covers this site and any recipient site or organization?     ☐ Yes  ☐ No 
e. Will any additional specific safeguards beyond those described in the remainder of this section be taken to protect PHI or Other Protected or Sensitive Records/Information?
☐ Yes  ☐ No
If Yes, explain:       

This completes the information required for an exemption determination. Proceed to Section V for certification of Principal Investigator and submit to the IRB Office at irb@monmouth.edu. 
[bookmark: _IV._Information_Required][bookmark: _III._Information_Required]III. Information Required for Expedited or Full Review

1. Additional Study Personnel (study personnel include all individuals who interact/intervene with human subjects, identifiable human data and/or biospecimens)

	Name
	(F)aculty, (A)dministrator,
(S)tudent, or
(O)ther-specify 
	(C)o-investigator 
(R)esearch Ass’t
(D)ata Analyst, or
(O)ther-specify
	Affiliation
(M)U
(O)ther-specify
	E-mail 
	Phone Number

	     
	     
	         
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	
	     
	     
	     





2. Funding Support:
Note: Please consult with the IRB Office if the research is supported by the Department of Justice/National Institute of Justice because DOJ is not currently a signatory to the Common Rule and may need to be considered under different standards.
☐    N/A, this project is unfunded
☐    Grant.  Describe:      
☐   Contract.  Sponsor:      
☐    Other.  Describe:      

A. General
1. [bookmark: Text1]Are any members of the research team or participating sites potentially under the jurisdiction of another IRB? ☐ No  ☐ Yes- please explain:      
2. Has this study been disapproved or terminated by another IRB?
☐ No  ☐ Yes- provide the basis for the disapproval or termination:      
3. Please provide information concerning the funding sources for this research (if not provided in Section III above)  
☐ NA (unfunded)		☐ Industry Sponsor
☐ Federal Government* 	☐ Other Government (State, Local)	      
☐ Foundation			☐ Departmental/Unit Funds	      
☐ Other:      	
Grantor/Sponsor Name:      
Award/Contract Status:      
Grant Title (if different from IRB submission title):      
*If Monmouth is the prime awardee or a subcontractor of a federal grant that supports this research, a copy of the prime award/grant and subcontract must be included with your submission.
B. Multicenter and Collaborative Studies 

Will the protocol be followed as written or are there components or aspects of the research that this site will not participate in or that will be modified? (e.g., local site will not recruit into one of the cohorts or into a sub-study; the age range will be narrowed; a specific procedure or test isn’t available locally so another will be performed; etc.)
☐ N/A, this is a single site study
☐ Yes, the protocol will be followed as written
☐ No, Explain:      
C. Research Setting/Performance Sites 
1. Describe the settings where research activities involving human subjects will take place (e.g., home, school).
     
2. Indicate all Monmouth locations sites where the research procedures will be carried out:
           
3. If research activities will take place at non-Monmouth  facilities or non-Monmouth personnel will have research responsibilities, for each site, indicate: (1) whether the site or personnel are potentially under the jurisdiction of another IRB, (2) whether the site has granted permission for the research to be conducted (provide copy of permission), and (3) the contact information for the site point of contact.
☐ NA, there are no non-Monmouth facilities or personnel
     
4. Are there other collaborating researchers at other institutions involved in this study? 
☐ No  ☐ Yes, answer the following:
a. Is the MU investigator the LEAD INVESTIGATOR?   ☐ Yes  ☐ No
b. Is MU the LEAD SITE or COORDINATING CENTER?   ☐ Yes  ☐ No
If either of the above is Yes, complete Supplement L.

5. Are any of the research activities/data conducted by or overseen by Monmouth occurring outside of the United States?   ☐ Yes  ☐ No
If Yes, complete Supplement M.
D. Subject Population 
1. The research population includes the following (check all that apply):
☐ Normal Adults/Healthy Volunteers
☐ Employees/Staff (at the research site, e.g., Monmouth, another school, hospital etc.)
☐ MU Students (not through SONA)
☐ MU Students through SONA
☐ Children – complete Supplement A
☐ Prisoners – complete Supplement B
☐ Pregnant Women, Fetuses, or Neonates – complete Supplement C
☐ Adults with Impaired Decision-Making Capacity – complete Supplement D
☐ Persons with Limited English Proficiency, specify anticipated primary language(s):      
☐ Other; Identify:      

2. Please indicate the total number of subjects (or subject records) anticipated to be enrolled at this site/by this investigator. For the purposes of the IRB, a subject is enrolled once they have provided consent to participate, or for studies under waivers, once data has been collected on the subject.
      
a. If the research involves multiple subject groups or cohorts, provide the anticipated number of subjects in each group or cohort (e.g., control/experimental, parents/children, etc.). 
     
b.    If applicable, provide a statistical justification, including power analysis, to support the
       sample sizes provided in this section. If not applicable, please explain why:       

3. Provide the age range for the proposed subject population (e.g., 0-5 years old):       
4. [bookmark: Text153]Inclusion Criteria: Specify the inclusion criteria for each of the subject groups to be included in the research.      
5. [bookmark: Text154]Exclusion Criteria: Specify the exclusion criteria for each of the subject groups to be included in the research      
6. Secondary Subjects - Is information being obtained about individuals other than the “target subjects” (e.g., family members)?        ☐ Yes  ☐ No
If Yes, please explain:      

E. Identification/Recruitment of Subjects 

1. [bookmark: _Hlk975303]How do you plan to identify subjects for recruitment or records for inclusion in the study?
     
2. Who will be responsible for determining whether potential subjects satisfy eligibility criteria and how will they do so?  
     
3. Will information from records (e.g., databases, or other data sources) be used to screen, recruit, or determine the eligibility of prospective subjects without their informed consent and authorization?
☐ No
☐ Yes:  -Will oral or written communication about the records review occur with the potential subjects before hand? ☐ No ☐ Yes: Include a copy of all materials.
-Describe the source of records.      
-Describe what will be obtained and how it will be used to screen, recruit, or determine the eligibility of prospective subjects to participate in this study.      
-Describe how the information will be protected.      
[bookmark: _Hlk975053]5. Describe how, where, and by whom subjects will be recruited for participation in this study. If using process involving email or social media, be sure to include in your submission documentation of approval to do so (if applicable).
 ☐ N/A (e.g., records review)   
     
6. Describe any steps that will be taken to protect the potential subjects’ privacy during recruitment (e.g., discussion will take place in a private room).   ☐ N/A (e.g., records review)
     
NOTE: Include copies of any proposed recruitment materials (e.g., brochures, posters, advertisements, social media, etc.) or scripts with your submission.  All recruitment material must be approved by the IRB prior to use. 
F. Informed Consent 
Unless waived by the IRB, no investigator may involve a human being as a subject in research unless the investigator has obtained the legally effective informed consent of the subject or the subject's legally authorized representative (LAR) or, for minors, parental/guardian permission. 
Similarly, unless waived by the IRB, consent must be documented using an IRB-approved written consent form signed (including in an electronic format) by the subject or the subject's LAR. A written copy of the consent form must be given to the person signing the form.
Assent may be required when subjects are unable to personally provide consent for reasons of age, mental state, legal status or other such reason. 
1. Which of the following apply to this research? (check all that apply):
☐ Informed consent will be obtained and documented with a signed, written consent form.  This includes a valid (according to NJ state law) electronic signature on an electronic platform.  
☐ Informed consent will not be obtained at all.  Complete Supplement E to request a waiver of consent.
☐ Informed consent will be obtained, but won’t be documented by signature on a consent form (e.g., clicking an ‘I agree’ button on a consent document presented on an electronic platform). Complete Supplement E to request a waiver of documentation of consent. Include a copy of the oral script and/or information sheet with your submission. 
☐ Informed consent will be obtained, but the consent form (or script or information sheet) does not include all required elements of consent, or information will be purposely manipulated or withheld, as with studies requiring use of deception.  Complete Supplement E to request an alteration of consent. 
☐ Permission will be obtained from Legally Authorized Representatives (LARs) for some or all adult subjects who have impaired decision-making capacity.  Complete Supplement D.
If the research includes more than one subject group (e.g., retrospective and prospective cohorts), and the answers to the above differ based on the cohort, explain your plan for each group here: 
     
2. Consent Process
a. Describe the circumstances under which consent will be obtained including where the process will take place and any steps that will be taken to ensure the potential subject’s privacy. 
     
b. Who will obtain consent? Describe their qualifications and experience in obtaining research consent.  
     
NOTES: 
· A person qualified to fully explain and respond to questions regarding the research interventions or procedures, risks, and alternatives must participate in the consent process.
· If any of the persons obtaining consent are inexperienced, a plan to train and supervise them must be included.  

c. How will you ensure that subjects have sufficient opportunity to consider whether to participate?         
d. How will the subject’s understanding of the information presented be assessed? 
☐ Subjects will be asked open-ended questions about the research (purpose, procedures, risks, alternatives, voluntary nature)
☐ Other, describe:       
e. Is recruitment/inclusion of non-english speaking subjects anticipated?  
☐ No  ☐ Yes: Answer:
		-What languages do you expect the subjects will be fluent in?      
-How will you ensure that subjects understand the information provided to them and will be able to ask questions and communicate with the researchers during recruitment, the consent process, and throughout participation:      
3. Documentation of Consent: Signed, written consent forms are required unless waived by the IRB.  Include copies of all proposed consent forms and materials to facilitate the consent process (handouts, videotapes, electronic tools, etc.) with your submission.
a. How will the subjects’ informed consent be documented?  (check all that apply)
☐ N/A, a waiver of consent or documentation of consent is being requested
☐ Traditional signed written consent form
☐ Written note in research record
☐ By completion of a research survey or questionnaire
☐ Consent will be administered via an electronic or web-based form
☐ The consent process will be audio or video recorded
☐ Other, describe:       
b. If the enrollment of subjects who cannot read the consent form, due to visual impairment, literacy, or other issues, is anticipated, how will consent be documented?    Refer to 45 CFR 46.117(b)(2) for information regarding the use of a short form.
☐ N/A  	
☐ The consent form will be read to the subject before it is signed
☐ Other mechanism, describe:      
4. Ongoing Consent       
a. For studies with more than one interaction with subjects, informed consent should be an ongoing process that continues throughout their participation in the study.  Efforts to ensure that subjects remain informed are important, particularly if changes are made to the study or new information becomes available that impacts risks, anticipated benefits, alternatives to participation or may impact their willingness to remain in the study.
How will you ensure that research subjects remain informed about the study and continue to agree to participate in the research after their initial informed consent has been obtained?
☐  N/A, this research involves a single interaction or a waiver of consent has been requested
     
b.  If this research involves children who may reach age of majority while the research is ongoing (including use or analysis of identifiable data or specimens), explain your plans to obtain consent for ongoing participation.  If you do not plan to obtain consent, please request a waiver of consent (and HIPAA authorization, if applicable) for these subjects using Supplement E (and Supplement F for HIPAA, if applicable).
☐ N/A because:
☐ this research does not include children
☐ this research will be complete before any children reach the age of majority
☐ data/specimens from children will be destroyed prior to age of majority
☐ data/specimens from children will be de-identified prior to age of majority by deleting all links between any individually identifiable data and the data/specimens
     	
c.  If this research includes adults for whom consent was obtained from a legally authorized representative (LAR), and these adults may regain capacity to consent while the research is ongoing, explain your plans to obtain consent for ongoing participation.  If you do not plan to obtain consent, please request a waiver of consent (and HIPAA authorization, if applicable) for these subjects using Supplements E (and Supplement F for HIPAA, if applicable).
☐ N/A – this research does not include adults who did not originally provide consent themselves and may regain capacity to consent.      
G. Data/Confidentiality 
1. Protected Health Information (PHI)
The Privacy Rule defines PHI as individually identifiable health information, held or maintained by a covered entity or its business associates acting for the covered entity, that is transmitted or maintained in any form or medium (including the individually identifiable health information of non-U.S. citizens). This includes identifiable demographic and other information relating to the past, present, or future physical or mental health or condition of an individual, or the provision or payment of health care to an individual that is created or received by a health care provider, health plan, employer, or health care clearinghouse. For purposes of the Privacy Rule, genetic information is considered health information.  Generally, when specimens are labeled or associated with HIPAA identifiers, the specimens are considered identifiable under HIPAA.
a. Will PHI be ☐ accessed,  ☐ used, or ☐ disclosed for this research?     ☐ Yes  ☐ No
If Yes, answer the following:
i. Briefly explain what PHI is needed and why:      
ii. Is all of the PHI held by Monmouth?     ☐ Yes  ☐ No, explain:      
iii. Indicate which of the following apply (more than one may be selected):
☐ A partial waiver of the requirement for HIPAA Authorization is requested (e.g., for screening or for some subjects (e.g., retrospective cohort) – Complete Supplement F
☐ A full waiver of the requirement for HIPAA Authorization is requested – Complete Supplement F  
☐ The PHI accessed or used for this research is a Limited Data Set (LDS) and a Data Use Agreement (DUA) is or will be in place prior to accessing or obtaining the LDS. (The DUA must be approved by the Office of the General Counsel’s Office prior to execution by the Provost. The IRB shall be provided with a fully executed copy of the DUA.)
☐ HIPAA Authorization will be obtained via MU-required content within the research consent document. 

2. Other Protected or Sensitive Records/Information
a. Will educational records protected under the Family Educational Rights and Privacy Act (FERPA) be ☐ accessed, ☐ used, or ☐ disclosed for the research?     ☐ Yes  ☐ No  
If Yes, describe how compliance with FERPA will be ensured. FERPA compliance/access to educational records must be approved by the Office of the General Counsel:
     
b. Will the research include surveys, interviews, or other evaluations or examinations protected under Protection of Pupil Rights Amendment (PPRA)?     ☐ Yes  ☐ No
If Yes, describe how compliance with PPRA will be ensured: 
         
c. Will information or records that subjects or others might reasonably consider to be sensitive in nature (e.g., social security numbers, genetic test results, communicable disease status, substance abuse, mental health information, illegal activity, etc.) be ☐ accessed,  ☐ used, or ☐ disclosed for the research?     ☐ Yes  ☐ No 
If Yes, explain what sensitive information is included and why it is needed:
     
d. [bookmark: _Hlk979720]Will a Certificate of Confidentiality (CoC) be obtained for this research or is one already in place  (e.g., automatically issued by NIH, CDC, or another federal agency) that covers this site and any recipient site or organization?     ☐ Yes  ☐ No 
e. Will any additional specific safeguards beyond those described in the remainder of this section be taken to protect PHI or Other Protected or Sensitive Records/Information?
☐ Yes  ☐ No
If Yes, explain:       
3. Data Methods/Sources/Access
a. Describe the methods (e.g., manual record review, electronic data capture, interviews, etc.) to obtain data about or from subjects:  
     
NOTE: Include copies of all questionnaires, surveys, interview questions, diaries, etc. with the submission.  If the research involves interviews or focus groups that could evolve as conversation progresses, include a list of discussion topics and any “starter” questions for each topic that can reasonably be expected to be covered.  If a draft of an instrument is submitted, it should be labeled as such and a final version must be submitted and approved by the IRB before use.
b. Describe all data sources for the research and the general purpose of each (e.g., medical records will be reviewed to pre-screen for eligibility and obtain pertinent medical history):
     
c. Are all the data sources internal (Monmouth- held)?   ☐ Yes  ☐ No
If No, describe the external data sources, any needed permissions to access the data and the status of these permissions, and how the data will be securely transferred, transported, or shared:
     
d. Will personnel other than Monmouth employees and sponsor representatives (such as monitors) require access to Monmouth facilities, systems, or patients for the purposes of the research (e.g., to observe surgical procedures, to conduct focus groups)?    ☐ Yes  ☐ No 
If Yes, explain (1) who (by class or name), (2) their home institution or organization, (3) what facilities, systems, or information they will require access to, (4) why, and (5) the plan for supervision: 
     
NOTE: Investigators are responsible for ensuring that necessary leader and facility permissions are in place and that any credentialing, training, or other requirements are satisfied.
4. Research Records
a. Describe the types of research records that will be created or maintained for the research (linking key, paper worksheets, electronic files, audio recordings, video recordings, etc.). Be sure to include all data collection forms/tools with your submission:
     
b. Will direct identifiers (e.g., name, medical record number) be replaced with a subject code on research records other than the linking key, consent form, and HIPAA authorization?  
☐ Yes  ☐ No 
If Yes, describe the structure of the code (e.g., randomly generated number, sequential number plus initials, etc.) and indicate whether a linking file (key) will be created and, if so, how it will be protected:
     
If No, explain which direct identifiers will be included, on what records, and why they are needed:
     
c. Will research records include PHI?     ☐ Yes  ☐ No
d. Will research records include information that subjects or others might reasonably consider to be sensitive in nature (e.g., social security numbers, genetic test results, communicable disease status, substance abuse, mental health information, illegal activities, etc.)?    ☐ Yes  ☐ No
e. Describe the provisions that will be taken to protect the confidentiality of subjects’ information and research data (e.g., storage of research data in a locked file cabinet, separate storage of a key to code that allows re-linking of data, encrypted files, etc.).
     
5. Data Sharing
a. Will data be transferred, transmitted, or shared transmitted outside of Monmouth? 
If Yes, answer the following:
i. What information will be transferred, transmitted, or shared?
     
ii. Who will data be sent to or shared with?
     
iii. For what purpose?
     
iv. Will the transferred, transmitted, or shared data include direct identifiers (e.g., names, medical record numbers)?   
☐ Yes  ☐ No
If Yes, explain:      
v. Will the transferred, transmitted, or shared data be a Limited Data Set (LDS)?  
☐ Yes  ☐ No 
If Yes, a data use agreement (DUA) must be executed before the access or use of the LDS for the research.  Contact the Office of the General Counsel for assistance with DUAs. 
vi. Will the transferred, transmitted, or shared data include PHI (other than a LDS)?
☐ Yes  ☐ No 
If Yes, explain:      
vii. Will the transferred, transmitted, or shared data be coded?
☐ Yes  ☐ No 
If Yes, will the recipient have or be provided with access to the code or other means to re-identify subjects?  
☐ Yes, explain:       
☐ No
viii. Will the transferred, transmitted, or shared data include information that might reasonably be considered sensitive in nature (e.g., social security numbers, genetic test results, communicable disease status, substance abuse, mental health information, illegal activities, etc.)?
☐ Yes  ☐ No
If Yes, explain:      
ix. How will the data be transferred, transmitted or shared and how will it be protected?
     
b. Will research data or (specimens) be submitted to or retained in a database (or repository) locally or elsewhere for possible future research after this study is complete?   ☐ Yes  ☐ No
If Yes, please complete Supplement J.
6. Record Retention
NOTE: Record retention may be dictated by regulations, grant or contract terms, policy, or journal requirements.  Please consider each of these carefully before answering the below questions.  At a minimum, signed research consent forms must be retained for 3 years after the completion of the research (for non-FDA studies) and HIPAA authorizations (or waivers) for 6 years after they were last relied upon.
a. How long will research records and data be retained following completion of the study? 
     
b. Will retained research records contain identifiable information, coded information, or fully de-identified information?
     
c. Where will records and data be stored, how will they be protected, and who will have access?
     
d. Describe any plans to eventually de-identify or destroy records:
     
H. Provision of Results
This section addresses plans for return of results at both a study level and individual level.  Researchers may wish to consult the following resources for guidance related to the return on individual level research results:
· Returning Individual Research Results to Participants: Guidance for a New Research Paradigm
· Anticipate and Communicate: Ethical Management of Incidental and Secondary Findings in the Clinical, Research, and Direct-to-Consumer Contexts
1. Will the research generate individual level results of potential value to participants?
☐ Yes, explain:       
☐ No, explain:      
2. Given the exams, tests, and procedures being done for the research, describe the potential for and nature of incidental or secondary findings?
     
3. Will/may the research generate results that are reportable to state or federal agencies (e.g., certain communicable diseases)?
☐ Yes  ☐ No 
If Yes, describe which results must be reported, to whom, and the plans to do so.  If confirmatory testing will be performed or recommended, describe plans for this as well.
     
4. Will individual research results be offered to participants?
☐ Yes- describe which results (e.g., all or a subset), when, how, and by whom.  If confirmatory testing will be performed or recommended, describe plans for this as well.
     
☐ No- explain why:
     

5. If the research includes blinding, indicate whether subjects will be “unblinded” to study assignment and describe when and how this will be done:
☐ N/A
     
6. Indicate whether subjects will be informed of the results of the study (study-wide results) and, if currently known, when and how this will be done: ☐ No ☐ Yes-     
I. INTERVENTIONS/PROCEDURES
1. If the research includes an interventional component, such as a therapy, or an intervention to change behavior or lifestyle; describe each intervention and its intended purpose
☐ N/A – No interventions
     
2. Identify all exams, tests, or procedures that subjects will undergo for the research 
☐ N/A 
     
3. Identify any protocol-required procedures that subjects would undergo regardless of their participation in the research and indicate whether the timing or other aspects of the procedures have been controlled or altered to facilitate the research:
☐ N/A 
[bookmark: Text191]     
J. Risks/Risks Mitigation
1. List the possible risks, discomforts, or harms to subjects associated with the research.  If the risks differ based on group assignment, describe for each group.  Estimate the (1) probability of occurrence, (2) the seriousness, and (3) the duration of each risk.    
     
2. What precautions have been taken to minimize these risks and what is their likely effectiveness? Whenever possible, link the precaution(s) to the specific risk or risks.  If this information is available in the study protocol indicate the page numbers where the information can be located.  
     
3. If this is investigator generated research, identify any alternative research methods or procedures considered in designing the research that might involve less risk and describe why they will not be used 
☐ N/A 
     
4. If applicable, describe access to/availability of emergency medical equipment and trained personnel at each setting where research interventions or procedures involving physical risk take place:
☐ NA – There are no physical risks to subjects anticipated in this study
     
5. If the research imparts social, financial, psychological or other risks to subjects, describe the availability of and access to/availability services or support to mitigate these risks:
☐ N/A
      
6. Does the research include screening tools, questionnaires, or procedures that may indicate the presence of serious depression and/or suicidal ideation?    ☐ No  ☐ Yes- describe the plan to refer or intervene in the event that potential serious depression and/or suicidal ideation are identified.      
7. If the research is greater than minimal risk, describe the data safety monitoring plan: 
☐ N/A 
     
8. Are there any plans to do an interim analysis?    ☐ No  ☐ Yes-describe the interim analysis plan or provide page number(s) in protocol where this information can be found:      
9. Have stopping rules been established for the study?    ☐ No  ☐ Yes- describe the stopping rules:      
10. Are there defined criteria for when study interventions should be discontinued?
  ☐ No  ☐ Yes- describe the criteria:      
11. Are there exams or procedures that the subject will be asked to have done or follow to safely withdraw from the study?     ☐ No  ☐ Yes-describe the procedures for safe withdrawal of subjects (NOTE: Withdrawal procedures should also be described in the consent):      
12. Will subjects who withdraw from the interventional component of the study be asked for their permission to continue to gather information about them through follow up visits, phone calls, records review, or other methods?     ☐ No  ☐ Yes  ☐ N/A
[bookmark: 46.116(c)(1)][bookmark: 46.116(c)(2)]If Yes, describe what the subjects will be asked to permit (NOTE: Such plans should also be described in the consent.):      
K. BENEFITS
1. Describe the potential benefits to science and/or society which may accrue as a result of this research. 
     
2. Are there any benefits which may accrue to the individual subjects in this research?  Note: Compensation or SONA credits are not considered benefits.     ☐ No  ☐ Yes, please explain:      
L.	Costs				
☐ N/A –No costs to subjects (skip to Section N)
1. Describe the costs/potential costs that subjects may incur as a result of their participation (include travel, parking, medication, device, procedures, etc.). 
     
2. Will subjects be reimbursed for any expenses related to their research participation?
  ☐ No  ☐ Yes- indicate:
a. What subjects will or may be reimbursed for (e.g., travel, parking, public transportation, etc.) and explain any potential limitations or qualifiers:       
b. The type of reimbursement (i.e., cash, check, cash card, etc.):       
c. The source(s) of funds to provide reimbursement:       
d. The timing of reimbursements       
M. Monetary Compensation 	
☐ N/A –No compensation (skip to Section O)
1. If subjects will receive compensation for participating in this research study, please describe:
a. The amount and method of payment:      
b. The basis used to determine the amount of the payment:        
c. The distribution plan for the payment (one payment, pro-rated payment, etc.):       
d. The plan for payments in the event a subject withdraws early from the study:       
2. If the research involves children or adults unable to consent to participation, explain who will receive the compensation:
     
3. If the research includes raffles, explain how these will work including what the “prizes” will be, the estimated value, when the raffle will occur, the likelihood of receiving a “prize”, how “prizes” will be distributed, etc.      
N. Non-monetary compensation/SONA Credit
   ☐ NA–No non-monetary compensation/SONA credit (skip to Section P)
1. If subjects will receive non-monetary gifts, incentives, or SONA credit for participating in this research study, please describe:
a. What will be provided*:      
b. The amount of credit/or approximate retail value of the item(s):        
c. The distribution plan (i.e., when subjects will receive the credit/items):       
d. Any conditions or requirements that must be fulfilled for subjects to receive the credit/item(s):       
*If not SONA credit, include a picture of the item(s) with your submission. The IRB may request a sample of the item(s) to review.
2. If the research involves children or adults unable to consent to participation, explain who will receive the item(s):
☐ N/A, SONA credit, or not involving those populations
     
3. If the research includes raffles of non-monetary “prizes”, explain when the raffle will occur, the likelihood of receiving a “prize”, how “prizes” will be distributed, etc.
     
O. Privacy
1. If the research involves interaction with or observation of subjects, describe the provisions to protect the privacy interests of subjects. Include a description of (1) the settings where subjects will be interviewed, examined, or observed for the purposes of the research; (2) the settings where interventional components of the research and research procedures will take place, (3) any provisions being taken to maximize privacy:		
☐ N/A – No interaction or observation
     
P. Clinical Trial 
1. Is this study a Clinical Trial (a research study in which one or more human subjects are prospectively assigned to one or more interventions (which may include placebo or other control) to evaluate the effects of the interventions on biomedical or behavioral health-related outcomes. [45 CFR 46.102(b)])? 
 ☐ No 
 ☐ Yes->
· Review MU’s SOP’s at section 13.12 for requirements concerning posting of consent forms of clinical trials that are conducted or supported by a federal agency.  ☐ Confirmed.

· Is the trial registered in ClinicalTrials.gov?  [Required for certain clinical trials e.g., http://www.icmje.org/recommendations/browse/publishing-and-editorial-issues/clinical-trial-registration.html] 
☐ N/A, registration is not required for this trial.  Explain:      
☐ No, but trial will be registered prior to enrolling any subjects
☐ Yes, ClinicalTrials.gov #:      
a. Does the trial evaluate one or more FDA-regulated products*?  ☐ Yes  ☐ No
If Yes, indicate the following:
Product Type(s):      
Product Name(s):      
Complete Supplement H for studies of drugs and biologics.  Complete Supplement I for medical device studies.  
*The 21st Century Cures Act excludes certain medical and decision support software from the definition of medical device meaning that such software is not subject to FDA regulations.  Information regarding these exclusions is available on FDA’s website for digital health.  If uncertain whether a product under investigation is a medical device, please contact the IRB Office at irb@monmouth.edu .
b. Will the trial enroll pregnant women or women of child-bearing potential?   ☐ Yes  ☐ No
If Yes, the protocol and consent must describe any known or anticipatable risks to pregnant women and fetuses and any measures to mitigate those risks.  Birth control requirements, if applicable, must also be described.
c. Will the trial collect data on “pregnant partners” (sexual partners of clinical trial subjects who become pregnant while the subject is on-study)?   ☐ Yes  ☐ No
If Yes, describe the recruitment and consent process for the pregnant partner:      
A description of any measures to monitor and mitigate risks and what data will be collected regarding the pregnancy and outcome must be provided in the protocol or other documentation.  A consent form and HIPAA authorization (if PHI will be used) for the pregnant partner must be included with your submission.


This is the end of the main application.  Continue to the next page to determine if additional supplements are required, then proceed to Section VI for required PI attestation. 


SUPPLEMENTS

The Initial Submission Form is designed to obtain the information required for IRB review of all human subjects research.  Additional information is required when research involves specific populations or procedures.  This information is submitted using supplements to the initial submission form.
[bookmark: _GoBack]Please complete and upload any supplements relevant to this research:
☐ CHILDREN – Complete Supplement A
☐ PRISONERS – Complete Supplement B
☐ PREGNANT WOMEN, FETUSES OR NEONATES – Complete Supplement C
☐ SUBJECTS WITH IMPAIRED DECISION MAKING CAPACITY – Complete Supplement D
☐ REQUEST FOR WAIVER OR ALTERATION OF CONSENT OR WAIVER OF DOCUMENTATION OF CONSENT – Complete Supplement E
☐ REQUEST FOR WAIVER OR ALTERATION OF HIPAA AUTHORIZATION – Complete Supplement F
☐ RESEARCH INVOLVING DRUGS OR BIOLOGICS – Complete Supplement H
☐ RESEARCH INVOLVING MEDICAL DEVICES – Complete Supplement I
☐ STORED DATA/SPECIMENS FOR FUTURE USE – Complete Supplement J
☐ COLLABORATIVE RESEARCH – Complete Supplement L
[bookmark: _Hlk517441713]☐ TRANSNATIONAL RESEARCH – Complete Supplement M

NOTE: The IRB will not review submissions that do not include the appropriate supplements.






[bookmark: _V._Principal_Investigator][bookmark: _IV._Principal_Investigator]
IV. Principal Investigator Certification-For Human Subjects Research Determination Request

I will conduct the study identified above in the manner described in this application, the protocol, and any additional materials included in this, or subsequent, submissions.  I will submit any proposed changes to the research to the Monmouth IRB Office prior to implementation, to evaluate whether the activity continues to remain ‘not human subjects research’.
By submitting this application and required attachments via my Monmouth University password-protected e-mail account, I acknowledge and agree that I am submitting an electronic signature indicating that I certify that the information provided in this application is complete and correct. I further acknowledge and agree that submitting this application shall constitute my signature hereto and shall be valid and have the full force and effect as an original signature.  I understand and agree that it is recommended that I print a copy of this application and required attachments for my file.  If I do not wish to submit an electronic signature, I may request that a paper copy be provided to me for my signature.

_____________________________________	________________________________
Principal Investigator Signature			Date


[bookmark: _VI._Principal_Investigator]V. Principal Investigator Certification-For Exemption Determination Request  

I will conduct the study identified above in the manner described in this application, the protocol, and any additional materials included in this, or subsequent, submissions. I assure that all co-investigators and research assistants are aware of the specifics concerning this research,  and understand, and that they are appropriately trained,  regarding their roles and responsibilities.
 I understand my responsibilities regarding the conduct of this research activity, as specified in Section 21 of the Monmouth University (MU) HRPP Standard Operating Procedures [LINK], including by not limited to the requirement to comply with post-approval reporting of unanticipated problems involving risks to subjects or others, and noncompliance concerning the approved study, or requirements of MU relating to human research protections.  I will submit any proposed changes to the research to the Monmouth IRB Office prior to implementation (except when necessary to avoid immediate hazards to subjects, in which case report must be made to the IRB Office as soon as possible), to evaluate whether the research continues to qualify for exemption. 
By submitting this application and required attachments via my Monmouth University password-protected e-mail account, I acknowledge and agree that I am submitting an electronic signature indicating that I certify that the information provided in this application is complete and correct. I further acknowledge and agree that submitting this application shall constitute my signature hereto and shall be valid and have the full force and effect as an original signature.  I understand and agree that it is recommended that I print a copy of this application and required attachments for my file.  If I do not wish to submit an electronic signature, I may request that a paper copy be provided to me for my signature.


_____________________________________	________________________________
Principal Investigator Signature			Date

[bookmark: _VII._Principal_Investigator]VI. Principal Investigator Certification for Non-Exempt Research

I will conduct the study identified above in the manner described in this application, the protocol, and any additional materials included in this, or subsequent, submissions. I assure that all co-investigators and research assistants are aware of the specifics concerning this research, and understand, and that they are appropriately trained, regarding their roles and responsibilities.

I understand my responsibilities regarding the conduct of this research activity, as specified in Section 21 of the Monmouth University (MU) HRPP Standard Operating Procedures [LINK], including by not limited to the requirement to comply with post-approval reporting of unanticipated problems involving risks to subjects or others, and noncompliance concerning the approved study, or requirements of MU relating to human research protections.  I will submit any proposed changes to the research to the Monmouth IRB Office prior to implementation (except when necessary to avoid immediate hazards to subjects, in which case report must be made to the IRB Office as soon as possible)

By submitting this application and required attachments via my Monmouth University password-protected e-mail account, I acknowledge and agree that I am submitting an electronic signature indicating that I certify that the information provided in this application is complete and correct. I further acknowledge and agree that submitting this application shall constitute my signature hereto and shall be valid and have the full force and effect as an original signature.  I understand and agree that it is recommended that I print a copy of this application and required attachments for my file.  If I do not wish to submit an electronic signature, I may request that a paper copy be provided to me for my signature.

______________________________________________________________________________
Principal Investigator Signature							Date


VII. Class Instructor Certification for Classroom Activities

As class instructor of the activity referenced in this application, I assure that the named student will be taught, and will conduct the activity in accordance with, the ethical standards of the field’s discipline. I confirm that all relevant institutional approvals (from Monmouth, and from any external sites at which the activity may be conducted) are obtained prior to initiation of the activity.

By submitting this application and required attachments via my Monmouth University password-protected e-mail account, I acknowledge and agree that I am submitting an electronic signature indicating that I certify that the information provided in this application is complete and correct. I further acknowledge and agree that submitting this application shall constitute my signature hereto and shall be valid and have the full force and effect as an original signature.  I understand and agree that it is recommended that I print a copy of this application and required attachments for my file.  If I do not wish to submit an electronic signature, I may request that a paper copy be provided to me for my signature.


______________________________________________________________________________
Class Instructor Signature							Date


































Appendix A: Protected Health Information

Protected health information means, generally, health information that is individually identifiable (i.e., patient-specific) and that is created, maintained, used or disclosed by or for by a covered entity.  More specifically, the term refers to information that:
1. identifies or could reasonably be used to identify the individual; and
1. relates to:
1. an individual’s physical or mental health or condition;
1. the provision of health care to an individual, or
1. Payment for health care provided to an individual.
Health Information that includes or is combined with any of the following elements is considered identifiable under HIPAA.

1. Names.
2. All geographic subdivisions smaller than a state, including street address, city, county, precinct, ZIP Code, and their equivalent geographical codes, except for the initial three digits of a ZIP Code if, according to the current publicly available data from the Bureau of the Census:
a. The geographic unit formed by combining all ZIP Codes with the same three initial digits contains more than 20,000 people.
b. The initial three digits of a ZIP Code for all such geographic units containing 20,000 or fewer people are changed to 000.
3. All elements of dates (except year) for dates directly related to an individual, including birth date, admission date, discharge date, date of death; and all ages over 89 and all elements of dates (including year) indicative of such age, except that such ages and elements may be aggregated into a single category of age 90 or older.
4. Telephone numbers.
5. Facsimile numbers.
6. Electronic mail addresses.
7. Social security numbers.
8. Medical record numbers.
9. Health plan beneficiary numbers.
10. Account numbers.
11. Certificate/license numbers.
12. Vehicle identifiers and serial numbers, including license plate numbers.
13. Device identifiers and serial numbers.
14. Web universal resource locators (URLs).
15. Internet protocol (IP) address numbers.
16. Biometric identifiers, including fingerprints and voiceprints.
17. Full-face photographic images and any comparable images.
18. Any other unique identifying number, characteristic, or code, unless otherwise permitted by the Privacy Rule for re-identification.


Appendix 2: Limited Data Sets

Limited Data Set refers to PHI that excludes 16 categories of direct identifiers and may be used or disclosed, for purposes of research, public health, or health care operations, without obtaining either an individual’s Authorization or a waiver or an alteration of Authorization for its use and disclosure, with a data use agreement.
Data Use Agreement refers to an agreement into which the covered entity enters with the intended recipient of a limited data set that establishes the ways in which the information in the limited data set may be used and how it will be protected.

Direct Identifiers that must be excluded for PHI to be considered a Limited Data Set:
1. Names.
2. Postal address information, other than town or city, state, and ZIP Code.
3. Telephone numbers.
4. Fax numbers.
5. Electronic mail addresses.
6. Social security numbers.
7. Medical record numbers.
8. Health plan beneficiary numbers.
9. Account numbers.
10. Certificate/license numbers.
11. Vehicle identifiers and serial numbers, including license plate numbers.
12. Device identifiers and serial numbers.
13. Web universal resource locators (URLs).
14. Internet protocol (IP) address numbers.
15. Biometric identifiers, including fingerprints and voiceprints.
16. Full-face photographic images and any comparable images.

A Limited Data Set may include: city; state; ZIP Code; elements of date; and other numbers, characteristics, or codes not listed as direct identifiers.

 


