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I. Research Description

1. Abstract.  Provide an abstract of the proposed research or teaching in language that can be understood by a non-scientist.  The abstract should summarize the objectives of this project and the procedures to be used, with an emphasis on what will happen to the subjects. (Maximum 250 words)
     
2. Objectives:  List your research objectives.

     
3. Research Procedures:  Describe the research procedures that will be followed.  Identify all procedures that will be carried out with each group of subjects.  Describe how participants will be involved in the study.  For example, how often will the participants be involved?  For what period of time will they be involved?  Where will the study take place?  What data will be recorded and how?  Who will assist the investigator?  Will machines, equipment, and/or instruments be used?  If so, please list and describe their use.
     
4. Instruments: Describe the instruments, if any, to be used to collect data in this study.
     
Attach copies of all questionnaires, surveys, interview questions, etc.  If the research involves interviews that could evolve as the research progresses, include a list of discussion topics and any “starter” questions for each topic that can reasonably be expected to be covered.  
5. Does this research involve FDA-regulated drugs, devices or biologics?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No.

If Yes, contact the IRB Office for instructions on how to obtain IRB approval.
6. Adequacy of Resources to Protect Subjects:

a. Investigator (including co-investigators) has sufficient time to conduct and complete the research.  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No.
b. Adequate qualified (including experience, training and familiarity with the protocol) staff are available for this research.   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No.
c. Describe availability of psychological, social or medical services, including counseling or social support services that may be required as a consequence of research participation. If none are available, what provisions are made when necessary.
     
d. Describe psychological, social or medical monitoring, ancillary care, equipment needed to protect participants. 

     
e. Describe other resources needed for the protection of subjects in the conduct of this research (e.g. participant communication needs language translation services).
     
f. Explain how the Investigator has access to a population that would allow recruitment of the required number of subjects.

     
II. Research Setting

1. Describe the settings in which research procedures will be carried out (e.g., hospital, clinic, school, home, lab, etc.):
     
2. List all TCNJ sites where the research procedures will be carried out:

     
3: List all non-TCNJ sites where the procedures will be carried out.  For each site, describe the IRB communication with the external site and indicate: whether the site has an IRB, whether the site has granted permission for the research to be conducted, and the contact information for the site.

     
4. Is this a multi-center study?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No. 

If Yes, 
This investigator is the LEAD INVESTIGATOR  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
This facility is the LEAD SITE  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
If either of the above is Yes, describe provisions for the management of information obtained from the different sites that might be relevant to the protection of participants.

     
III. Subject population

1. Describe the subject population to be included in this research, including any special characteristics targeted for inclusion.

     
2. In the chart below, please indicate the number of subjects per category.  

	
	Male
	Female
	total

	Adults
	
	
	     

	children
	
	     
	     

	Total
	     
	     
	     


3. Please indicate what special groups will be utilized/recruited for your study. Check all that apply:

 FORMCHECKBOX 
 Children*
 FORMCHECKBOX 
 Pregnant Women/Fetuses/Neonates*
 FORMCHECKBOX 
 Prisoners*
 FORMCHECKBOX 
 Cognitively Impaired*
 FORMCHECKBOX 
 Language Impaired
 FORMCHECKBOX 
 Handicapped
 FORMCHECKBOX 
 Institutionalized Persons
 FORMCHECKBOX 
 Students
 FORMCHECKBOX 
 Employees

 FORMCHECKBOX 
 Targeted racial or ethnic group, please specify:      
* These special groups require additional protections; please see the checklist in section IX for the additional application sections that are required. 

a. Please provide a rational for use of special groups or subjects whose ability to give voluntary informed consent may be in question (e.g., cognitively impaired).  

     
4. Please indicate the location of subjects (schools, hospitals, clinics, prisons, unions, etc.).

Please specify and give physical locations: 

     
5. Will any groups or categories of subjects be excluded from this research?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No


If yes, please specify and provide the rationale for excluding these subjects:

     
IV. Subject Recruitment
1. Describe how subjects will be recruited for participation in this study:

     
Attach copies of any proposed flyers, posters, pamphlets, print advertisements, etc. and any scripts for on air advertisements or phone calls.  All recruitment material must be approved by the IRB prior to use. 

a. Will subjects be recruited by searching records (e.g., school records, medical records)  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

If yes, will this include paper files?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 

Where will these paper files be located? 
If yes, will this include electronic files?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 
Who maintains these electronic files?   
b. Will databases be utilized?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
No 
If yes, please specify types and locations of databases:  
     
c. Will fliers and/or brochures be posted, mailed or otherwise distributed? 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

f. Will there be any web postings?  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No If yes, please specify the website address(es): 
g. Will an advertising company be employed for recruitment purposes?  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

If yes, please specify the company and the service they will be providing:  

h. Will letters be sent to potential participants?  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

i.  Will physician referral be utilized for recruitment?   FORMCHECKBOX 
Yes  FORMCHECKBOX 
No If yes, please be aware that HIPAA regulations prohibit physician-to-physician referral; patients must first be informed of a trial and agree to be contacted before any physician referral can be initiated. 

j.  Will any other method not covered by above be employed?  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

If yes, please specify, in detail, what those methods will be: 
     
2.  Will subjects be offered compensation for participating in the research?   FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
a. If yes, describe the nature of the compensation. (Indicate here amounts and schedule of payments as well as conditions for subject receiving compensation for participating in the research)

     
b. Substantiate that:

· Proposed payments are reasonable and commensurate with the expected contributions of the participant.
· Participant payments are fair and appropriate.

· They do not constitute (or appear to constitute) undue pressure or influence on the prospective research participants to volunteer for, or to continue to participate in, the research study, and 

· That the payments do not constitute (or appear to constitute) coercion to participate in, or continue to participate in, the research study. 

     
c. The terms of the participant participation agreement and the amount of payment are specified in the informed consent form.   FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
V. Risks

The purpose of this section is to determine if subjects will be placed "at risk" -- i.e., exposed to the possibility of physical, psychological, sociological, or other harm as a consequence of any activity proposed in the research project.  Please use as much space as needed to answer these questions. 

1. Risk Classification:  What is the overall risk classification of the research?

 FORMCHECKBOX 
 Minimal

 FORMCHECKBOX 
 Greater than minimal

 FORMCHECKBOX 
 Significant

 FORMCHECKBOX 
 Unknown? 

NOTE - According to HHS Regulations minimal risk means "The probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests."

2. If the classification is minimal risk, please justify why that category is appropriate and then skip to Section VI:

     
3. If the classification is greater than minimal risk, describe all of the risks (including non-physical risks) in detail and assess their seriousness.  
     
4. What precautions have been taken to minimize these risks and what is their likely effectiveness? 

     
5. Describe other alternative and accepted procedures, if any, that were considered and why they will not be used.  
     
6. Describe how the research will be monitored to ensure subject safety.
     
VI. Benefits

1. Assess 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? 
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
No   If yes, please explain.
     
3. If the risk in this study is more than minimal, explain how the benefits justify the risks:

     
VII. Privacy & Confidentiality

1. Explain provisions to protect privacy interests of subjects. This refers to how investigators will contact subjects and/or access private information from or about subjects during and after their involvement in the research (e.g. time, place, etc. of research procedures).
     
2. Will the data collected in the course of the study be considered sensitive data, e.g. mental health, HIV status, SS#, etc.?   FORMCHECKBOX 
Yes   FORMCHECKBOX 
 No  If yes, provide the rationale for why this data is needed:

     
If Yes, could any of this data, if disclosed, have adverse consequences for subjects or damage their financial standing, employability, insurability, or reputation?
 FORMCHECKBOX 
Yes   FORMCHECKBOX 
 No.  
3. What specific safeguards will be employed to protect confidentiality of data, e.g., coding or removal of identifiers as soon as possible, limitation of access to data, use of locked file cabinets, protection of computer-based data systems, etc.?  

     
4. Will data that identifies individual subjects be published or in any way be disclosed to third parties other than project personnel?   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 

If yes, please explain here and be sure to incorporate in consent form: 
     
VIII. Informed Consent

Unless waived by the IRB, informed consent is necessary for all research involving human subjects and must be documented in some manner.  The investigator may determine which method would best serve the interest of the subject population, but the IRB reserves the right to require alternative or more stringent means of securing consent.  

Note: Use of subjects unable to give personal consent for reasons of age, mental state, legal or other such status, requires that parental permission or consent from a legally authorized representative (surrogate consent) be obtained.  In this case, complete the following for parental permission or surrogate consent and complete Supplement A for research involving children or Supplement D for research involving cognitively impaired subjects.  Information regarding assent of subjects will be requested in those sections.

1. Which of the following apply to this research:

 FORMCHECKBOX 
 Informed consent will be obtained from all subjects and documented with a signed, written consent form.  If so, answer questions 2 and 3 below.

 FORMCHECKBOX 
 Informed consent will be obtained from subjects, but no signed consent form will be used.  This includes oral consent and implied consent (e.g., completing a survey).  If so, answer question 2 and complete Supplement E to request a waiver of documentation of consent.

 FORMCHECKBOX 
 Fully informed consent will not be obtained from all subjects.  This includes deception, withholding information, etc.  

2. Informed Consent: 
a. Describe how the required information is being presented to subjects (consent form, orally, information sheet, etc.).  Attach a copy of what is being presented to subjects.

b. Describe the circumstances under which consent will be obtained, including where the process will take place.
     
c. Who will obtain consent?  Describe their experience in obtaining consent from subjects.

     
d. How will it be determined that the subjects or the subjects’ authorized representatives understand the information presented?  

     
e. If English is not the subjects’ native language, how will translation be provided? 
     

f. Will any of the subjects be cognitively impaired such that he or she may not have the capacity to give consent?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  If yes, complete Supplement D. 

3. Documentation of Consent: Note – signed, written consent forms are required unless waived by the IRB, but are not the only, or most effective, forms of documentation.  You must provide copies of all written consent forms.  
a. How will the subjects’ informed consent be documented?  Please indicate all the ways in which consent is documented:  


b. If non-English speaking subjects will be included, describe how translation of consent forms will be provided. All translated consent forms must be submitted to the IRB along with back translations.

     
c. If subjects cannot read the consent form, due to literacy or language problems, how will consent be documented?

     
IX. Data and Safety Management

For all research involving more than minimal risk, describe the data and safety management plan (DSMP). The DSMP should address: 

· A description of the plan to monitor research progress and subject reactions, including who will do the monitoring and how monitoring will be accomplished

· Identification of a Data Safety Monitor or Data Safety Monitoring Board, where applicable

· A plan for dealing with adverse events and unanticipated problems involving risk to subjects or others

· A description of the plan to assure compliance with reporting of adverse events and/or unanticipated problems involving risks to participants or others
· A description of the plan to assure data accuracy and protocol compliance

     
X. Conflict of Interest

1. Do any members of the research team or any of their immediate family members have any financial interest in the sponsor of this research and/or in the results of this research?
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No   If yes, complete IRB Supplement J.

XI. Checklist

Please check all the categories that apply to this research.  For those checked, please proceed on to complete those supplements indicated.  You do not need to complete any supplements for which you answer no.

THIS RESEARCH INVOLVES:

 FORMCHECKBOX 
 CHILDREN – Complete IRB Supplement A

 FORMCHECKBOX 
 PRISONERS– Complete IRB Supplement B

 FORMCHECKBOX 
 PREGNANT WOMEN, FETUSES OR NEONATES– Complete IRB Supplement C

 FORMCHECKBOX 
 COGNITIVELY IMPAIRED SUBJECTS– Complete IRB Supplement D

 FORMCHECKBOX 
 DECEPTION– Complete IRB Supplement E

 FORMCHECKBOX 
 STORED DATA FOR FUTURE USE– Complete IRB Supplement F

 FORMCHECKBOX 
 USE OF THE INTERNET– Complete IRB Supplement G

 FORMCHECKBOX 
 PHYSIOLOGICAL PROCESSES– Complete IRB Supplement H

 FORMCHECKBOX 
 INTERNATIONAL RESEARCH– Complete IRB Supplement I

 FORMCHECKBOX 
 CONFLICT OF INTEREST– Complete IRB Supplement J

ATTACH THE COMPLETED SECTIONS FOR ALL CATEGORIES CHECKED ABOVE, SIGN THE COVER PAGE AND SUBMIT TO THE OFFICE OF RESEARCH COMPLIANCE

IRB Supplement Form A

Research Involving Children as Subjects

Investigator:      
Title:      
Date:      
1. Children as Subjects

a. What is the age range of the children in this research?

     
b. Where will the children participate?

 FORMCHECKBOX 
 Home

 FORMCHECKBOX 
 School

 FORMCHECKBOX 
 University lab/office

 FORMCHECKBOX 
 Other  Specify:      
c. Will any of the research take place in school settings?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No


If yes, have you obtained the necessary permission from the school district? 

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  (Attach documentation of permission)

d. Are any of the children wards of the State or any other agency, institution, or entity?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No. If yes, provide details:

     
2.Allowable Categories

Check the category below that best represents the degree of risk and benefit to which the children in this study will be exposed.  Note: more than one category may be indicated such as when a protocol involves both a study group and a control group; in these cases, please specify. 

 FORMCHECKBOX 
 Category 1: The proposed research poses risks no greater than that ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests (i.e., minimal risk). 

 FORMCHECKBOX 
 Category 2: The proposed research poses greater than minimal risk with the potential for direct benefit to subjects.
How is the benefit to risk assessment at least as favorable as that presented by alternative approaches? 

     
 FORMCHECKBOX 
 Category 3: The proposed research poses a greater than minimal risk with no potential for direct benefit to individuals, but likely to yield generalizable knowledge about the subjects’ conditions. 
How is the risk of the protocol a minor increase over minimal risk?  

     
How does the procedure present experiences to subjects that are reasonably commensurate with those inherent in their actual or expected situations? 
     
How is the knowledge to be gained of vital importance for the understanding or amelioration of the condition?   
     
 FORMCHECKBOX 
 Category 4: The proposed research does not meet the criteria in the above categories but presents an opportunity to understand, prevent, or alleviate serious problems affecting the health or welfare of children. 

Provide justification for why this research should be approved:

     
3. Parental Permission

a. What permission will be obtained from the parents?

In general, permission from both parents is required for research involving children unless one parent is deceased, unknown, incompetent, or not reasonably available, or when only one parent has legal responsibility for the care and custody of the child.  For Categories 1& 2, however, the IRB may find that the permission of one parent is sufficient. 

 FORMCHECKBOX 
 Permission will be obtained from both parents where possible.

 FORMCHECKBOX 
 Permission from only one parent is being requested

 FORMCHECKBOX 
 A waiver of parental permission is being requested 

Provide justification for a waiver:

     
b. If the research is being conducted in a group setting (e.g., a classroom), explain what provisions have been made for children whose parents have not given permission for them to participate:

     
4. Assent from Children

Adequate provisions must be made for soliciting the assent of children when, in the judgment of the IRB, the children are capable of providing assent and for soliciting the permission of their parents or guardians. 

a. Please indicate whether the children you will study are generally capable of providing assent; evaluate age, maturity and psychological state of the children involved.  Please be specific:
 FORMCHECKBOX 
 All are capable:  

 FORMCHECKBOX 
 None are capable:  Explain:

     
 FORMCHECKBOX 
 Some are capable:  Explain:

     
b. Describe how assent is will be obtained, including what information will be provided to the subjects:
     
c. Describe how assent will be documented. Attach copies of all assent forms, if any.
     
IRB Supplement Form B

Research Involving Prisoners as Subjects

Investigator:      
Title:      
Date:      
1. Prisoners as Subjects

a. The subjects in this study include:

 FORMCHECKBOX 
 Individuals involuntarily confined or detained in a penal institution.
 FORMCHECKBOX 
 Individuals detained in other facilities by virtue of statutes or commitment procedures which provide alternatives to criminal prosecution or incarceration in a penal institution.  Explain:

     
 FORMCHECKBOX 
 Individuals detained pending arraignment, trial, or sentencing. Explain:

     
 FORMCHECKBOX 
 Other individuals involuntarily detained under a criminal or civil statute. Explain:

     
b. Where are the prisoners located?

     
c. Do you have permission from the facility and the appropriate authorities? Attach all documentation.

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

d. Are any of the subjects in this research minors in the jurisdiction where the research is taking place?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  If yes, complete IRB Supplement A.

2. Allowable Categories

Check the category below that best represents the nature of the research and the degree of risk and benefit to which the prisoners in this study will be exposed.  
Note: The definition of minimal risk for prisoners is slightly different than the definition for other subjects.  The definition of minimal risk for research involving prisoners is given in 46.303(d), is as follows:

Minimal risk is the probability and magnitude of physical or psychological harm that is normally encountered in the daily lives, or in the routine medical, dental, or psychological examination of healthy persons.

 FORMCHECKBOX 
 Category 1: The study of the possible causes, effects, and processes of incarceration, and of criminal behavior, where the study presents no more than minimal risk and no more than inconvenience to the subjects.  Explain:
     
 FORMCHECKBOX 
 Category 2: The study of prisons as institutional structures or of prisoners as incarcerated persons, where the study presents no more than minimal risk and no more than inconvenience to the subjects. Explain:

     
 FORMCHECKBOX 
 Category 3: The study of conditions particularly affecting prisoners as a class (for example, research on social and psychological problems such as alcoholism, drug addiction, and sexual assaults). Explain:

     
 FORMCHECKBOX 
 Category 4: The study of practices, both innovative and accepted, which have the intent and reasonable probability of improving the health or well-being of the subject. Explain:

     
Does the study in Category 4 involve a control group which will not receive a benefit from being in the study?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  If yes, then additional procedures are required for approval. Contact the Office of Research Compliance for more information.
3. Additional Criteria
a. Are there any possible advantages accruing to the prisoner through his or her participation in the research, when compared to the general living conditions, medical care, quality of food, amenities and opportunity for earnings in the prison, are not of such a magnitude that his or her ability to weigh the risks of the research against the value of such advantages in the limited choice environment of the prison is impaired?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

Explain:

     
b. Are the risks involved in the research are commensurate with risks that would be accepted by non-prisoner volunteers?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

Explain:

     
c. Are the procedures for the selection of subjects within the prison are fair to all prisoners and immune from arbitrary intervention by prison authorities or prisoners?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

Explain:

     
d. Is the information presented in language which is understandable to the subject population?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

Explain:

     
e. Does adequate assurance exists that parole Board will not take into account a prisoner's participation in the research in making decisions regarding parole, and each prisoner is clearly informed in advance that participation in the research will have no effect on his or her parole?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

Explain:

     
f. If there may be a need for follow-up examination or care of subjects after the end of their participation, adequate provision has been made for such examination or care, taking into account the varying lengths of individual prisoners' sentences, and for informing subjects of this fact?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

Explain:

     
IRB Supplement Form C

Research Involving Pregnant Women, Fetuses and Neonates

Investigator:      
Title:      
Date:      
1. Research involving Pregnant Women and Human Fetuses:

a. Is this research funded by the US Department of Health and Human Services?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  If yes, contact the Office of Research Integrity with regard to the involvement of pregnant women in your research.

b. Does this research pose a greater than minimal risk to the woman or fetus?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No.

If yes, explain:

     
IF NO, THEN THIS FORM IS COMPLETE.
c. Is risk to the fetus caused solely by interventions/procedures that hold out the prospect of direct benefit for the woman or the fetus?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

Explain:

     
NOTE: if the research holds out the prospect of direct benefit solely to the fetus, then the consent of the pregnant woman and the father must be obtained, except that the father's consent need not be obtained if he is unable to consent because of unavailability, incompetence, or temporary incapacity, or the pregnancy resulted from rape or incest. 

d. Where scientifically appropriate, have preclinical studies, including studies on pregnant animals, and clinical studies, including studies on nonpregnant women, been conducted to provide data for assessing potential risks to pregnant women and fetuses?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

Explain:

     
e. Explain why the level of risk is the least possible for achieving the objectives of the research and provide justification for your explanation:

     
f. Describe how you will ensure that individuals providing consent are fully informed regarding the reasonably foreseeable impact of the research on the fetus:  

     
g. Check off that the Principle Investigator assures that:

 FORMCHECKBOX 
No inducements, monetary or otherwise, will be offered to terminate a pregnancy;
 FORMCHECKBOX 
Individuals engaged in the research will have no part in any decisions as to the timing, method, or procedures used to terminate a pregnancy; and
 FORMCHECKBOX 
Individuals engaged in the research will have no part in determining the viability of a neonate.
2. Research involving Neonates:

Please note, newborns are only considered neonates until they are determined to be viable.  Once they are determined to be viable, they are considered children; Supplement A should be completed for viable newborns.  When neonates of uncertain viability and nonviable neonates are to be involved in research please answer the following questions:
a. Will there be any added risk to the neonate resulting from the research?
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

Explain:

     
b. The Principal Investigator assures that individuals engaged in the research will have no part in determining the viability of the neonate:
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

Explain:

     
c. Where scientifically appropriate, have preclinical and clinical studies been conducted to provide data for assessing potential risks to neonates?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

Explain:

     
d. Does the research hold out the prospect of enhancing the probability of survival of the neonate to the point of viability, and is any risk the least possible for achieving that objective?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

Explain:

     
e. Is the purpose of the research the development of important biomedical knowledge that cannot be obtained by other means, and will there be no added risk to the neonate as a result of the research?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

Explain:

     
f. Will legally effective informed consent from either parent* be obtained in the case of a neonate of uncertain viability?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

Explain:

     
g. Will legally effective informed consent from both parents* be obtained in the case of  nonviable neonates?
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

Explain:

     
h. In the case of nonviable neonates, will vital functions of the neonate be artificially maintained?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

Explain:

     
i. In the case on nonviable neonates, will the research terminate the heartbeat or respiration of the neonate?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

Explain:

     
*The legally effective informed consent of either parent may be waived because of unavailability, incompetence, or temporary incapacity, in which case the legally effective informed consent of either parent's legally authorized representative is obtained in accord with subpart A of CFR 45 part 46, except that the consent of the father or his legally authorized representative need not be obtained if the pregnancy resulted from rape or incest.

IRB Supplement Form D

Research Involving Cognitively Impaired Subjects

Investigator:      
Title:      
Date:      
1. Cognitively Impaired Subjects
a. Describe the cognitively impaired subjects to be included in this research:

     
b. Explain why these subjects need to be included in this research:

     
c. Are any of these subjects institutionalized?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No. If yes, describe the setting and provide documentation of permission from the institution:

     
2. Risk/Benefit

a. Are the risks to subjects in this research no more than minimal?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No.

b. If the research involves greater than minimal risk to subjects, are there direct benefits to the individual subjects?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No.  If yes, describe:

     
3. Consent and Assent

a. Describe the procedures to be used to determine the individual subject’s capacity to provide consent:

     
Note: the decision-making capacity of individual subjects should not be assumed because of a condition or diagnosis.  The decision-making capacity of individual subjects should be determined through the use of a standardized measure or by consultation with a qualified professional.

b. For subjects where it has been determined that they lack the capacity to give consent, describe the provisions for obtaining consent from the subjects’ legally authorized representative:

     
c. Describe how the assent of the subjects will be obtained and documented:

     
IRB Supplement Form E

Research Involving Deception or Research Requesting Waiver of Documentation of Consent 

Investigator:      
Title:      
Date:      
Note: any use of deception requires a waiver of the requirements for informed consent.  Complete Section VIII of the Application For Approval To Use Human Participants.

1. Deception
a. Describe the deception being used in this study:

     
b. Explain why deception is necessary in this research:

     
c. Are the risks to subjects in this research greater than minimal?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No. IF NO, DECEPTION CANNOT BE USED IN THIS RESEARCH.

2. Information
a. Describe what information is being provided to subjects when they decide to participate:

     
b. Describe the how the subjects will be provided with additional pertinent information after participation (debriefing):

     
IRB Supplement Form F

Research Involving Stored Data for Future Use

Investigator:      
Title:      
Date:      
1. Data Use
a. Who will use the data? Check all that apply:


 FORMCHECKBOX 
 Principle Investigator


 FORMCHECKBOX 
 The PI’s students


 FORMCHECKBOX 
 Other researchers at TCNJ


 FORMCHECKBOX 
 Researchers at other institutions


 FORMCHECKBOX 
 Future use is unknown at this time

Note: Future use of this data by the Principle Investigator and/or students will require a separate application to the IRB for approval unless that use is included in this application.

b. If the data is to be released to other researchers, describe policies to ensure that data is used appropriately:

     
2. Data Storage
a. Describe how the data is to be stored, including location:

     
b. Who will have access to the data?

     
c. Describe protections in place to restrict access to authorized persons:

     
d. Will the stored data be identifiable?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  If yes, explain why this is necessary. If no, explain how the data will be de-identified.

     
e. Will the data be coded?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  If yes, explain how the data will be coded and how the key will be secured:

     
3. Consent
a. Will the subjects give their consent to have their data stored for future use?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  If yes, explain how this will be done. If no, explain why this is necessary.

     
IRB Supplement Form G

Research Involving the Internet

Investigator:      
Title:      
Date:      
1. Use of the Internet
a. How is the internet being used in this research:

 FORMCHECKBOX 
 Recruiting subjects over the internet

 FORMCHECKBOX 
 Observation of internet activity

 FORMCHECKBOX 
 Collecting data over the internet

 FORMCHECKBOX 
 Other, specify: 
b. Describe the use of the internet in this research:


2. Informed Consent
a. Describe how informed consent is being obtained:


Note: For any request to waive the requirements of informed consent fill out Section VII.2 of the APPLICATION FOR APPROVAL TO USE HUMAN PARTICIPANTS

b. Describe how informed consent is being documented:


Note: For any request to waive the requirements of informed consent fill out Section VIII of the APPLICATION FOR APPROVAL TO USE HUMAN PARTICIPANTS

3. Privacy & Confidentiality
a. Is online activity (e.g., chat rooms) being observed?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

If yes, describe the setting and nature of the online activity:

     
If yes, will the subjects be aware that their activity is being observed?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  If no, provide a justification:


c. How will you protect the confidentiality of subject information?  Include technical information such as encryption, firewalls, etc.


4. Expertise
a. Describe the technical expertise of the investigator and/or research team with regard to conducting research on the Internet:


b. Have any technical consultants been involved in designing this research?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  If yes, please specify and describe their expertise:


IRB Supplement Form H

Research Involving Physiological Processes

Investigator:      
Title:      
Date:      
1. Physiological Intervention
a. Indicate what physiological interventions are used in this research:

 FORMCHECKBOX 
 Collection of blood samples through venipuncture
 FORMCHECKBOX 
 Collection of biological samples (e.g,, sweat, urine, saliva, sputum)

 FORMCHECKBOX 
 Physiological monitoring (e.g., EEG, EMG)

 FORMCHECKBOX 
 Exercise or stress tests

 FORMCHECKBOX 
 Medical imaging (e.g., MRI, fMRI, PET)

 FORMCHECKBOX 
 Administration of alcohol or drugs

 FORMCHECKBOX 
 Other, specify:      
b. Describe the physiological intervention:

     
c. Explain why this intervention is necessary to your research:

     
2. Subject Safety
a. Describe the procedures in place to protect the safety of the subjects:

     
b. Is there medical supervision for this intervention?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

If yes, describe the supervision; if no, explain why it is not necessary:

     
IRB Supplement Form I

International Research

Investigator:      
Title:      
Date:      
1. International Setting
a. Where is the research to be conducted?

     
b. Describe the cultural norms in this setting with respect to research, individual autonomy, consent, age of majority, etc. in this setting

     
c. Will all of the subjects be fluent in English?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  If no, describe how communication will take place with subjects:

     
2. Consent
a. Describe how consent will be obtained from subjects:

     
Note: Any request for a waiver of the requirements for informed consent must include completion of Section VIII of the APPLICATION FOR APPROVAL TO USE HUMAN PARTICIPANTS.
b. Describe how the investigators will ensure that subjects understand the nature of the research

     
c. If consent forms are to be used with non-English-speaking subjects, how will translations be obtained?

     
Note: All translated consent forms must be submitted to the IRB.  Any request for a waiver of the requirements for documentation of informed consent must include completion of Section VIII of the APPLICATION FOR APPROVAL TO USE HUMAN PARTICIPANTS.
3. Expertise and Consultation
a. What are the investigator’s qualifications to conduct research in this setting?

     
b. Will the investigator be collaborating with local persons (e.g., researchers, universities, community leaders, etc.)?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  If yes, describe:

     
c. Will this research be reviewed by a local IRB or ethics committee?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  If yes, describe:

     
IRB Supplement Form J

Research Involving Conflicts of Interest

Investigator:      
Title:      
Date:      
1. Description of Conflict
a. Who has the conflict?

 FORMCHECKBOX 
 Principle Investigator (PI)

 FORMCHECKBOX 
 PI’s immediate family.  Specify:

     
 FORMCHECKBOX 
 Member of the research team. Specify and describe their role in the research:

     
 FORMCHECKBOX 
 Member of the research team’s family. Specify:

     
b. Name of organization or business.

     
c. Nature of the relationship:

 FORMCHECKBOX 
 Has an ownership interest, stock options, or other equity interest in the organization noted above greater than 5% of total equity
 FORMCHECKBOX 
 Received or will receive payments from the organization noted above that exceed $10,000 when aggregated for immediate family members in one year

 FORMCHECKBOX 
 A financial interest in the research with value that exceeds $10,000 when aggregated for immediate family members in one year
 FORMCHECKBOX 
 A proprietary interest in the research, such as a patent, trademark, copyright, or licensing agreement

 FORMCHECKBOX 
 A proprietary interest in the research other than copyrights and patents without royalties.

 FORMCHECKBOX 
 Serves as an executive or director of the organization noted above

 FORMCHECKBOX 
 Income from seminars, lectures or teaching engagements sponsored by the organization noted above.

 FORMCHECKBOX 
 Income from service on advisory committees or review panels for the organization noted above

 FORMCHECKBOX 
 Any compensation whose amount would be affected by the outcome of the research.

 FORMCHECKBOX 
 A financial interest that requires disclosure to the sponsor or funding source

 FORMCHECKBOX 
 A financial interest in the research with value that cannot be readily determined. Specify:


 FORMCHECKBOX 
 Any other financial interest that the investigator believes may interfere with his or her ability to protect participants.  Specify:

2. Relationship to the research
a. How is the organization or business noted above related to the research? 

     
b. Could the financial relationship described above be affected by the outcome of the study?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  Explain:

     
3. Disclosure & Management
a. Has this financial relationship been disclosed to the University Conflict of Interest Committee? 

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

b. If the answer above is yes, has a conflict management plan been approved?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  If yes, please describe:

     
c. What mechanisms, if any, do you have in place to manage any potential conflict of interest (e.g., outside data analysis, data safety monitoring, blinded trial)?
     
d. Is this financial relationship disclosed to subjects? 

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  If yes, how?
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