LOYOLA MARYMOUNT UNIVERSITY

IRB Application Questionnaire

All materials must be typed.
1. RESEARCH BACKGROUND


Please describe the purpose of your research.  Provide relevant background information and briefly state your research question(s).  You may provide relevant citations as necessary. (300 Word Max.) 

     
2. 
SUBJECT RECRUITMENT

How will subjects be selected?  What is the sex and age range of the subjects?  Approximately how many subjects will be studied?

How will subjects be contacted?  Who will make initial contact with subjects?  Specifically, what will subjects be told in initial contact? 
If subjects will be screened, describe criteria and procedures.

     
3.
PROCEDURES

Summarize fully all procedures to be conducted with human subjects.
     
4.
RISKS / BENEFITS

What are the potential benefits to subjects and/or to others?

What are the reasonably foreseeable risks to the subjects?  (Risks may include discomfort, embarrassment, nervousness, invasion of privacy, etc.)  If there are potential risks to subjects, how will they be minimized in advance?  How will problems be handled if they occur?
     
5.
CONFIDENTIALITY

Will subjects be identifiable by name or other means?  If subjects will be identifiable, explain the procedures that will be used for collecting, processing, and storing data.  Who will have access to data?  What will be done with the data when the study is completed? If you are collecting visual images of your subjects please justify this.
     
6.
INFORMED CONSENT

Attach an informed consent form or a written request for waiver of an informed consent form.  Include waiver of written consent if appropriate.  If your research is being conducted in another language, please include copies of the translated “Informed Consent” or “Waiver of Written Consent” forms.
     
7.
STUDENT RESEARCH

When a student acts as principal investigator, a faculty sponsor signature is required on the application form.
     
8. 
RENEWAL APPLICATIONS


When the submission is a Renewal Application, include a summary of the research activities during the previous granting period specifically addressing:  number of subjects studied and any adverse reactions encountered, benefits which have been derived, any difficulty in obtaining subjects or in obtaining informed consent, and approximate number of subjects required to complete the study.
     
9.
PAYMENTS
If subjects are to be paid in cash, services, or benefits, include the specific amount, degree, and basis of remuneration.

     
10.
PSYCHOLOGY SUBJECT POOL
When students from the Psychology Subject Pool (PSP) are to be involved as subjects, permission must be obtained from the PSP prior to running subjects.  

Forms are available from the Psychology Office in 4700 University Hall.  It is not necessary to inform the IRB of approval from the PSP, however the PSP requires IRB approval prior to permission for using the pool being granted.
      

11.
QUALIFICATIONS AND TRAINING
Describe the qualifications of, or method of training and supervision afforded student experimenters. This includes past experience, type and frequency of student/sponsor interactions during the experiment, and Human Subjects Protections Training.

     
12.
RANDOMIZATION
Describe criteria for assigning subjects to sub-groups such as “control” and “experimental.”
     
13.
USE OF DECEPTION
If the project involves deception, describe the debriefing procedures that will be used.  

Include, verbatim, the following statement in the consent form: "Some of the information with which I will be provided may be ambiguous or inaccurate.  The investigator will, however, inform me of any inaccuracies following my participation in this study."
     
14.
QUESTIONNAIRES AND SURVEYS
Include copies of questionnaires or survey instruments with the application (draft form is acceptable).  
Consider your population. If they are foreign speakers, please include copies in the foreign language.
     
15.
PHYSICIAN INTERACTIONS
To ensure that all patients receive coordinated care, the principal investigator is obligated to inform the primary physician (when not the principal investigator) of all studies on his/her patients.

     
16.
SUBJECT SAFETY
Describe provisions, if appropriate, to monitor the research data collected, to ensure continued safety to subjects.

     
17.
REDUNDANCY
To minimize risks to subjects, whenever appropriate, use procedures already being performed on the subjects for diagnostic or treatment purposes.  Describe provisions.

     
18.
COUNSELING
In projects dealing with sensitive topics (e.g., depression, abortion, intimate relationships, etc.) appropriate follow-up counseling services must be made available to which subjects might be referred.  

The IRB should be notified of these services and how they will be made available to subjects.
     
19.
SAFEGUARDING IDENTITY 
When a research project involves the study of behaviors that are considered criminal or socially deviant (i.e., alcohol or drug use) special care should be taken to protect the identities of participating subjects. 

In certain instances, principal investigators may apply for "Confidentiality Certificates" from the Department of Health and Human Services or for "Grants of Confidentiality" from the Department of Justice.
     
20.
ADVERTISEMENTS
If advertisements for subjects are to be used, attach a copy and identify the medium of display.

     
21.
FOREIGN RESEARCH
When research takes place in a foreign culture, the investigator must consider the ethical principles of that culture in addition to the principles listed above.

      
22.
EXEMPTION CATEGORIES (45 CFR 46.101(b) 1-6)
If you believe your study falls into any of the Exemption Categories listed below, please explain which category(ies) you believe it falls into and why. 
1) Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as (i) research on regular and special instructional strategies, or (ii) research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.
2) 
Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), if information taken from these sources is recorded in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects.

3) 
Research involving survey or interview procedures, except where all of the following conditions exist: (i) responses are recorded in such a manner that the human subjects can be identified, directly or through identifiers linked to the subjects, (ii) the subject's responses, if they became known outside the research, could reasonably place the subject at risk of criminal or civil liability, or be damaging to the subject's financial standing, employability, or reputation, and (iii) the research deals with sensitive aspects of the subject's own behavior, such as illegal conduct, drug use, sexual behavior, or use of alcohol.


All research involving survey or interview procedures is exempt, without exception, when the respondents are elected or appointed public officials, or candidates for public office.

4) 
Research involving the observation (including observation by participants) of public behavior, except where all of the following conditions exist: (i) observations are recorded in such a manner that the human subjects can be identified, directly or through the identifiers linked to the subjects, (ii) the observations recorded about the individual, if they became known outside the research, could reasonably place the subject at risk of criminal or civil liability, or be damaging to the subject's financial standing, employability, or reputation, and (iii) the research deals with sensitive aspects of the subject's own behavior such as illegal conduct, drug use, sexual behavior, or use of alcohol.

5) 
Research involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects.

6) 
Unless specifically required by statute (and except to the extent specified in paragraph (1)), research and demonstration projects which are conducted by or subject to the approval of the Department of Health and Human Services, and which are designed to study, evaluate, or otherwise examine: (i) programs under the Social Security Act or other public benefit or service programs, (ii) procedures for obtaining benefits or services under those programs, (iii) possible changes in or alternatives to those programs or procedures, or (iv) possible changes in methods or levels of payment for benefits or services under those programs.
     
Please submit to: Julianne Paterson, Research Compliance Specialist at Julianne.Paterson@lmu.edu
Office for Research Compliance
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