
 

 1 of 16 

Institutional Review Board (IRB) Application 

Instructions for Electronic Submission 

Process for Students 
 
1) The student or postdoctoral fellow sends an e-mail to his/her faculty supervisor/mentor with all 
of the required IRB documents attached. 
 
2) If the faculty supervisor approves the application, she or he then forwards the e-mail to this 
effect with all of the documents to the department chair. For example, the approval might read, “I 
have reviewed the attached IRB documents and approve this application.” If your mentor fails to 
approve the application, we will return it to the student or postdoctoral fellow to make the 
necessary revisions. If an administrator serves as the student’s mentor for the research, the 
administrator/supervisor will send the e-mail concerning her or his approval to the chair of the 
department that houses the student’s program.  
 
3) If the department chair approves the application, she or he then forwards the e-mail with all 
documents attached and a statement of approval to the college dean (or dean’s designate). If the 
dean fails to approve the application, it is returned to the student or postdoctoral fellow to make 
the necessary revisions. 
 
4) The dean forwards the e-mail and all attachments with a statement of approval and the running 
history of approvals to Marie Nitopi, Ed.D., IRB Coordinator, at nitopim@stjohns.edu.  
 
Process for Faculty 
 
1) The faculty member sends an e-mail with all required IRB documents attached to the dean (or 
dean’s designate). 
 
2) The dean forwards the e-mail with all IRB documents attached and a statement of approval and 
the running history of approvals to Marie Nitopi, Ed.D., IRB Coordinator, at nitopim@stjohns.edu. 
 
Process for Administrators 
 
1) The administrator sends an e-mail with all required IRB documents attached to his or her unit 
supervisor. 
 
2) The unit supervisor forwards the e-mail with a statement of approval and the running history of 
approvals to Marie Nitopi, Ed.D., IRB Coordinator, at nitopim@stjohns.edu. 
 
NOTE: Only St. John’s e-mail accounts may be used as this is your electronic signature.   
 
Principal investigators from outside institutions must use their institution’s e-mail accounts. 
 
If you have any questions concerning the IRB process, contact Marie Nitopi, Ed.D., IRB Coordinator, 
at nitopim@stjohns.edu or 718-990-1440.  

mailto:nitopim@stjohns.edu
mailto:nitopim@stjohns.edu
mailto:nitopim@stjohns.edu
mailto:nitopim@stjohns.edu
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Protocol 

Request for Approval of Human Participants Research Application Form 

OHRP Federal Wide Assurance # FWA 00009066 

NB: Type all parts of the application, rename it appropriately, save it as a 
digital document, and submit the Word file. 
 
Principal Investigator: Deborah Duke 
 
E-mail Address (required): deborah.duke13@stjohns.edu 
 
Phone:  347-880-1931 Department: School Psychology 
 
Project Title: Evaluating Adherence to the International Test Commission Guidelines for Translating 
and Adapting Tests 
 
Coinvestigators:        
 
For Student and Postdoctoral Fellows Research only: 
Name of Faculty/Administrator/Mentor: Mark Terjesen, Ph.D.  
 
Department: School Psychology Phone:  (718)990-5860 
 
*** ALL APPLICATIONS REQUIRE A DEAN’S APPROVAL.*** 
 
Principal Investigators: By e-mailing this form and all supplemental materials, you attest to the 
following:  
“I certify that all information contained in this application is accurate, that no other procedures 
affecting human participants will be employed in this research, and any modifications in this 
project that could have the potential to affect participants will be submitted for approval by St. 
John’s University’s Institutional Review Board (IRB) prior to use.” 
 
For MENTORS of Student and Postdoctoral Research only: 
Faculty Supervisors: By forwarding this form and the supplemental materials via e-mail, you  state 
the following: “I certify that I will directly supervise this research and will assure that all provisions 
of approval will be faithfully employed by the investigator.” 
 
Academic/Administrative Review:  
All STUDENT and POSTDOCTORAL FELLOW projects submitted to the St. John’s University IRB 
must be approved by the student’s or the fellow’s faculty mentor, the respective department chair, 
the dean of the student’s college, or administrative unit supervisor. 
 
Site(s) of Research: N/A (Online) 
 
Site Supervisor: N/A  Phone:       
 
Length of Study: Approximately 12- 20 weeks     Starting Date: 11/15/17     Length of Participant 
Involvement: 45-90 minutes 

For Office Use Only 
 
Protocol # _________________ 
 
Submission Date ___________ 



 

 3 of 16 

 
Funding Source:    St. John’s  Fed./State/City Gov’t. Agency:        

Other: Personal funds       None 
 
NB: St. John’s University’s IRB approval of research projects is valid for ONE YEAR ONLY. Approval 
of the continuation of research is possible on a yearly basis. After one year has expired, the 
researcher must apply for an extension or submit a new proposal. 
 
Completed applications must be received by the 15th of the month prior to committee review. 
All applications received after that date will be reviewed in the following monthly cycle. 
Applications will be considered in the order in which they are received.  
 
Please answer all questions on this form to the best of your ability. Most rejections or delays in 
approval of IRB protocols result from the applicant’s failure to provide clear and complete 
answers to each question. Poor descriptions of identification of participants, consent process, and 
level of risk account for most of the delays.  
 
THE BOARD WILL NOT REVIEW ANY DESCRIPTION OF THE PROTOCOL EXCEPT THE ONE YOU 
PROVIDE ON THIS FORM. Do not attach any dissertation, theses, or grant proposals or sections of 
proposals. The IRB will return, without review, any application that does not follow the 
instructions. You could, of course, copy and paste text from a proposal if it answers the appropriate 
question on this form.   
 
The spaces on this form will expand automatically to accommodate your responses. 
 
The IRB will return this application without review if you fail to provide copies of the instruments 
and surveys you will use, informed consent and assent forms, and your and your mentor’s proof of 
certification to interact with human subjects.  
 
1.  Please indicate the category that best describes the present protocol: 

 Faculty-supervised undergraduate student-initiated research 
 Faculty-supervised graduate student-initiated research  
 Master’s thesis 
 Doctoral dissertation 
 Faculty-supervised postdoctoral fellow research 
 Faculty or administrator research  
 Other (please describe):       

 
2. Is this human subject research?   
Investigators conducting human subject research must satisfy Department of Health and Human 
Services (DHHS) regulations [45 CFR Part 46] and FDA regulations [21 CFR Part 50 and 56] 
regarding the protection of human subject research, as applicable. When considering whether an 
activity meets the definition of human subject research per DHHS regulations, one must consider 
two federal definitions: research and human subject. 
 
Research is a systematic investigation including research development, testing, and evaluation, 
designed to develop or contribute to generalizable knowledge. 
 
Pilot studies are research, and you are to submit IRB applications for them.  
 

http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.102
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A human subject is defined as a living individual about whom an investigator conducting research 
obtains (1) data through intervention or interaction with the individual, or (2) identifiable private 
information about whom includes a subject's opinion on a given topic. 
“Systematic investigation" is an activity that involves a prospective plan that incorporates collection 
of either quantitative or qualitative data, and the analysis of the data answer a question. 
 
If this study will be used solely for the purpose of program evaluation in your class, course, 
program, department, college, or the University, it is not research.  
 
Is this study Human Subject Research?      Yes   No 
 
Do you plan to disseminate the results of this research through professional/scientific conference 
presentations or publications to expand academic knowledge?   Yes   No 
 
Examples of activities that typically are not generalizable include: 
 biographies 
 oral histories that are designed solely to create a record of specific historical events 
 service or course evaluations, unless they can be generalized to other individuals 
 services, courses, or concepts where it is not the intention to share the results beyond the 
SJU community 
 classroom exercises solely to fulfill course requirements or to train students in the use of 
particular methods or devices 

 quality assurance activities designed to continuously improve the quality or performance of 
a department or program where it is not the intention to share the results beyond the SJU 
community. 

 

3. METHOD:  
A. Provide a brief description of the purpose of the proposed research in nontechnical language that 
could be understood by an educated person who is not a scholar in your field.      
           The purpose of this study is to develop a measurement tool based on the International Test 
Commission (2017) Guidelines for Translating and Adapting Tests. This tool can be used to evaluate 
the extent to which a given test adaptation adheres to the guidelines.  A preliminary version of this 
scale, the Cross-Cultural Adaptation Guideline Adherence Measure (X-CAGAM) is attached in 
Appendix A.   
         The initial phase of this study consists of expert review and pilot test of the X-CAGAM. At least 
10 experts will be recruited to provide feedback on the clarity, comprehensiveness, and usability of 
the X-CAGAM as well as recommended changes to the tool. Next, an expert pilot of the tool will be 
conducted. At least nine additional experts will be recruited to test the implementation of the X-
CAGAM with one of three vignettes written as reviews of an internationally adapted test. These 
vignettes will describe the mock, but realistic process of adapting a fictitious cognitive assessment, 
the BOWIE (Brilliance, Originality, Wit, and Intellect Evaluation), from English into Hebrew. These 
vignettes vary in their overall quality (e.g. poor, fair, or good) and can be found attached in 
Appendix B.  
           After the expert review and pilot phases of this study are completed, modifications to the 
vignettes and X-CAGAM will be made. Any modifications to the X-CAGAM will be send as an 
amendment to the IRB for review. The pilot of the X-CAGAM with these vignettes will be used to 
assign an expert score for each vignette. The ratings of participants in the next phase of this study 
will be compared to these expert scores.  Next, a larger sample of 100-200 psychologists and 
psychology graduate students who vary in their experience with cross-cultural research will also be 
asked to use the X-CAGAM to rate the vignettes. Participants will evaluate one of the three vignettes 
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by applying the X-CAGAM. Using the data generated from their responses, analyses will be 
conducted to determine the psychometric properties of the X-CAGAM, including its reliability and 
validity. X-CAGAM performance comparisons will also be made between participants with different 
background research experiences and professional specializations. These results will allow the 
researcher to make judgments about the utility of this measure for evaluating cross-cultural test 
adaptations in practice.    
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B. Summarize below the procedures you will use with the subjects. Please include all research 
procedures, e.g., how the psychological or physiological intervention will be conducted, anticipated 
participants’ behaviors, the investigator's behavior during procedure, how you will collect the data, 
how psychological or physiological intervention will be conducted, how long the procedures will 
take the subjects to complete, etc. 
         Experts in cross-cultural research and test adaptation will be invited by email to review the X-
CAGAM to obtain their feedback on the high, medium, and low quality rating descriptions for each 
guideline. The expert review invitation is attached in Appendix C, which will provide a link to 
Qualtrics, where the study will be hosted. An example of the Qualtrics format of the expert review 
study can be found in Appendix D. Therefore, experts can participate in this study at a time and 
location of their choice due to its digital administration. After the expert participants provide 
consent, they will complete a demographic backgrond survey and professional background survey.  
The expert review consent form can be found in Appendix E. The demographic and professional 
background surveys can be found in Appendix F and G respectively. Next, the experts will begin the 
X-CAGAM review process. For the X-CAGAM review, the expert reviewers will be asked to provide 
feedback reflecting any problems with the quality ratings for each guideline, as well as 
recommendations for additional points criteria that should be added (see Appendix D). For the 
vignette review, the experts will be asked to provide comments about the vignettes and any 
recommended changes (see Appendix D). These forms will be presented electronically through 
Qualtrics to standardize the review process across experts. It is expected that the review process 
will take approximately 90 minutes.  
       Following the review, additional experts will be recruited to participate in piloting the 
application of the X-CAGAM to the vignettes. The pilot study invitation and consent form are 
attached in Appendix H and Appendix I respectively. Experts who wish to participate will follow a 
link in the research invitation to a separate Qualtrics study (see Appendix J). After completing the 
digital consent form, the experts will be directed to respond to the demographic and professional 
background questionnaires (see Appendices F and G). The experts will then be randomly assigned 
to evaluate either a good, fair, or poor quality vignette. They will first be asked to read their 
assigned vignette in full to orient them to the study’s content. Next, they will again be provided with 
their assigned vignette in full, as one X-CAGAM item is presented at a time, in the order of the actual 
ITC (2017) guidelines. Participants will be asked to review the vignette carefully and select the 
points rating (2, 1, or 0) for the presented guideline that they feel is appropriate based on the 
information available. Three experts will be asked to rate each vignette, so that interrater reliability 
can be calculated. Ideally, experts will demonstrate 80% agreement or better for each vignette. 
Discrepancies between the scores assigned by different experts will be resolved through 
independent review by the researcher or reanalysis by another expert set. The expert ratings will 
also be used to generate “expert scores” for the vignettes. The expert scores will be represented by 
a percentage that reflects the overall quality of the adaptation vignette (i.e. good, fair, or poor). It is 
approximated that the vignette pilot will take 30- 45 minutes. The expert responses to both the 
review form and vignette pilot will be anonymous.   
       After the expert review and pilot are complete, the psychometric investigation phase of the 
study will begin. Notably, the procedures for this portion of the study closely resemble those for the 
expert pilot. Potential participants will be identified by asking professional organizations and 
psychology graduate programs to disseminate an electronic recruitment invitation by email. The 
research dissemination request and participant invitation can be found in Appendix K and 
Appendix L, respectively. Individuals who are interested in participating will be able to access the 
study through an online link included in the participant invite, which is included in Appendix M.. 
This link will direct the participants to Qualtrics where the study is being hosted electonically (see 
Appendix M). Each psychologist’s participation will last approximately 45 minutes. Participants can 



 

 7 of 16 

complete this study at a time and location of their choosing due to its digital administration. After 
completing the digital consent form, the participants will be directed to respond to the 
demographic and professional background questionnaires. Please see Appendix N for an example of 
the participant consent form. Participants will then be randomly assigned to evaluate either the 
good, fair, or poor quality BOWIE vignette. They will first be asked to read their assigned vignette in 
full to orient themselves to the study’s content. Next, they will again be provided with their 
assigned vignette in full, as one X-CAGAM item is presented at a time, in the order of the actual ITC 
(2017) guidelines. Participants will be asked to review the vignette carefully and select the points 
rating (2, 1, or 0) for the presented guideline that they feel is appropriate based on the information 
available. Their ratings will be compared to the expert scores to determine the accuracy of their use 
of the tool. Participants will provide ratings for each of the 18 X-CAGAM items. Additionally, a 
random subsample of participants will be emailed 3-6 weeks after their initial completion of the 
study and will be asked to complete their evaluation a second time Please see Appendices O, P, and 
Q for the sample follow-up evaluation surveys and Appendix R for the associated consent form. The 
follow-up study will take an additional 45 minutes. Scores from the follow-up study will be used to 
calculate test-retest reliability.                                                                       
 
 
  
 
C.  Existing Data files 
If you are only using existing data files or a publically available data file, you should complete the 
Exempt application. Please download that form at 
stjohns.edu/about/administrative-offices/provost/grants-and-sponsored-research/human-
participants-irb-animal-use-research. 
 
D. Indicate the method of data collection you will use. (Check all applicable.)    

 Reviewing files or records        Observations           Test            Treatment        
Interview    Questionnaire/Survey       Task           
Other: Explain       

 
E. Please indicate which type of design best describes your study.  (Check all applicable.)    

a) Qualitative research methods Yes 
b) A correlational design  Yes 
c) An open trial design   Yes 
d) An experimental design   Yes 

 
F. If you are using a quasi-experimental or an experimental design, please describe the 
treatments/conditions you will use as your independent variables. Are these well-established 
treatments or experimental tasks, or are they new to this study?  
One of the independent variables in this study is vignette quality. Participants will be randomly 
assigned to evaluate a vignette of either poor, fair, or good quality with the X-CAGAM tool. 
Additionally, level of cross-cultural expertise of the participants will be another independent 
variable. The researcher will use participant responses to the demographic and professional 
background surveys to assign the categories of cross-cultural expertise (e.g. no experience, some 
experience, moderate experience, extensive experience). The effect of these independent variables 
on the dependent variable, accurate application of the X-CAGAM, will be tested for significance. 
Interactions between these variables will also be examined to determine whether levels of cross-
cultural expertise significantly alter performance across levels of vignette quality. Responding to 

http://www.stjohns.edu/about/administrative-offices/provost/grants-and-sponsored-research/human-participants-irb-animal-use-research
http://www.stjohns.edu/about/administrative-offices/provost/grants-and-sponsored-research/human-participants-irb-animal-use-research
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vignettes is a common experimental task in the field of psychology. No treatment is being provided 
in this study.   
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4.  SUBJECTS/PARTICIPANTS: 
A. Describe the subjects you propose to recruit for your study (e.g., secondary school teachers; SJU 
undergraduates; elderly residents of a nursing home; fourth-grade math students, etc.):  
In total, at least 19 experts in cross-cultural research and test adaptation will participate in the 
expert review and pilot phases of this study. It is likely that most of these individuals will hold 
professional degrees in psychology. Ideally, this expert panel will include some members of the six-
person committee that developed the updated version of the ITC Guidelines for Translating and 
Adapting tests, as well as the three other psychologists who reviewed them. If these individuals are 
not able to participate, other experts will be identified. Other experts could include individuals who 
have adapted a test themselves, have published research about test adaptation, or serve as 
leadership for international psychology organizations, such as APA’s Division 52 (International 
Psychology) and the International School Psychology Association (ISPA). Specific information about 
the expert criteria developed for participation in this research can be found attached in Appendix S.                                                 
 
Participants in the psychometric investigation phase of this study will include a random sample of 
between 100 and 200 psychologists and psychology graduate students. Efforts will be made to 
include individuals with a diverse range of experiences, expertise, and specializations in the sample. 
The sample will also attempt to represent the demographics of the overall population of practicing 
psychologists. Individuals who choose to participate will complete a consent form (see Appendix N) 
informing them of the purpose of the research study, the extent of participation required, the 
benefits and risks of participation in the study, and the voluntary nature of participation. This 
consent form will be presented digitally at the beginning of the online administration of the study.    
 
B. Participant Demographics: 

Age range: 18+ (Adult) 
Gender: All 
Total number: 19+ experts; 100-200+ psychologists and psychology graduate students  

(include control groups) 
Will you be using subjects who are part of a protected class? 
 Fetuses, pregnant women, or human ova in vitro fertilization:  Yes 

Students:  Yes 
Children:  Yes 
Incarcerated individuals in pretrial facilities:  Yes 
Prisoner or jail inmates:  Yes 
Individuals on probation or parole:  Yes 

 Mentally ill or persons whose decision-making capacity could be impaired:  Yes 
Other persons or groups who might feel coerced to participate or believe that they will be 
harmed if they chose not to participate:  Yes 
 

C. Describe any unique or special characteristics of your proposed subject sample: 
Some of the expert participants may reside internationally and could be considered culturally and 
lingusitically diverse. Additionally, although participants in the psychometric investigation phase of 
the study should be psychologists or psychology graduate students in the United States, some may 
also be culturally and lingusitically diverse. While this study will be conducted exclusively in 
English, efforts will be made through collaboration with my mentor and committee to ensure that 
the purpose of the study is accurately conveyed to all participants and that all questions or 
concerns are handled appropriately.  
 
5. RECRUITMENT: 
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A. How will you recruit and select subjects for participation? Explain in detail the steps you will 
take in recruitment such as random sample, recruit students in certain classes, institutionalized 
population, ask for clinical samples, internet recruitment through social media, etc.  
Online searches as well as a review of the ITC (2017) guidelines will be used to identify individuals 
who fit the expertise criteria as defined in the attached Appendix S. Additionally, I will ask the 
faculty of the St. John's University school psychology program, including my committee members, 
to make recommendations for professional colleagues that fit this description if necessary. Further, 
identified experts may be asked to recommend their colleagues for participation. Experts will be 
personally invited to participate in the study through email. Copies of the expert recruitment 
invitations are attached in Appendix C and Appendix H. 
 
Participants in the psychometric investigation portion of the study will be recruited by contacting 
professional organizations (e.g. American Psychological Association, National Association of School 
Psychologists, International Association for Cross-Cultural Psychology) and requesting the 
dissemination of a participation invitation to their members (see Appendices K and L). This 
invitation will include basic information about participation in the study. Additionally, participants 
will be recruited by contacting psychology graduate programs and similarly requesting the 
dissemination of a participation invitation to students and alumni.  
 
   
 
B. When you are recruiting subjects, you are required to show a written letter on the institution’s 
letterhead that you have the permission from that institution/agencies from which you are 
recruiting these subjects. These include subjects who are:  

1) Patients or relatives of patients from a health care agency, facility, hospital, or institution  
2) Incarcerated individuals, inmates, probationers, parolees from a correctional facility or 
organization, or relatives of such individuals  
3) Students or relatives of students from an elementary, middle, or high school, or college or 
university.  
4) Employees of identified companies, agencies, schools, nonprofits, or governmental 
organizations.  

 
The IRB conditionally approves a study pending written permission from the institution. You can 
obtain a sample letter by visiting stjohns.edu/about/administrative-offices/provost/grants-and-
sponsored-research/human-participants-irb-animal-use-research.  
Scroll to “IRB Guidelines and Policies” and click on “Guidelines for Institutional Approval.” 
 
If you indicated that you are recruiting subjects from any of the above groups, please specify 
whether you have the appropriate letter of agreement or if the letter of agreement is pending. 

Yes  Letter of agreement is pending  
 
If you are conducting an e-mail solicitation of college students in a class, you do not need such 
approval, as you will be allowing the course instructor to use his/her judgment as to whether to 
disseminate the request.   
 
C. You must submit copies of all recruitment materials (flyers, advertisements, scripts, etc.). Please 
attach such documents in separate files that you will include with your IRB application.  
 

6. INFORMED CONSENT:  

http://www.stjohns.edu/about/administrative-offices/provost/grants-and-sponsored-research/human-participants-irb-animal-use-research
http://www.stjohns.edu/about/administrative-offices/provost/grants-and-sponsored-research/human-participants-irb-animal-use-research
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A. Your consent form must include eight basic elements. This comes from the Code of Federal 
Regulations Title 21, Section 50.25 
The Eight Basic Elements of Informed Consent are as follows: 

 Statement explaining the purpose of the research, the procedures to be followed, the 
duration of participation, and any investigational treatments or procedures 

 Description of foreseeable risks and discomforts to volunteers 
 Description of benefits that the volunteers can reasonably expect 
 Disclosure of any alternative treatments or procedures that might be advantageous to the 

volunteers 
 Statement about how volunteer confidentiality will be maintained 
 Explanation of compensation and whether medical treatments are available if injury occurs 
 List of contacts to answer study-related questions and to help with research-related injuries 
 Statement that participation is voluntary and that there is no penalty or loss of benefits for 

refusing to participate. 
Also, SJU requires that your consent and assent forms must appear on the St. John’s University 
Department letterhead with the most recent University crest.   
 
Also, when recruiting minors, you must obtain parental permission in writing. Explain how you 
will also obtain verbal assent from individual child participants.  
 
Parental permission is a necessary but not a sufficient condition of research with children. You 
must also ask a child personally to participate, and he or she could refuse even if his or her parent 
has approved. 
 
If audio or video recordings are produced in this study, the subjects must know they are being 
recorded.   
 
B. Will you be recording your subjects’ responses on audio and or video during the data collections? 

Yes   No 
 
If you will make any audio or video recordings of any interviews or behaviors, you must inform the 
participants that you are recording them, and you must obtain additional consent from them to 
do so beyond their general consent to participate in the study. Note that the participants' right 
to confidentiality is absolute.  
 
C. If you are sharing any audio or video recordings of the data from this study with other 
researchers outside of St. John’s University, or if you are depositing any audio or video recordings 
of the data from this study with any data library, have you: 
Informed the subjects that the recordings would be shared? 

Yes   No   Does not apply to my study 
 
Does your consent form explicitly ask the subjects for the permission to share the 
recordings? 

Yes   No   Does not apply to my study 
 
D. If you are using data collected by another researcher outside of St. John’s University, or if you are 
using data deposited with any data library, have you ensured that the original data was collected 
with IRB approval from the original institution, and that the shared data was stripped of any 
identifying information, and that the confidentiality of the subjects is maintained?  

Yes   No  Does not apply to my study 
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E. If you are using any audio or video recordings of data that were collected by researchers outside 
of St. John’s University, or if you are using any audio or video recordings that were deposited with 
any data library, can you affirm or ensure the following: 
I can ensure that the subjects were informed that the recordings would be shared. 

Yes   No   Does not apply to my study 
 
I can ensure that the subjects provided consent for the permission to share the recordings. 

Yes   No   Does not apply to my study 
 
F. Researchers who will be sharing audio or video data with a data library or a researcher 
outside the University will be required to discuss with the committee how they achieved the 
informed consent for this aspect of the study. 
 
You can refer to all of these requirements at  
stjohns.edu/about/administrative-offices/provost/grants-and-sponsored-research/human-
participants-irb-animal-use-research. Scroll to “Elements of Informed Consent.” 
 

7. IDENTITY PROTECTION–Subjects’ Privacy and Data Confidentiality  
A. How will you protect your subjects’ confidentiality and guard the research data against 
inappropriate use or disclosure of your subjects’ data? 
Please remember that anonymity and confidentiality are separate concepts. You could 
collect the data thinking it is anonymous because you do not ask their name, and yet there 
could be aspects of the data collection that could identify the subjects and violate their 
confidentiality.  
Note that the subjects’ right to confidentiality is absolute. 
If you are anonymously collecting data, will it include any personally identifying indicators?  
Personal identifying indicators include such data as names, SS #, Student Identification 
numbers (e.g., X-numbers at St. John’s), IP addresses, or e-mail addresses.  
 
Your subjects’ IP addresses or e-mail addresses can be automatically collected on some 
survey web platforms such as Qualtrics and Survey Monkey and downloaded with the data to 
your data file (e.g.,  EXCEL, SPSS, SYSTAT, SAS, STATICA, etc.).  
Have you checked to see if the survey web-based software you are using collects such 
information? A. After considering these facts, please answer the following. 

 I am collecting data with personal identifying indicators. 
 I am collecting data anonymously without personal identifying indicators either 

in written or digital form. I have set the web-based survey software not to collect 
any personally identifying indicators 

  If the web-based survey software I am using automatically collects personally 
identifying indicators, I am deleting it from the data files that will be used to analyze the 
results.  
 Does not apply to my study. 
 
B. Explain the steps you will take to safeguard the participants' right to confidentiality if you have 
collected any of these personal identifying indicators on paper and pencil or on any digital web-
based platform. 
How will you collect and store this personal information? Who will have access to it? How will the 
data be coded if it involves an audio/video recording? How will you keep the information collected 
confidential? When will you ultimately destroy the data?  

http://www.stjohns.edu/about/administrative-offices/provost/grants-and-sponsored-research/human-participants-irb-animal-use-research
http://www.stjohns.edu/about/administrative-offices/provost/grants-and-sponsored-research/human-participants-irb-animal-use-research
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Several steps will be taken to ensure the confidentiality of the participant responses. After the 
consent form is completed, participants will be assigned a random identification number that will 
be associated with their responses. No identifying information will be requested on the background 
surveys or review forms. Therefore, the online surveys and reviews will be completed 
anonymously. Only the research team working on the project will have access to the digital files 
containing the expert participant's reviews and responses. This research team will include the 
investigator and, potentially, several assistants recruited from the St. John's University school 
psychology graduate programs. Electronic records will be kept securely online through Qualtrics. If 
downloaded, they will be stored in a password protected file on the lead researcher's computer. If 
Qualtrics provides the researcher with any participants' IP addresses or email addresses, this 
information will be deleted from the data files used to analyze the results. The data will be deleted 
from Qualtrics and the researcher's computer within seven years after completion of the 
dissertation.     
 
 
C. If you are depositing the data from this study and the subjects have consented to depositing the 
data with any data library, have you ensured that the data is devoid of any identifying information 
and that you have maintained the confidentiality of the subjects?  

Yes   No   Does not apply to my study 
 
8.  Specify any remuneration you will give to the participants, if any (e.g., money, course credit, 
etc.). Please indicate specific amounts and when the subject should expect to receive it.  Expert 
reviewers of the X-CAGAM tool and vignettes will receive compensation of $50 for their 
participation. Experts who pilot the vignettes will receive a $25 dollar gift card. This gift card will be 
sent digitally within 8-12 weeks after the study is completed. 
 
 Participants who complete the psychometric investigation portion of the study will be entered into 
a lottery for a $200 Amazon gift card. Participants who participate in the test-retest reliability 
analysis will receive two additional lottery entries. The lottery drawing will be held and the gift 
card will be disseminated within 8-12 weeks after the study is completed.    
 
 
9. If another institution's IRB has reviewed this research, attach documentation of its approval, or 
indicate the status of the review in the space below. Indicate clearly the role of the SJU researcher in 
any such protocol approved by another institution’s IRB approval. 
 
10. Will you expose subjects to any mechanical or electrical equipment? (If you will be using a 
personal computer, iPhone, iPad, or similar personal use device, a “safety check” is not required.)  

Yes  No  
 
If yes, document how such a safety equipment check can be verified by your respective 
chair/dean/safety officer. 
Participants will complete the study on their personal computer, iPAD, or cellular phone, so a safety 
check is not required.   
 
11. RISK/BENEFIT ANALYSIS 
 
• What benefits do you anticipate for the participants themselves, society, and human/scientific 
knowledge? 
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This research may help the investigator determine methods for improving test adaptation practices 
both locally and abroad through the creation and validation of the X-CAGAM tool. The X-CAGAM 
may serve to improve the quality of adapted tests that are available internationally, potentially 
allowing for individuals with cognitive deficits, learning challenges, and social-emotional challenges 
to be identified more accurately and serviced more appropriately.   
 
• What risks/discomforts (e.g., physical, psychological, social, legal) do you anticipate could occur 
for participants? 
The risk to participants in this study are limited. There are no anticipated physical, psychological, 
social, or legal risks at this time. However, participation may be time-consuming, leading 
participants to experience minor discomfort due to boredom or frustration.  
  
 
• What consequences (e.g., psychological, physical, social) do you anticipate are possible for  
participants? 
There are no anticipated negative physical, psychological, or social consequences for participation 
in this study at this time. One potential negative consequence could be a participant's loss of 
valuable personal time while participating. Participants may also experience positive consequences, 
such as satisfaction about helping to develop this tool, in addition to gift card renumeration for the 
experts and lottery entry for the psychometric investigation participants.   
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• What plans do you have to minimize any harmful effects or reactions that could occur during the 
study? 
The Qualtrics survey will include a save and return option to allow participants to come back to 
complete their review at a later time if they experience fatigue or need to move on to another 
activity. Participation is also voluntary, so the participants may choose to drop-out at any time 
without penalty.  
 
12. Does this project use deception?  Yes   No  
 
If yes, explain why deception is necessary to accomplish the research goals. Although some projects 
might require deception as an integral part of the research method, deception can never be justified 
simply for the convenience of the investigator. Also, explain in detail how and when participants 
will be debriefed. 
No deception will be used.  
 
13. Attach electronic copies of all survey, questionnaire, or testing instruments, or interview protocols. 
Provide the web address and a hard copy of any internet surveys. Fair Use copyright provisions apply 
to IRB protocol submissions, but not to the actual use of copyright instruments in the research 
itself. If an excessive number of pages are involved in meeting this requirement, contact the IRB 
coordinator or the IRB chair for direction. Please include any explanatory or introductory material 
that you will give to the subjects. 
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Statement of Compliance* 
 

If the Institutional Review Board approves this project, I agree to 
 

 Execute the research plan as described in this application protocol, including obtaining 
informed consent from all participants by the process approved by the IRB. 

 Submit any revisions required as condition of the IRB approval. 
 Report to the IRB any change in the research plan that could affect the use of human 

participants, prior to its implementation. 
 Report within three to five business days (of occurrence or notification by sponsor) to the 

IRB any problems that arise in connection with human participants, including any serious 
and/or unexpected adverse events. 

 Report progress to the department chair or the IRB coordinator, as required, and apply for 
extension annually until the protocol is completed. 

 Report to any sponsoring agencies as required. 
 Notify the IRB if, for any reason, the project is terminated prior to its expected termination 

date. 
 Maintain records of research, including consent documents, for a minimum of three years 

beyond the termination of the study, or as specified by the funding agency/sponsor of the 
project. 

 Submit all recruitment materials for IRB approval prior to use. 
 
Please type your name and the date in the text boxes below. This serves as your electronic 
signature, and indicates that you have read and agree to comply with the IRB regulations 
mentioned above. Failure to place your name and date in this box will result in your 
application being returned to you. 
There can be random audits of research protocols by the IRB. 
 
Deborah Duke        11/14/17 
Researcher’s Name      Date 
 
Failure to comply with any of the above regulations can result in closure/termination of the 
study and the destruction of any data collected while the study was out of compliance with 
IRB standards. 
 
Principal investigators (and coinvestigators, if applicable). By e-mailing this form and 
supplemental materials, you are stating the following: “I hereby assure compliance to the above and 
acknowledge responsibility for all activities and investigators involved in this project.” 
 
Faculty/administrator supervisors. By forwarding this form and supplemental materials via e-
mail, you are stating the following: “I have read the attached project description, and the execution 
of the project has my endorsement. I understand that it is my responsibility as faculty supervisor to 
closely supervise research to ensure continued protection of human participants.” 
 


