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Answer:  Minimal Risk

✔Greater than Minimal Risk

Answer: ✔Minors (any person under 18 years old)

✔Adults with impaired decision-making capacity

✔Prisoners

✔Pregnant women

✔Other
 None of the above

Answer: ✔Yes
 No

Answer: ✔Yes
 No

.

Indicate the risk category for subjects under 18 years old:

Provide reasons for the greater than minimal risk to persons under 18 years of age. 
 
.

Vulnerable Populations 
Please check the population(s) that will be enrolled. Check all that apply. 
 

Please describe the other vulnerable populations who will be recruited.
.

If human subjects are children, have impaired decision-making capacity, or are part of other legally restricted groups, please
answer the following questions: 
 

1.  Explain the necessity of using these particular groups. 
 
Answer:
.

2. Describe any special arrangements to protect their safety.
Answer:
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Answer: ✔Yes
 No

Answer: ✔Survey/Questionnaire

✔Individual Interview

✔Group Interview

✔Test

✔Observational Notes

✔Other
 No study instruments will be used

Answer: ✔Audio recording only

✔Audio and video recording

✔Photography

✔Biometric or physiological recording (e.g., eye-tracking, blood pressure)

✔Other (e.g., note-taking on computer or pen and paper)
 No recording devices will be used

.

Will you need to collect identifying information about participants in order to award the incentive/compensation to them
(e.g., names, addresses, social security numbers)?

Please list the type of identifying information that will be collected, who will collect it, and whether it will be shared with non-
study personnel (e.g., academic departments, the Research Foundation, the sponsor).  

Important Notes: any direct identifiers collected for the purposes of awarding incentives/compensation to subjects must be listed in the
data management plan section of this application and all relevant aspects of the data management plan must be filled out as it relates to
the use of identifiers for awarding incentives/compensation (e.g., security, level of access, retention and disposition). Please only collect
the minimum amount of identifying information necessary to award the incentive. In some cases the IRB may ask that the PI instruct
participants to contact the department or office that is requesting the information for business accounting purposes rather than having the
research team members collect the information. 

 
.

DATA INSTRUMENTS AND RECORDING DEVICES

Briefly describe the information to be gathered and the means for collecting and recording data. If previously collected
secondary data is also to be used, describe both the previous and proposed uses of these data.
Answer:
.

Study Instrument Types
Check all that apply.

Please describe the other instrument(s) to be used.
.

Study Instruments Attachments 

Review our user guide for file requirements before you upload any files. This is required reading if you will be uploading an attachment.
Answer:

Indicate what types of recording devices will be used.
Check all boxes that apply and answer any accompanying questions.

Please describe the other recording device(s) to be used, what information will be recorded, and whether any identifying
information about participants will be included.
.

Please explain:

1. What kind of device will be used?
2. What/who will be recorded?
3. Will the recording be transcribed or edited? If so, by whom (if possible, identify a specific person or vendor)? Will the transcription

or edits contain identifying information or potentially identifying information about participants?
4. How will the recordings be used? Will the recordings be shared? If so, how and with whom?
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Answer: ✔Yes
 No

Answer: ✔Yes
 No

Answer:  The medical device/mobile app or platform under study is of an already cleared, commercially
available medical device/mobile app or platform that is being investigated in accordance with
the indications in the approved labeling.

 The medical device/mobile app or platform under study is substantially equivalent to one in
commercial distribution that is being investigated in accordance with the indications in the
approved labeling.

 The medical device/mobile app or platform under study is undergoing consumer preference
testing, testing of a modification, or testing of a combination of two or more medical
devices/mobile apps or platforms in commercial distribution, AND the testing is not for the
purpose of determining safety or effectiveness and does not put subjects at risk.

 The medical device/mobile app or platform under study is an in vitro diagnostic device that is
(all 4 conditions must apply if this check box is selected):

1. Noninvasive; 
2. Does not require an invasive sampling procedure that presents significant risk; 
3. Does not introduce energy into a subject; 
4. AND is not used as a diagnostic procedure without confirmation by another medically
established diagnostic product or procedure.
 

 The device under study is a custom device AND the device is NOT being studied to determine
safety and efficacy for commercial distribution. 

 The device under study is intended solely for veterinary use or shipped solely for research on
lab animals (i.e., no human subjects).

✔None of the above conditions apply.

Answer:
.

Please explain who will be photographed and whether and how the photographs will be shared.
Answer:
.

MEDICAL DEVICES

Will the study involve administering a medical device or mobile medical app or platform?

Provide the name(s) and a brief description of the function of the medical device(s) or mobile medical app(s) or platform(s)
to be used in the study.
Answer:
.

Is this study designed to evaluate the effectiveness and/or safety of any of the above listed medical device(s) or mobile
medical app(s) or platform(s)?

Please mark whether any of the below conditions apply to the investigational medical device or mobile medical app or
platform.

Describe how the medical device works. In the case of a mobile medical app or platform describe what service(s) it provides
to users and how this is accomplished.
Answer:
.

Attach diagram(s) and photo(s) of the device that illustrate how it works. In the case of a mobile medical app or platform,
attach screenshots illustrating or storyboarding how it will be used in the current study.
Answer:

  Device Diagram.pdf 04/11/2023

Is the medical device/mobile app or platform a non-significant risk (NSR) device?
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Answer: ✔Yes
 No

Answer:  Digital only
 Paper only

✔Both digital and paper
 Identifying information will be known but not recorded or collected

Data Inventory

What kind of direct identifying information will be known to the research team or collected from participants?
Answer:
.

What is the intended use for the identifying information?
Answer:
.

Do any of the data elements that will be collected or known fall into Level 1 or 2 of the SJSU Information Classification
Scheme?

List the Level 1 or Level 2 data elements that will be collected or known.
.

Indicate the format for identifying information that will be recorded or collected. Check one.

Storage, Security, and Safeguards

e will di gital  or pa  il es cont aining direct identifying information be stor ed and hat scific devices will be use for the storage of di gital  dat

Ac ,bh tbh ocMton  o, Ato,ng nnbh A tbMt  co tnn db tBHng n obMton Mnd MnH nh AonMH d i c
, t  At t stonMH d i c

, t  At t stonM 

AbM, ed d,i
, t  bt t   o, Ato, ngh oB db tBHng n obMton n dgtMH  obM t  db tBH tbh dMtM bHbb A t o bh Ato, ed n bMch ocMto t  B dMt 

H bh Ato, ed on no, tMbHe d i c A ,neon At bbo,HAt c At  Hnbto
, t  bHeAh MAo i bHnn bh, e tbh no, tMbHe d i c A H neAcMHHH b 

Ato, ed bhn not  n sce.

onswer:

.

What kind of securit  feat ures f h sical an  or t e hdical safeguardf will be in lace for each of the il es, the ste safegu yiof nPBaB:1wdt B:1wS

Ato, e㌙
Ah MH b tA�d, nbhe.  A A b t   sne o, Ato, MH  obM�eHMH nH nonn bMgh oB dn dbnbMt  to, cMHHH b M�eHMHlv n l,�o, ot  n sn 

Do alఀ il l e yiof nsw1Scurie, ifivees  ste iDt 1n:1wuriwf nPoi be inalఀ il l e yiol
�� �� �� �
 � �� ��

�9 �� �� �� �� �	 �	 �� �� �* ���� �� ��

�
 �� �� �9 �� �� �� ���� �$ ��

�� �@ �� �	 � �� �� ��

�� �� �� �
 � �� ���� �� �� �� �� �� �� �� � �� ��À �� �� �� �� �� ��Do f sw 2 vi B:� bf 

Do dt B fDoor aldof ns

Dt c dwi yiof nsn evc a il� 1 il l e nPBaBt 耀d oste dvth1wf 1wliv y� P:nBi
ynVVa iof abdaP: yfᄀaa: yaV: dBPioVafᄀa: yfᄀiof : d: n f f i Ba:afᄀ yf PPiiPf 1By:if f yaa::if f aPof : d: n f f i Ba:nn㌙�B y��Pf a: dP

ya: y:aB
y: 1V f PPiiPf 1BaByഀ1dBP

iaV1�noioaiof flV:aaBf Va BbNVBa1VB yV Baa:dfᄀiVa1B� n
f 1B: afᄀ fᄀiPiiPf 1B:aa�noioaiof P: iNVabBf w1VVVB: 1�nV1 a

a a

a a

a a

a a a a a a

a a

a a

a a

a a

a a

a a

a a a a a a

a a a a

a a a a a

/it/docs/security/policies-standards/Cheat_Sheet_Information_Classification.pdf
/research/docs/irb-data-management-handbook.pdf
/research/research-compliance/international-travel-guidance/index.php


https://www.adoc.us/ADOC-en-us/assets/File/MandatedReportingRequirementsMRR_Mandated-Reporting-Requirement.pdf
/titleix/




/research/research-compliance/conflicts-of-interest/index.php


Modifications

Incident Reports

 Event / Date Status / Comments / Files Submitted By
No Incident Reports Found.

Deviations

 Status Deviations File/Comments Submitted By
No Deviations Found
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