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BSD 1.4.1 Funding Source (Grants) 
(This page is shown when user selects Grants with Funding Proposals in AURA Grants Option in question 1c)
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BSD 1.4.3 Additional Funding Source[image: A screenshot of a computer
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BSD 1.5 Study Locations view, if question 2 is answered ‘yes’ then the following questions are shown:
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BSD 1.5 Study Locations view, if question 2 is answered ‘yes’ and question 2a is answered as ‘No’ then the following question is shown:
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BSD 1.5 Study Locations view, if question 3 is answered ‘yes’ then the following questions are shown:
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BSD 1.5 Study Locations view, if question 4 is answered ‘yes’ then the following questions are shown:
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BSD 1.5 Study Locations view, if question 5 is answered ‘yes’ then the following questions are shown:
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BSD 1.5 Study Location view, if question 6 is answered ‘yes’ then the warning message is displayed:[image: A close up of words
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BSD 2.1 Determining the Review Requirements In question 2, when Full Board Review is selected, no further questions are displayed below. The view BSD 2.2, 4.1, 5.1, 5.2, 6.1,7.1, 7.3, 8.1 and Final page are displayed.
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In BSD 2.1, question 2 if Expedited Review is selected then the question 2a is displayed:[image: A screenshot of a computer
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In BSD 2.1, question 2 if Exempt Review is selected then the question 2a is displayed:
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In BSD 2.1, question 2 if Exempt Review is selected then the following questions 2b and 2c are also displayed:
[image: A white rectangular object with text
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In BSD 2.1, question 2 if ‘Not Human Subject Research Determination’ is selected then the following questions are displayed, and the branching shows only the final page after page 2.1:
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In BSD 2.1, question 2 if ‘Determination that Project is No Research’ is selected then the following questions are displayed, and the branching shows only the final page after page 2.1:
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BSD 2.2 Purpose 
In BSD 2.2 Purpose view, question 1 contains the research procedures based on which the subsequent views 3.1, 3.2, 3.3,3.4, 3.5,3.6,3.7 3.8, 3.9, 3.10, 3.11, 3.12 are displayed:
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	In BSD 2.2, question 1, when one of the following options is selected:
	Smartform view displayed in the left navigation upon clicking on save or clicking continue:

	Use of Drugs 
	BSD 3.2 Drugs

	Use of Medical Devices
	BSD 3.5 Devices

	Use of Biologics
	BSD 3.3 Biologics

	Use of Vitamin/Herbal Supplements
	BSD 3.4 Vitamin/Herbal Supplements

	Novel Surgical, Radiological or Clinical intervention
	BSD 3.6 Novel Surgical, Radiological or Clinical intervention

	Surveys/Questionnaires
	BSD 3.7 Surveys/Questionnaires

	Interviews/Focus Groups
	BSD 3.8 Interviews/Focus Groups

	Deception
	BSD 3.10 Deception

	Observational Research
	BSD 3.9 Observational/Ethnographic Research or Participant Observation

	Specimen Collection and/or Analysis
	BSD 3.11 Specimen Collection and/or Analysis

	Data Collection/Chart Review/Secondary Data Analysis
	BSD 3.12 Data Collection



In BSD 2.2 Purpose question 6, if the user answered ‘Yes’ then the following questions are displayed:
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BSD 3.1 Recruitment and Screening
This view is displayed when question 5 is answered ‘Yes’ in BSD 2.2 Purpose.[image: A screenshot of a computer

Description automatically generated]


If Advertisements is selected in question 1 then the following questions are displayed:
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If Identifying UCMC Patients (including medical record screening) or Ingalls Patients option is selection in question 1 then the following questions are displayed:[image: A line of text on a white background
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If Existing Research Registry option is selected in question 1 then the following question is displayed:
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In 3.2, if question 4 is answered ‘Yes’ then the following questions are displayed:
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In 3.2, if question 5 is answered ‘Yes’ then the following questions are displayed:
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In 3.2, if question 6 is answered ‘No’ then the following questions are displayed:
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BSD 3.4 Vitamin/Herbal Supplements[image: A screenshot of a computer

Description automatically generated]
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BSD 3.6 Novel Surgical, Radiological, or Clinical Intervention[image: A screenshot of a computer
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BSD 3.7 Surveys/Questionnaires[image: A screenshot of a computer

Description automatically generated]

BSD 3.8 Interviews/Focus Groups[image: A screenshot of a computer
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BSD 3.9 Observational/Ethnographic Research or Participant Observation[image: ]

BSD 3.10 Deception[image: A screenshot of a computer
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BSD 3.11 Specimen Collection and/or Analysis[image: A screenshot of a computer
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BSD 3.12 Data Collection[image: A screenshot of a computer
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BSD 3.13 Costs and Compensation[image: A screenshot of a computer
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BSD 4.1 Study Population[image: A screenshot of a computer
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BSD 4.1.1 Healthy Children[image: A screenshot of a computer
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BSD 4.1.2 Children with a Disease, Disorder, or Children[image: A screenshot of a computer
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BSD 4.1.3 Wards of State[image: ]
BSD 4.2 Decisionally Impaired[image: A screenshot of a computer

Description automatically generated]

In BSD 4.2, in question 2 when ‘Some may/Some may not’ option is selected:
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BSD 4.3 Subordinates of the Research Team or Employees of the UChicago or the UCMC
This view is only displayed when the option ‘Subordinates of the Research Team or Employees of the Uchicago or the UCMC, including medical students, residents, fellows and staff’ is selection in question 2 of view 4.1 Study population)
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BSD 4.6 Pregnant Women, Fetuses[image: A screenshot of a computer
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BSD 4.7 Placenta, Dead Fetuses or Fetal Material[image: A screenshot of a computer

Description automatically generated]
BSD 4.8 Non-viable Neonates[image: A screenshot of a computer
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BSD 5.2 Data Confidentiality and Privacy[image: A screenshot of a computer
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BSD 5.3 Audio/Video Recording and/or Photographs
(In view 5.2 Data Confidentiality and Privacy view, in question 1 when Audio/Video recording is selected this view 5.3 is displayed)[image: A screenshot of a computer
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BSD 5.4 Radiation Safety
(In view 2.1 Determining the Review requirements, question 1 if RADRAC option is selected then this view 5.4 is displayed)[image: A screenshot of a computer
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BSD 5.5 Data Safety and Monitoring[image: ]
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BSD 7.1 Informed Consent Process: If Informed Consent is selected in question 1 then the two sub questions given below are shown:[image: A screenshot of a computer
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If Waiver of Consent Process and Waiver of Consent Documentation is selected in question 1 then 5 sub questions given below are shown:
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If the option 2, Waiver of Consent Process with Consent Documentation Obtained or Altered is selected then 2 sub questions from informed consent and the 5 sub questions from waiver option are show.
BSD 7.2 Consent Documentation
When option 1 ‘Informed Consent’ is selected in question 1 on view 7.1 Informed Consent Process then this view 7.2 is displayed
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BSD 7.2.1 Alteration of Consent
This view 7.2.1 Alteration of Consent is displayed when option 2 is selected in question 1 of view 7.1Informed Consent Process[image: A screenshot of a computer
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BSD 7.3 HIPAA Authorization[image: A screenshot of a computer

Description automatically generated]
When option 2 ‘Signed HIPAA Authorization (Separate from Consent Form)’ in question 1 in view 7.3 is selected then the following sub question is displayed:
[image: A white rectangular object with black text
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When option 3 ‘Request for waiver of HIPAA authorization’ is selected in question 1 of view 7.3 then the following sub questions are shown:
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BSD 7.4 Consent/Assent/Authorization Documents[image: A screenshot of a computer
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BSD 8.1 Supporting Documents[image: A screenshot of a computer
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Smﬂl Team 2.1 Determining the Review Requirements

1. Dependent upon your research activities, consideration of this research may be required by other UChicago Committees. Please consider the research categories below and seek approval from the designated Committee if needed
8SD 14 Funding Please select any applicable committees below. (Check all that apply)

Source o None of these committees are required to the review this study
BSD 142 [0  CTRC-Clinical Trials Review Committee - Involves cancer patients, cancer treatments, or cancer therapies
Funding Source
ARTEMIS O  PBUC- Pathology Biospecimen Utilization Committee - Use of diagnostic material for research purposes
BSD 143 O  CRC-Conducted within the Clinical Resource Center
Addiional
Funding Source [ 1SAP—Conducted with support of the UChicago Institute for Translational Medicine/CTSA
35D 15 Study [0  RADRAC - Radioactive Drug Research Advisory Committee ~ Reviews the use of radioactive drugs as well as the purchase and use of radioisotopes in humans (including research and routine)
el [0  1BC-Institutional Biosafety Committce - Reviews the research use of biohazardous materials (examples include recombinant DNA, agents infectious to humans, animals or plants and other genetically altered organism:

NRC - Nursing Research Committee - responsible for the review of research proposals that are 1) Devel nurses, 2) Involve UCM nursing employees as research participants, or 3) Involve additional resources to b
35D ]

nursing

[0 HIRO-Human Imaging Research Office - By checking this box the HIRO office will be informed that you are conducting a human research study involving imaging.
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4 Goto forms menu

1 you research does not fit nto one or more of the below categories, go back to question 2 o request another type of review. The IRB must make the final determination regarding elgibiiy for expedited review.

Expedited Category 1

Clincal studies of drugs and medical devices only when condlfion (a) or b) is met.

(2) Research on drugs for which an investigational new drug application (21 CFR Part 312)is not required. (Note: Research on marketed drugs that significantly increases the risks or decreases the acceptabiliy of the risks associated with the use of the product s not
eligble for expedited review)

(b) Research on medical devices for which () an investigational device exemption application (21 CFR Part 812) is not required; or (i) the medical device is clearediapproved for marketing and the medical device is being used in accordance with it cleared/approved
Iabeling.

Expedited Category 2
‘Collction of blood sampies by finger sick,heelstick, car stick,or veipuncture as follows:

a.ffom healthy, nonpregnant aduts who weigh ateast 110 pounds. For these subjects, the amounts drawn may notexceecd 550 m in an 8 week period and coecton may not occur more frequenty than 2 imes per weel; or

b.from other aduts and children, considering the age, weight, and healthof the subjects, the oliection procedure, the amount of blood o be collected, and th frequency with which it will be collected. For these subjects, the amount drawn may ot exceed the lesser of

50 mi or 3 mi per kg in an 8 week period and collection may not occur more frequently than 2 times per week.

Expedited Category 3
Prospective collection of biological specimens for research purposes by noninvasive means.

Examples: (a) hair and nail clippings in a nondisfiguring manner; (b) deciduous teeth at time of exfolation of if routine patient care indicates a need for extraction; (c) permanent teeth i routine patient care indicates a need for extraction; (d) excreta and external secretions
(including sweat): ¢) uncannulated saliva collected either in an unstimulated fashion or stimulated by chewing gumbase or wax or by applying a dilute citric solution to the tongue; (7) placenta removed at delivery; (g) amniotic fuid obtained at the time of rupture o the.
‘membrane prior o or during labor; (h) supra- and subgingival dental piaque and calculus, provided the colection procedure is not more invasive than routine prophylactic scaling of the teeth and the process is accomplished in accordance with accepted prophylactic
techniques; 1) mucosal and skin cels collected by buccal scraping or swab, skin swab, o mouth washings; ) sputum collected aer saline mist nebulization.

Expedited Category 4

Collection of data through noninvasive procedures (not involving general anesthesia or sedation) routinely employed in clinical practice, excluding procedures involving x-rays or microwaves. Where medical devices are employed, they must be cleared/approved for
‘marketing. (Studies intended to evaluate the safety and effectiveness of the medical device are not generally eligible for expecited review, including studes of cleared medical devices for new indications,)

Examples: (o) physicl sensors that are applied cther tothe surface of the body or at a distance and do nt involve input of signiicant amouns of energy into the subjec or an invasion of the subject'sprivacy; (b) weighing of testing sensory acity; (¢ magnetic:
resonance imaging; (d) clectrocardiography, lectroencephalography, thermography,detection of naturall occurting radioacthvity lectoretinography, ulrasound, diagnostic nfrared imaging, doppler blood flow, and echocardiography; (e moderats cxercise, muscular
strength testing, body composition assessment, and fleibilfy festing where appropriate iven the age, weight, and health of the individual.

Expedited Category 5

Research involving materials data, documents, records, or specimens) that have been collected, or will be collected solly for nonresearch purposes (such as medical treatment o diagnosis). (NOTE: Some research in ths category may be exempt from the HHS
regulations for the protection of human subjects. 45 CFR 46.101(b)(4). This listing refers only {o research that is not exempt)

Expedited Category 6

Collection of data from voice, video, digitl, o image recordings made for research purposes.
Expedited Category 7

Research on individualor group characteristics or behavior (including, but not limited to, research on perception, cognition, motivation, identity, language, communication, cultural beliefs or practices, and social behavior) o esearch employing survey, nterview, oral
history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies. (NOTE: Some research in this category may be exempt from the HHS regulations for the protection of human subjects. 45 CFR 46.101(b)(2) and (b)(3). This listing
refers only to research that is not exempt)
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@ ExemptDeterminstion

General Info and Staff

1.0 General (O Not Human Subjects Research Determination
Informaton O Determination That Project is Not Research (including Ql)

e O UnsureiDo Not Know

Research Team Clear

Detais

85D 1.4 Funding . Ifyou believe that your protocol quaifies for exemption, select the category for which you believe it qualifies. The IRE must make the inal determination regarding eligibilt for exemption.

Souree, Note: To qualiy for an exemption, the research must involve no more than minimal isk to Subjects and must fall under atleast one of the categories below: § 46.102() Minimal risk means that the probability and magnitude of harm or discomfort nticipated in the research are not greater in a

ordinarily encountered in daily I or during the performance of routine physical or psychological examinations of tests.

BSD 1.42
Funding Source The BSD IR has not recognized exempt categories 7 or 8.
ARTEMIS
(Choose ALL that apply)
BSD 143 (] Bxempt  Rescarch, conducted i established or commonly acoepted educationsl settings, which specifically involves normaleducational practices that are not ikely to adversely impact tudents'opportunity to earn equired educational content or the assessment
haaional Category 1 of educators who provide insinucion. This includes most research on regular and special education instuctional srategies, and research on the efectiveness of or the comparison among nsiructional techniques, curricula,or classroom management
unding Source methods.
BSD 15 Study Note: Access to student school records for research purposes without a FERPA exception, such as §39.31(a)G), s not permitted unless the researchers have received prior permission from the student or student's legal guardian
Locations
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[ Exempt  Research that only includes ineractions involving educaiona fests cognitive, ciagnostic aptitude, achievement), survey procedures, nterview procedures, or observation of publc behavior including visual o auditory recording) f at east one of the
Category 2 following critria 1 me. Please check cach appiicable box:
Note: Exempiion category #2 s only applicablefor chikdreniminors under cther crteion i or i and ony fthei involvemen entals educational tests or observation of public behavior when the researcher does not participate i the activiies observed -
check the box (o see crtera detals)
T (] Erompesub  Theintmadonchiaine i ecordd by he reserch e in s a mannes st he deny fhehuman ubjeccs cano radily b scersind,diestl o rouh denirs nked o the subjects.
Crsgory 21
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b." Please provide the purpose and a brief description of the study.
Please also clarity what role researchers at the UChicago will complete as part of this study and provide a rationale for the exempt category claimed for this research.

‘The justifcation must include how this study is minimal risk and a specific description of the procedure(s) involving the human subjects in suffcient detail to demonstrate that the research protocol meats the requirements for each category of exemption claimed for this protocol.

4

© Please attach any documents that provide justfication or support of the exempt category or categories isted above (e.g. protocol, data permissions, etc.).If you selected Exempt category 2 or 3, please ensure that all surveys and/or interviews scripts are uploaded, as well s any consent script(s) or formi(s).
Fada

Name
There are no flems o display




image18.png
< c

https://aurairb1-tstuchicago.edu/IRBTest/app/portal/smartform/edit?sf=5f&Mode=smartform&Project=com.webridge.entity.Entity[OID[161E644EASF211EF25A07C7CID5650001&TopLevelProject=com.webridge.entity.Entity[OID[161E644

82 @ susibi-prduchics.. @ TSAURAHome- .. @ HuronSoftusre 4 AURAJRA [B) SeiceNow @ Huron Portsl (8 AURAPPM (8} Oracle [ Universityo.. @ WorkOtter @ Revesl 3 ParentVUE (B CTA | Bus Tracker  ©) MulebxtemalTiaining @ B

: O e e
Bson omme | g e Ontemination
— (O Determination That Project is Not Research (including Qf)
e O Unsureibo ot Know
10Genea o
e
w012 oo your study a systmatic nestigaion,nclucingrsearchdevelopment,esing and evalution tht il dvelop o conriut o generlzble knowiedge?
B O e
e
. Wil you gthe dta throughsther ot llwing mechanisms:
25014 Funcns e tacedre o Mamtoahons o hiae riisads o i nironment intrvetion®).
£S04 5 Comaneon o ipers vl contack wi e e, misachony
S e
BSD142 c.* Will you gather or access data that is either:
B e o or i scaua m  ontok i hichan il ca easonably expect i noobsevation o foording i aing place i Priat nforatior).
ARTEMIS b. Provided by individuals for specific purposes in which the individuals can reasonably expect that it will NOT be made public, such as a medical record, insurance information, school information, etc. “Private information”).
e e
50143
Raons .+ Can you readiy ascertainor assoiaeindiiduas eniis with he informato ., dentible nformation)?
Py Soce
" By answering "No," you must meet the HIPAA definition of ‘de-identified’ which cannot include dates or other elements of PHI.
8D 15 Sudy O Yes O Mo Gear
Locations ‘& If you will ONLY conduct secondary data analysis, answer the following questions:
ot ot sty coecieds
o5 e e s cotesiess
Whe cocied i goa?
. e e it bl vaabe? 15, leas rovie th webaite where Yo il G e Gt I h Gt ot pubicy avllale,pesseprvide anoficil permisson ign by te data owner o ata manager an siach 2 par ofqeston 2.
550 FnatPage

4
11 you will only use de-identified data for analysis, who will de-ideniy the data for you? Will the person who de-identifies the data for you work s a esearcher for your study? Who will maintain the code for the data?
‘See the OHRP guidance document for questions regarding coded, private information. The document can be found on the OHRP website.

4

g Please describe the main purpose of this study. Piease also clarify what role researchers at the UChicago will complete as part of this study.

4

h. Please attach any supporting documents for justfication of Non-Human Subject research.
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b.Is your project designed for quality improvement purposes? Please see the Offce of Clinical Effectiveness website for more information: hitp/hdsi.uchicago.edulql-determination!
O Yes (O No Clear

. Please attach any supporting documentation.
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There are no flems o display
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" Describe details of advertisements where applicable, including names of elevant publications, websites,etc. (For examle, please provide the name of the newspaper or location where fiyers would be posted.)

b, Please attach all ecruitment documents.
Fada
Document Recnitment Document Type
There are no lems to display
. Please upload the script to be used when potential subjects respond to an ad (e.g. phone script). (I applicable)
+aaa
Name
There are no lems o display
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2.* What data wil be accessed to determine eligibility? (Check allthat apply)
Name
Address.
Dates
‘Ages over age 89
Telephone numbers
Fax numbers
Email addresses.
Social security numbers
Medical record numbers
Health plan beneficiary numbers
Account numbers
Certificateficense numbers
Vehicle idenifiers and serial numbers, including license plate numbers
Device identifiers and serial numbers.
Web universal resource locators (URLS)
Internet protocol (IP) address numbers.
Biometric identilrs, including fingerprints and voiceprints
Fullface photographic images and any comparabe images
‘Any other unique identifying number, characterlstic, or code, unless otherwise permitted by the Privacy Rule for re-identification

O00O0O0O0O0O0O0O0ODOO0Oooooog

b." Please describe why the identifiers are necessary for screening.

4

. Please provide witten assurance that you will ot reuse the identifiers accessed during screening. (Note: his refers to re-use on another study or for a purpose which has not been approved, not o the re-use of screening data during the current study). For examle, please state the following: "l will not re-use idenifiers
collected or used during the study for other purposes.”

4

. Please confirm that the use of identifying information during screening is no more than minimal isk to the individuals’ privacy.
O Yes, confim
O No,cannot confirm
Clear

. Did the individual provide permission to allow the useldisclosure of the individual's identifying information for screening?
(] Yes, patient has provided authorization
0 N
O Unknown
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3.4 Recruitment and Screening

. Please provide protocol number associated to the existing research registry.
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4.+ Does this study involve a washout period of previous medications o drugs after subject have consented?.
@ Yes O No Giear

2 Please describe the washout period (e.g.length of time, requirements for subject, efc.).

b. Please describe the risks associated with the washout.

4

© Please describe the plan for minimizing the washout risks outlined above.
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5. Does this study involve the use of a placebo or no-reatment arm?
@ Yes O No Giear

2 Please describe any risks to participants in the placebo or no-treatment arm of the study. Please include information as to whether those on the placebo arm may also receive standard of care drugs either on or off study.

4

b. Please provide a scientifc or ethical justification for using a placebo or no-treatment arm. (f the justfication is n the separate protocol document, please reference the specific pages.)
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6. Will arangements be made for the Pharmacy Department to receive or dispense the drugs involved in this study?
O Yes @ No Glear

2 Where and how wilthe drug be stored and other than the PI, who is responsible for drug storage?

4

b Who is the contact person for drug management?
PLEASE NOTE: This individual shouid be listed on the AURA submission as a co-investigator or other rescarch personnel.




image30.png
<« C % https//aurairbi-tstuchicago.edu/IRBTest/app/portal/smartform/edit?Project=com.webridge.entity.Entity%SBOID3%S5B161E644EASF21 1EF25A07C7CID565000%5D%5DadoValidation=False&Mode=smartformaisf=st&WizardPageOID=com.webridge.ent

85 @ sumsibipuchica. B MSAURA Home- .. @ HuronSoftvare 0 AURAJRA (@) ServiceNow @ Huron Portal () AURAPPM [ Oracke | Universtyo..  © WorkOrier @ Revesl G2 ParentVUE (B CTA | Bus Tacker
i @mes |« EAING: IRB24-1618 P

o

— 1. Please check all applicable types of biological product(s) that will be used in this study.

VitaminiHeroal O Allrgenics
Supplements.

MuleBtemallraining @ Browser Utiity

Blood & Blood Products
BSD 35 Devices
Cellular & Gene Therapy Products
BSD 35 Novel
Surgical,
Radilogical, or
Clinical
Intervention

Tissue & Tissue Products
Vaccines

Xenotransplantation

o
o
o
o
o

BSD37

SunveysiQuestionnaires. Other

BSD35 a1 "Other,” please describe.
Interviews  Focus.
Groups.

BSD39
Observatonal !
Ethnographic
Reseatch or
Partcipant
Observaion

BSD3.10
Deceplion 2% Please listthe specifc Biologic(s) used in this study.

BSD3M e

e . Biologi Name. GenericName Manufacturer FDAApproved (YY) BB IND Holder BBIND#

Analysis There are no tems to display

BSD3.12Data 3. Please attach the Biologic Investigator's Brochurefinformation for each biologic listed above.
Colection prvees

BSD 3.13 Costs Name.
and

caton There are no fems to display

4.* Will arangements be made for the Pharmacy Department to receive or dispense the biologic(s) involved in this study?
BSD 4.1 Study O Yes @ No Clear
Popuiaion
2. Where and how wilthe biologics be stored and other than the P1, who is responsible for biologics storage?

BSD 5.1 Risks

BSD52Data
Confidentalty
and Privacy.

BSD55Data
Safety and

Monitoring P

BSD 6.1 Benefs. b. Who is the contact person for biologics management? PLEASE NOTE: This individual should be listed on the AURA submission as a co-investigator or other research personnel.

BSD62
Allematives

BSD 6.3 Results




image31.png
https://aurairb1-tst.uchicago.edu/IRBTest/app/portal/smartform/edit?sf=5f&Mode=smartform&Project=com.webridge.entity.Entity[OID[161E644EASF211EF25A07C7CID56500018TopLevelProject=com.webridge.entity.Entity[OID[16 1E644EASF21 11

82 @ sursibi-prduchics.. @ MSAURAHome- .. @ HuronSoftusre 4 AURAJRA (8] SemiceNow @ Huron Portsl (8 AURAPPM () Oracle Universityo..  © WorkOtter @ Revesl @ ParentVUE (B CTA | Bus Tracker ) MulebtemalTrining @ Browser Utii

FRE| THE UNIVERSITY OF | AURA

CHICAGQ | mstitutional Review Board (IR8)

«

You Are Here: i SH Short sty

Editing: IRB24-1618
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