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UINYINAUNY Ueparunent | UAU CUIIEYE dllU AILS & SUIS (U7USDUA)

Protocol Year | 1 Modification 00

PIOIOCOI IMUALOL | KAIdEl SANUS (1I53£19)

Date Created | 08/30/2017 10:17:38

Principal Investigator Rafael Santos (rs3275)

You are | Rafael Santos (rs3275)

General Information

General Instructions

« Enter information in each section and be sure to SAVE your work

« This symbol @ means help information

« This symbol () means lookup/add information

* Dotted underline means that hovering the cursor over the text will show a definition
+ *Red asterisks indicate required questions

« No data on a page is saved until you receive the green save

save often!

Please to

« Following successful ‘Save’ of a page, review left hand menu for additional Pages to be completed

« While each
may identify

page may be
areas where the ion is ori

" upon save, atthe time of submission the system

between pages.

Please contact the Human Research Protection Office if you have questions about submitling to the IRB, or

whether this study requires review.

CUMC Campus: (212) 305-5883 irt

nbia.edu http://ww.cume.columbia. &

CU-MS and LDEO Campus: (212) 851-7040 askirb@columbia.edu http:/iwww.columbia.edu/culird &

m

*Originating Department Code @
*From what Columbia campus does this research originate? @

*Title (maximum 500 characters) @

Protocol Version # @
iated Title i 60 @

i\] OAD College and Arts & Scis

Medical Center | v

Chart Review Template

[CRTemplate

1500

*Was this protocol previously assigned a number by an IRB? @
(OYes @No

“Is the purpose of this submission to obtain a "Not Human Subjects Research” determination? @

(Yes @No

Save

v

Contact Us | © Columbia University &

Highlight All  Match Case 1 of 1 match

This Rascal protocol template should be utilized when conducting a study that ONLY involves a
retrospective chart review of CUMC-NYP patient records in which in-person interaction with subjects

is not anticipated.

**Tips:

- Please select “Save” after each page.

- Select the blue question mark icon for guidance on what is needed in each field

- The links on the left hand side are all pages that need to be completed prior to resubmission.
The link on the left hand side that is highlighted dark blue is the page that is currently accessed.
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General Information

Lead Institution/
Coordinating Center

Background
Exempt an
Funding

Locations

Personnel

RASCAL Human Subjects

| Animal Csre | Proposal Tracking | Consent Forms | HIPAA Forms | Hez Mats |

| Trsining Center | Conflict of Interest | My Rascal

Abbreviated title

aa

Protocol Number

AAAR5752

Originating Department

OAD College and Arts & Scis (070350X)

Protocol Initiator

Rafael Santos (rs3275)

Protocol Year

1 Modification 00

Date Created

08/30/2017 10:17:38

Principal Investigator

Rafael Santos (rs3275)

You are

Rafael Santos (rs3275)

Attributes

None of the above

*Special review type: Check all that apply or check "None of the Above" box. @
D Review for 45 CFR 46.118 Determination (involvement of human subjects is anticipated but is not yet defined)
D Funding review for Administrative IRB approval (such as for Center or Training Grants)

(®Yes ()No ()1 don't know

*Select the most appropriate response:

*IRB of record information: Will a Columbia IRB be the IRB that is responsible for providing review, approval, and oversight for this study? @

Depart (@ Columbia will be the IRB of record for the study by Columbia (Note: this will apply to most submissions).
(O Columbia has been formally designated as the Ce; B for all sites in this multicenter study.
Privacy & Data Security o o . N .
() Columbia will be the IRB of record for the study by Columbia AND from one or more other institution(s).
Procedures Note: Formal arrangements for Columbia to serve as a Central IRB are more appropriately captured in the previous option.
() Columbia will be the IRB of record for the study by Columbia and one or more investigators who are not affiliated with an
Devices institution. You will need to complete a request for an Individual Investigator Agreement &

Existing Data
Future U
(O Yes @No
Recruitme

Research Aims & Abstracts

Risks, Benefits & Monitoring

\Is this research part of a multicenter study? @

“*Please indicate if any of the following University resources are utilized:
D Cancer Center Clinical Protocol Data Management Compliance Core (CPDM)
D CTSA-Iving Institute Clinical Research Resource (CRR)

Subjects []CTSA- Iving Institute Columbia Community Partnership for Health (CCPH)
Child Invi None of the above
Attachments
Hazmats
Contact Us | ® Columbia University G
HIPAA Forms
Please contact the Human Research Protection Office if you have questions about submitting to the IRB, or whether this study requires review.
Documents CUMC Campus:
(212) 205-5882 | irboffice@columbia.edu
CU-MS and LDEO Campus:
Consent Form

(212) 851-7040 | askirb@columbia.edu

Protocol Actions <z
< n »

| 7746

| ~[v] Highlight Al Match Case 1 of 1 match x

4)

“Ix] None of the above” should be selected

“[x] Yes” should be selected if the CU IRB will be providing approval for the analysis conducted
by CU researchers.

If data from multiple sites will be transferred/utilized in this research OR if you will visit external
sites to obtain data, please ensure this field indicates, “Yes”.

“[x] None of the above” should be selected unless utilizing any of the listed University resources.
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Status: Creating

Protocol Content

General Information
Attributes

Lead Institution/
Coordinating Center

Abbreviated submlsswn

The IRB has an process for studies by industry or NIH cooperative groups (e.g., ACTG, HVTN, NCI oncology group studies, etc.),
and other studies that have a complete stand-alone protocol. The process requires completion of all Rascal fields that provide g local i ofthe
study. However, entering study information into all of the relevant Rascal fields is not required, as the Columbia IRBs will rely on the attached stand-alone (e.g., sponsors)
protocol for review of the overall objectives.

If you select the Abbreviated Submission checkbox and a section is not covered by the attached stand-alone protocol, you will need to go back and provide this information in your
submission.

Study Purpose and Rationale:

Provide pertinent i with that are related to the need to conductthis study. Ifthis is a clinical tral, the background should include both
preclinical and clinical data. Be brief and to the point.
Exempt and Expedited . . . o o
D -This is included in an attached stand-alone protocol.
Funding -
YS[BIU]|E
Locations L Chart Review Protocol Template
Personnel

Departmental Approvers
Privacy & j
Procedure;

Devices

Existing Data

Future Use
Recruitment And Consent

Research Aims & Abstracts

Risks, Benefits & Monitoring

Subjects
Child Involvement Study Design:
Describe the methodology that will be used in this study, covering such factors as ive vs. ive data ion, i ional vs.
izedvs. i i i etc.
- This i ion is included in an attached stand-alone protocol.
Hazmats
HIPAA Forms [
Statistical Procedures:
Documents Provide sufficient details so thatthe ofthe can b including power to justify the number of participants to be enrolled
@ e into the study. Definitions of subject terms such as enrolled and accrued as used for Rascal submissions can be found in the Subjects section.
onsent Form

< m >

m

is included in an attached stand-alone protocol.

i ission - This il

——

| 7746 [~ Highlight A1l

Match Case 1 of 1 match

1) Complete the text field to address the instruction found beneath each header.
2) Alternatively, you may select the “[x] Abbreviated Submission” designation if a standalone
protocol providing this information will be attached.
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RASCAL Human Subjects
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IRB-AAARS5752 Il ‘ Principal Investigator | Rafael Santos (rs3275) ‘ You are | Rafael Santos (rs3275)

Status: Creating

Exempt and Expedited

Protocol Content
The purpose of this page is to help researchers and the IRB assess whether ion or ited review is i ission of a protocol to the IRB is

General Information

required in order for the IRB to make the necessary determinations. Please note a protocol cannot be approved as both exempt and expedited.

Attributes

*Is the purpose of this ission to obtain an ic ination, in with 45CFR46.101(b)? @
(OYes (ONo

Background

“*Is the purpose of this submission to seek expedited review, as per the federal categories referenced in 45CFR46.110? @

empt and E: @ Yes ()No

Funding “Is the risk of harm to which subjects will be exposed as a result of this research no more than minimal 2

Locations

Personnel

Departmental Approvers
Privacy & Data Security
Procedures

Devices

Existing Data

Future Use
Recruitment And Consent

Research Aims & Abstracts

Risks, Benefits & Monitoring
Subjects

Child Involvement
Hazmats

HIPAA Forms

Documents

Protocol Actions

| 7746 [~ Highlight A1l

1) Studies that involve abstraction of identifiable data from patient medical records are generally
not eligible for exemption. This would also be the case if any linkage between the abstracted

(®)Yes (O)No. The risk of harm will be greater than minimal.

*Select the category or categories of research into which study procedures fall.

Dcalegory 1: Clinical studies of drugs and medical devices only when condition (a) or (b) i: |s met. (a) Research on drugs for which an |nvesl|gauonal new drug

application (21 CFR Part 312) is not required. (Note: on drugs that si the risks or the of the

risks associated with the use of the product is not eligible for expedited review.) (b) Research on medical devices for which (i) an investigational device

exemption application (21 CFR Part 812) is not required; or (ii) the medical device is cleared/approved for marketing and the medical device is being used in
with its labeling.

[ ] category 2: Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture as follows: (a) from healthy, nonpregnant adults who weigh at
least 110 pounds. For these subjects, the amounts drawn may not exceed 550 ml in an 8 week period and collection may not occur more frequently than 2
times per week; or (b) from other adults and children, considering the age, weight, and health of the subjects, the collection procedure, the amount of blood to
be collected, and the frequency with which it will be collected. For these subjects, the amount drawn may not exceed the lesser of 50 ml or 3 ml perkgin an 8
week period and collection may not occur more frequently than 2 times per week.

PLEASE NOTE: If blood is collected through an existing catheter, you do not qualify for expedited review under this category.

|| category 3:F i ion of biologi i for research by noninvasive means. include: (a) hair and nail clippings in a
nondisfiguring manner; (b) deciduous teeth at time of exfoliation or if ruutme patient care indicates a need for extraction; (c) permanent teeth if routine patient
care indicates a need for extraction; (d) excreta and external i ing sweat); (e) saliva collected either in an unstimulated fashion or

stimulated by chewing gumbase or wax or by applying a dilute citric solution to the tongue; (f) placenta removed at delivery; (g) amniotic fluid obtained at the time
of rupture of the membrane prior to or during labor; (h) supra- and subgingival dental plaque and calculus, provided the collection procedure is not more
invasive than routine prophylactic scaling of the teeth and the process is accomplished in accordance with accepted prophylactic techniques; (i) mucosal and
skin cells collected by buccal scraping or swab, skin swab, or mouth washings; (j) sputum collected after saline mist nebulization.

|| category 4: Collection of data through noninvasive procedures (notinvolving general ia or ion) routinely in clinical practice,
excluding procedures involving x-rays or microwaves. Where medical devices are , they must be pp! for ing. (Studies intended to
evaluate the safety and effectiveness of the medical device are not generally eligible for expedited review, including studies of cleared medical devices for new
indications.) Examples include: (a) physical sensors that are applied either to the surface of the body or at a distance and do not involve input of significant
amounts of energy into the subject or an invasion of the subject=s privacy; (b) weighing orteshng sensory acuity; (c) magnetic resonance |mag|ng (d)

detection of naturally ic infrared
imaging, doppler blood flow, and () exercise, strength testing, body composition assessment, and flexibility testing
where appropriate given the age, weight, and health of the individual.
|v| Category 5: involving als (data, Tecords, or specimens) that have been collected, or will be collected solely for nonr
rposes (such as clinical iti tissue thatis

edical treatment or diagnosis). PLEASE NOTE: If extra tissue is being taken during a routil
[l it

Catanary & Callartinn of data fram unica vidan dinital arimana rarardinne mada far racaarch nirnncac

Match Case 1 of 1 match

data and the medical record exists.
2) Studies that involve analysis of existing data from patient medical records are generally eligible

for Expedited review, category 5.

m
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IRB-AAAR5752
Status: Creating

Protocol Content
General Information

Attributes .
Funding

Lead Institution/

Originating Department
Protocol Year

Principal Investigator

Abbreviated title | aa

OAD College and Arts & Scis (070350X)
1 Modification 00
Rafael Santos (1s3275)

Protocol Number | AAAR5752
Protocol Initiator = Rafael Santos (rs3275)
Date Created | 08/30/2017 10:17:38
You are | Rafael Santos (rs3275)

Coordinating Center

Background (@Yes

Locations

m

Personnel

Departmental Approvers

*Is there any external funding or support for this project? Note: Funding that is applied for, or is being received as a gift, should be considered external support.
_No
*Add Funding 90
Federal/State
Name of ILocal What is the
Award Type Fundl;g"?ource awarding Status A Al‘i”art? : |°)r t Government award R:s::]eg PrT Modify Delete
L agency PRECIION D Direct or covering? e

Subcontract

Privacy & Data Security

Procedures
Devices
Existing Data " Contact Us | © Columbis University & |
Future Use

Recruitment And Consent S and LDEO Campus

*Award Type: @[~Select-| v |
*Funding Source Name:

8517040 |
Research Aims & Abstracts

Risks, Benefits & Monitoring
Subjects

Child Involvement

Hazmats
HIPAA Forms
Documents

Consent Form

Protocol Actions 2

< m »

*What is the award covering: () Entire Protocol () Part of Protocol (_) Only Providing Drug or Device
*| | RascalProposalTacking P @ |

» Click here to choose from Finalized Rascal Proposals that you are listed on

| 7746 [~ [~ Highlight Al

Match Case

1 of 1 match

Describe any funding on this page

- Afull funding application (face page, budget, and narrative) should be attached for all federal

funding sources.

Subcontract sites should be noted, their FWA provided, and a summary of their role described

V25.12.20
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Logout | Help | | Animal Care | Proposs| Tracking | Consent Forms | HIPAA Forms | Hez Mats | | Trsining Center | Conflict of Interest | My Rascal
IRB'AAAR57_52 = Abbreviated title | aa Protocol Number | AAAR5752
e i ‘ Originating Department | OAD College and Arts & Scis (070350X) Protocol Initiator | Rafael Santos (s3275)
Protocol Year | 1 Modification 00 Date Created | 08/30/2017 10:17:38
General Information Principal Investigator Rafael Santos (rs3275) You are | Rafael Santos (rs3275)
Attributes
Locations

Add individual entries for each location where study procedures will take place under the purview of Columbia researchers. At least one location must be entered.

“Add Location @ ()

) - — Domestic or - . Local IRB Ethics - -
Exempt and Expedited Location Type Facility Name e Geographic Location ‘Approval Local Site Approval Modify Delete
Funding N d d . |
o data to display
tiol
1 o

Personnel " Contact Us | © Columbisa University G1]

Please contact the Human Research
CUMC Campus:

. ) (212) 205-5883 | irboffice@columbia. *Location Type:
Privacy & Data Security CU-MS and LDEO Campus: O NewYork-Presbyterian Hospital @ Columbia () Offsite
(212) 851-7040 | askirb@columbia.ed|

Procedures *Provide the building and facility name where the research is taking place: @
[

Departmental Approvers

Devices

Existing Data

Future Use

Recruitment And Consent

Research Aims & Abstracts

Risks, Benefits & Monitoring
Subjects
Child Involvement
 atachments |
Hazmats
HIPAA Forms
Documents

Consent Form

Protocol Actions 2

< n »

[ 7746 [A]v] Highlight Al Match Case 1 0f1 match ;

1) Add the location in which the data will be abstracted and the location in which your analysis will
take place.

V25.12.20
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Logout | Help | | Animal Care | Propossl Tracking | Consent Forms | HIPAA Forms | Haz Mats | inistration | Training Center | Conflict of Interest | My Rascal
IRB-AAARS5752 = Abbreviated title | aa Protocol Number | AAARS752
Status: Creatin
9 Originating Department | OAD College and Arts & Scis (070350X) Protocol Initiator = Rafael Santos (rs3275)
LT Protocol Year | 1 Modification 00 Date Created | 08/30/2017 10:17:38
General Information Principal Investigator | Rafael Santos (rs3275) You are | Rafael Santos (rs3275)
Attributes
Personnel
*Add Personnel @ ()
Background Please be aware you must have a single Principal Investigator associated with your protocol. P —
uni Name Role Department Edit/View °"“‘"é'"9 Ll ify  Delete
Exempt and LI
) rs3275 Santos, Rafael Principal Investigator 091200X - RES Edit Y
Funding Institutional Review
Board
Locations .
Roles And Experience: s
Departmental Approvers Training and COI
The PI must ensure that each individual that is added as personnel has met the training requirements for this study (http://www.cumc. i html)
Privacy & Data Security &. For help identifying which research compliance trainings are required for each personnel member, please visit the Research Compliance Training Finder. &
Research  FDA-Regulated ‘Good Clinical GCP - Genetic
Procedures Naine (UNI) col HIPAA HSP (CITI)  with Minors Research sS4 CRC Practice Third-party Research
2 (cim) (cm (GCP) tracking Consent
Devices
07/12/2018  03/14/2012 1212012017 011512015
Existing D:
Future Use
Recruitment And Consent Contact Us | ® Columbia University G
Please contact the Human Research Protection Office if you have questions about submitting to the IRB, or whether this study requires review.
Research Aims & Abstracts CUMC Campus:
(212) 305-5883 | irboffice@columbis.edu
Risks, Benefits & Monitoring — CU-MS and LDEO Campus:
(212) 8517040 | askirb@columbis.edu
Subjects
Child Involvement
Hazmats
HIPAA Forms
Documents
Consent Form
z
C——
| 7746 | ~[v] Highlight Al Match Case 1 of 1 match x

1) Add all CU personnel that will be involved in the abstraction of patient data and its subsequent
analysis. Principal Investigators must be full time faculty members (Professor, Associate
Professor, Assistant Professor, Senior Research Scientist/Scholar, Research Scientist/Scholar,
Instructor).

2) Ensure that all required training has been completed. CUMC researchers must complete HIPAA
TC0019 and HSP TC0O087 training in order to participate in research. The elective, Research with
Minors training, found within HSP TC0087 is also required if you will analyze data from
children/minors. For additional guidance, visit the Training Center section of Rascal.

3) Obtaining Informed Consent column should indicate, “N” for all personnel as no interaction with
subjects will take place.

V25.12.20
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IRB-AAAR5752 =
Status: Creating

Protocol Content

General Information

Attributes

Exempt and Expedited
Funding

Locations

Personnel

Departmental

Privacy & Data Security
Procedures

Devices

Existing Data

Future Use
Recruitment And Consent

Research Aims & Abstracts

RASCAL Human Subjects

| Animal Csre | Proposal Tracking | Consent Forms | HIPAA Forms | Hez Mats |

| Trsining Center | Conflict of Interest | My Rascal

Abbreviated title | aa Protocol Number | AAAR5752
Originating Department | OAD College and Arts & Scis (070350X) Protocol Initiator = Rafael Santos (rs3275)
Protocol Year | 1 Modification 00 Date Created | 08/20/2017 10:17:38
Principal Investigator | Rafael Santos (rs3275) You are | Rafael Santos (rs3275)

Departmental Approvers

Add Departmental Approvers @ (J
Departmental Approvers

Approver

Position

No data to display

Department

D and Personnel App have not been notified.

Risks, Benefits & Monitoring
Subjects
Child Involvement
Hazmats
HIPAA Forms
Documents

Consent Form

Protocol Actions <z

< I >

Contact Us | © Columbia University &7

Please contact the Human Resesrch Protection Office if you have questions sbout submitting to the IRB, or whether this study requires review.

CUMC Campus
(212) 205-5883 | irboffice@columbis.edu
CU-MS and LDEO Campus:

(212) 8517040 | sskirb@columbis.edu

| 7746 | ~[v] Highlight Al Match Case 1 of 1 match

1) Add all approvers that may be required per your department.

**Tip: Studies originating from a Pediatrics department must list Fiona Sanders as an approver.

V25.12.20
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Logout | Help | | Animal Care | Proposal Tracking | Consent Forms | HIPAA Forms | Haz Mats | Administration | Training Center | Conflict of Interest | My Rascal
IRB-AAARS752 - Privacy & Data Security B

Status: Creating

Protocol Content

General Information

Attribs

Background

Desktop Computer
Exempt and Expedited g 'E;zz;g;;—";"e'
Funding []other
Locations L
Personnel [ *Does this study involve the receipt or collection of Sensitive Data? @

Departmental Approvers

Future Use

Recruitment And Consent

Research Aims & Abstracts

Child Involvement

Attachments be used have been or will be registered and/or will be mail i ‘with the Uni ity's ion Security Charter and all related policies. Itis

Hazmats
HIPAA Forms

Documents

7746

Consent Form

“Indicate the methods by which data/research records will be maintained or stored (select all that apply):

[ Hardcopy (i.e., paper) @

Electronic |
*Where will the data be stored?
OnaSystem @

On an Endpoint @

* Identify what type of endpoint will be used (select all that apply):

®Yes (JNo
If any Sensitive Data is lost or stolen as part of your research protocol, you must inform both the IRB and the appropriate IT Security Office (CUMC IT Security if at CUMC;

CUIT if at any other University campus).

m

*What type of Sensitive Data will be obtained or collected? Select all that apply:
[ ] Personally Identifiable Information (PII), including Social Security Numbers (SSN) @
Protected Health Information (PHI), including a Limited Data Set (LDS) @

If any PHI is lost or stolen, you must inform both the IRB and the Office of HIPAA Compliance.

*Indicate plans for secure storage of electronic sensitive data: check all that apply
[ ] sensitive data will not be stored in electronic format
Sensitive data will be stored on a multi-user system

“Provide a comma separated list of System ID numbers for the certified envi in which the Sensitive Data will be stored @
3959

Sensitive data will be stored on an encrypted endpoint [

By Selecting an Endpoint Device and approving this protocol for submlsswn to the IRB, the Pl is attesting that the device and any removable media that may

important that this information is updated, during the course of the smdy as new devices are added.

*Provide a iption of how the iality of study data will be ensured, il or i that i relate to the data storage elements
identified above (e.g. hard copy, electronic, system, and/or endpoint): @

Describe how data will be stored (ensure consistency with the above selections). Explain if data will be stored
with direct identifiers or linked to identifiers via a code. If the latter, confirm that the key will be stored
separately and explain where the key will be stored. Note that use of a limited data set is considered PHI.

Limited Data Set: dates such as admission, discharge, service, DOB; city, state,| zip code; and ages above 89

v | Highlight Al Match Case 1 of 1 match x

3)

4)

Please ensure that the storage selections for all electronic data are consistent with the storage
selections for sensitive electronic data. If your data security procedures are such that they are
not consistent, the inconsistency should be noted in the text field found on this page (e.g., non-
sensitive electronic data stored on both endpoint and system, sensitive electronic data only
stored on encrypted endpoint).

Studies that involves abstraction of data from patient medical records generally involve sensitive
data in the form of PHI.

Sensitive data stored electronically must be either stored on an encrypted endpoint device or on
a CUMC IT certified multi-user system. For a list of certified multi-user systems please select the
following link: https://secure.cumc.columbia.edu/cumcit/secure/security/sap.html

Describe how data will be stored (ensure consistency with the above selections). Explain if data
will be stored with direct identifiers or linked to identifiers via a code. If the latter, confirm that
the key will be stored separately and explain how this key will be stored. Explain if and how data
will be transferred externally and if this transfer will consist of a limited data set.

V25.12.20
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IRB-AAAR5752
Status: Creating

Protocol Content

“Is this project a clinical trial? @
(O)Yes @No

General Information

Attributes

“Is this project associated with, or an extension of, an existing Rascal protocol?
(O Yes @No

Lead Institution/

Coordinating Center

Funding

Locations

m

Personnel

Departmental Approvers

Devices
Existing Data

Future Use
Recruitment And Consent

Research Aims & Abstracts

Do study procedures involve any of the following?

‘Analysis of existing data andlor prospective record review [O]Yes [@]No |

*Audio and/or video recording of research subjects () Yes @ No

*Behavioral Intervention? @ () Yes @ No

*Biological specimens (collection or use of) () Yes (@ No

*Surgical procedures that would not otherwise be conducted or are beyond standard of care () Yes @ No

m

Risks, Benefits & Monitoring
Subjects

Child Involvement

Attachments

Hazmats
HIPAA Forms
Documents

Consent Form

Protocol Actions <z

‘Will any of the following qualitative research methods be used?
*Surveylinterview/questionnaire () Yes @ No
*Systematic observation of public or group behavior () Yes @ No

*Program evaluation () Yes (@ No

C

Will any of the following tests or evaluations be used?
*Cognitive testing () Yes @ No
*Educational testing () Yes (@ No

*Non-invasive physical measurements () Yes (@ No

[ 7746 [~]v]

[EEN
—

Highlight Al Match Case 1 of 1 match

Select “Yes” to the Analysis of existing data and/or prospective record review field.

2) Select “Yes” to the Future use of data and/or specimens field if you anticipate utilizing the data
in future research or if you will transfer the data to an external site and the recipient may utilize
the data in future research.

V25.12.20
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IRB-AAAR5752 =
Status: Creating

Principal Investigator | Rafael Santos (rs3275)
Protocol Content

General Information Analysis of Existing Data and/or Prospective Record Review

Protocol Year | 1 Modification 00 Date Created | 08/30/2017 10:17:38

You are | Rafael Santos (rs3275)

Attributes

“Indicate whether the data that will be collected or utilized for the proposed study are in existence as of the current IRB submission date. @
(@ All o the data are in existence
(O Some of the data are in existence and some will be generated in the future.
(")None of the data currently exist.
Bemptan dEserics “*Provide the date range of the existing data, documents, or records (e.g., medical charts, school records, census data)
inning Date: [~]
*End Date: v
Note that end dates beyond the initial IRB Protocol submission date or future requests for a date parameter extension beyond the provided end date may require
informed consent and HIPAA Authorization to be obtained from subjects.

m

Departmental Approvers

Privacy & Data Security

“Data will be obtained from (select all that apply):
Columbia and/or NYP (e.g., departmental databases/systems, patient charts, Eclipsys, WebCIS, administrative/billing records, etc.)

Procedures

Devi

*Select all that apply:
Data to be analyzed were or will be collected for clinical care
|| Data to be analyzed were or will be collected for nonresearch purposes other than for clinical care (e.g., student records, class evaluation, administrative
records, etc.,)
[:] Data originate from an IRB approved protocol
Recruitment And Consent [ |other

Future Use

Research Aims & Abstracts [ ] outside Columbia and/or NYP:

Risks, Benefits & itoring

Subjects
B i il ?
Child Ivolvement ‘Will a member of the research team be abstracting data directly from source documents ?
@ Yes ()No
Attachments Ifthere is a data i attachitto the ission to study records. Though the IRB does not approve these documents, for
they are helpful in ing the scope of the proposed data collection.
Hazmats

*Select the applicable responses:

The data, documents, or records to be reviewed/abstracted are those to which a member of the research team has legitimate access for non-research
(eg. patient 5 icians' patient clinical records, student records).

Consent Form || special authorization is necessary to review the records as the research team does not have access to the data, and a request will be or has been made to
access the data.
Protocol Actions 2
<« n » -
| 7746 | ~[v] Highlight Al Match Case 1 of 1 match x

1) A studyis only considered retrospective if “[ ] All of the data are in existence” at the time of the
protocol submission.

2) Include the beginning date and end date of the data to be analyzed. Note that the end date
should not surpass the date of the protocol submission in order for the study to be considered
retrospective.

3) Select “[ ] Columbia and/or NYP” and “[ ] Data to be analyzed were or will be collected for
clinical care” if all data come from CU/NYP medical records.

4) Select “Yes” to the field that asks if a member of the research team will be abstracting data
directly from source documents. Complete the subsequently generated fields that asks if you
normally have access to the data as part of clinical care or if special authorization is needed. If
special authorization is needed, please explain what approval will need to be sought or attach
this approval to the protocol.
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Logout | Help | | Animal Care | Propossl Tracking | Consent Forms | HIPAA Forms | Haz Mats | inistration | Training Center | Conflict of Interest | My Rascal

- records, etc.,) -
IRB-AAAR57_52 | D Data originate from an IRB approved protocol
Status: Creating [|Other

Protocol Content || Outside Columbia and/or NYP:

General Information

Attributes

Lead Institution/

“Will a member of the research team be abstracting data directly from source documents ?

Ye N
Coordinating Center eyesl Iy
Ifthere is a data i attach itto the ission to study records. Though the IRB does not approve these documents, for
Background they are helpful in ing the scope of the proposed data collection.
Exempt and Expedited *Select the applicable responses:
Funding The data, documents, or records to be reviewed/abstracted are those to which a member of the research team has legitimate access for non-research
(eg. patient 3 icians’ patient clinical records, student records).
Locations L
5 D Special authorization is necessary to review the records as the research team does not have access to the data, and a request will be or has been made to
Personnel access the data.
D pp M

Privacy & Data Security

Future Use

itment An

Subjects

Child Involvement

Attachments sections ofthe submission.

Hazmats

HIPAA Forms

Documents

Consent Form

. .| (212)305:5883 | inboffice@columbis.edu
Protocol Actions ____ CU-MS and LDEO Campus: L

< i

>

*If any existing data was obtained from a prior research study, was any member of the current research team involved (e.g., obtained consent, performed study
ta is) in the project or that andlor used it i i tion?
(OYes (ONo @ N/A

“Indicate the manner in which the existing data and/or the records to be revi i will be or i o
(Select all that apply. At least one must be selected.)

Contains direct identifiers (e.g., name, MRN, date of birth)

| _|Coded and the research team has the key and can link the data to direct identifiers

D Coded and the research team does not have access to the key to link data to direct identifiers

|| Priorto the receipt of the data by the research team submitting this protocol, the identifiers will be removed and no link will remain. @
[ ] The information was originally or will be collected without identifiers

m

If data are collected or received at any point in time with direct identifiers or linked to identifiers, then the data are i to be i i and the i for
Informed Consent (or a waiver, if appli and HIPAA i (or a waiver, if appli apply. The Y ion will need to be included in the respective

Contact Us | ® Columbia University &

Please contact the Human Research Protection Office if you have questions sbout submitting to the IRB, or whether this study requires review.
CUMC Campus

(212) 8517040 | sskirb@columbis.edu <

| 7746

| ~[v] Highlight Al Match Case 1 of 1 match x

1) Asdata are abstracted from medical records only, please update this field to indicate “N/A”. No
data will come from a prior research study.

2) This section refers to the manner in which data is received/accessed. As patient medical records
contain direct identifiers, please update this field to select, “[x] Contains direct identifiers”.

**Tip: Studies involving access to patient billing information will require approval from the CU Billing
Compliance Officer, Diane Yaeger. Diane can be reached at dly2102@columbia.edu.
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-

IRB-AAAR5752 =
Status: Creating

Protocol Content

General Information

Attributes

Lead Institution/

Coordinating Center

Funding

Locations

Privacy & Data Security

Procedures
Devices

Existing Data

Recruitment And Consent

Research Aims & Abstracts

Risks, Benefits & Monitoring
Subjects

Child Involvement

HIPAA Forms
Documents

Consent Form

Protocol Actions v,

< n »

Abbreviated title | aa Protocol Number | AAAR5752 =
Originating Department | OAD College and Arts & Scis (070350X) Protocol Initiator = Rafael Santos (rs3275)
Protocol Year | 1 Modification 00 Date Created | 08/30/2017 10:17:38
Principal Investigator | Rafael Santos (rs3275) You are | Rafael Santos (rs3275)
Future Use
“*For what ials do you antici future use? (Select all that apply.)

Data
|| Biological Specimens

“*Please indicate how data and/or specimens will be retained for future use: (Select all that apply.)
Some or all data and/or specimens, as applicable, will be retained by Columbia researchers for future use.

“How are the materials intended to be used for research in the future? @
(® Current Pl will retain the materials and there is no intent to create a repository or share
with other CU researchers. Note: Information provided in original consent forms will be considered
when an addition of future uses is submitted via modification.
(O Multiple researchers, which may include the current Pl and research team, will be able to request use of the materials.

i

*What future uses are anticipated? @

*How will the data and/or specimens, as applicable, be labeled during storage for future uses.
In the same manner as during collection (e.g., with direct i i coded, de-i i [~}
|_|In a different manner than during collection

*Describe the physical storage for the specimens/data, including location. @
In the same manner as during collection
|]In a different manner than during collection

*Describe who will have access to the stored data and/or specimens.

Some or all data/specimens will be released to a non-Columbia entity for future use and Columbia researchers will not have direct control.

*Indicate to whom the data/specimens will be released
Sponsor

|

*Describe plans for release of data and/or specimens. @

-

| 7746 | ~[v] Highlight Al Match Case 1 of 1 match x

1) If you previously indicated, “Yes” to the future use of data on the Procedures page, the page
above will be subsequently generated. Please select, “[ ] Data”.

2) If you will retain the data at CUMC, please select, “[ ] Some or all data and/or specimens will be
retained by Columbia researchers for future use” and complete the subsequently generated

fields.

3) If data will be released externally, please select, “[ ] Some or all data/specimens will be released

to a non-Columbia entity for future use and Columbia researchers will not have direct contro

|U

Please identify the recipient and detail the confidentiality of the data transferred, as well as the
data security utilized during transit.

**Note that transfer of data to an external site will likely require execution of a data use
agreement. Please consult with CU SPA regarding the development/execution of a data use
agreement prior to the transfer of data. The IRB just needs the final executed version prior to
the data transfer.
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IRB-AAAR5752 =
Status: Creating

Protocol Content

General Information
Attributes

Lead Institution/
Coordinating Center

Background
Exempt and Expedited
Funding

Locations

Personnel

Departmental Approvers
Privacy & Data Security
Procedures

Devices

Existing Data

Future Use

Research Aims & Abstracts

RASCAL Human Subjects

| Trsining Center | Conflict of Interest | My Rascal

Abbreviated title | aa

Protocol Number | AAAR5752

Originating Department | OAD College and Arts & Scis (070350X)

Protocol Initiator = Rafael Santos (rs3275)

Protocol Year | 1 Modification 00

Date Created | 08/20/2017 10:17:38

Risks, Benefits & Monitoring
Subjects

Child Involvement

HIPAA Forms

Documents

Principal Investigator | Rafael Santos (rs3275)

You are | Rafael Santos (rs3275)

Recruitment And Consent

Recruitment:

how particij will be i )
N/A - Retrospective chart review

m

*Select all methods by which participants will be recruif
[ Study does not involve recruitment procedures
Person to Person

Radio

Newspapers

Direct Mail

Website

Email

Television

Telephone

Flyer/Handout

Newsletter/Magazine/Journal

ResearchMatch

CUMC RecruitMe

I &N

Informed Consent Process: @

“Informed Consent Process, Waiver or Exemption: Select all that apply

document) is requested.

*Waiver of consent is applicable to:
(O The study in its entirety
(O A portion of the study or subject population

*Select the applicable situation:

or

|| Informed consent will be obtained but a waiver of written documentation of consent (i.e., agreement to participate in the research without a signature on a consent

*(1) The research involves no more than minimal risk to the subjects
Provide justification:

| 7746 | ~[v] Highlight Al Match Case 1 of 1 match

As this is a retrospective chart review that involves no interaction with subjects, please update
this section to indicate, “[x] Study does not involve recruitment procedures”.

As this is a retrospective chart review that involves no interaction with subjects, please select,
“[x] A waiver of some or all elements of informed consent is requested”.

Please select, “[x] This study qualifies for a waiver of consent as per 45CFR46.116(d).”
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Logout | Help | | Animal Care | Proposal Tracking | Consent Forms | HIPAA Forms | Haz Mats | Administration | Training Center | Conflict of Interest | My Rascal
IRB-AAAR5752 |+ document) is requested. -

Status: Creating | || | 27750 TR

“Waiver of consent is applicable to:
Protocol Content (O The study in its entirety
General Information (DA portion of the study or subject population
Attributes *Select the applicable situation:

Lead Institution/

N . A .
Coordinating Center (1) The research involves no more than minimal risk to the subjects

Provide justification:
Background Explain why the study presents no more than minimal risk to subjects ‘
Exempt and Expedited
Funding _ N . N -
*(2) The waiver or alteration will not adversely affect the rights and welfare of the subjects
Locations Provide justification:

Personnel Explain why the study will not adversely affect the rights and welfare of the subjects ‘

*(3) The research could not practicably be carried out without the waiver or alteration
Provide justification:

Procedures Explain why it would be impracticable to conduct the research without the waiver ‘

Devices

i *(4) Whenever appropriate, the subjects will be provided with additi i i ion after
Existing Data Provide justification:

Future Use Explain that additional information will be provided to subjects, if pertinent and possible ‘

m

[] This study qualifies for a waiver of consent as per 4

Research Aims & Abstracts 5(c) as the following criteria are met for this study (provide justification for EACH of these

criteria):
Risks, Benefits & Monitoring ["]Planned with an ion from informed consent as per 21 CFR 50.24. @
Subjects [linformed consent is not required; this is exempt research.

Child Involvement

Attachments

*Subject Language @

(O Enroliment of non-English speaking subjects is expected.
(C)Enroliment of non-English speaking subjects is not expected.
(® Language of subjects is unknown/irrelevant (e.g., record reviews, mass mailing of surveys)

Documents

Consent Form Capacity to Provide Consent: @

*Do you anticij using consent or is being done in a population where capacity to consent may be questionable? @
() Yes @ No

Highlight Al Match Case 1 of 1 match x

1) Please justify how each of the regulatory criteria is satisfied. It is not sufficient to simply state,
“retrospective record review”.

2) Please select, “[x] Language of subjects is unknown/irrelevant”.

3) Please indicate, “No” to the field that asks if surrogate consent is proposed.
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IRB-AAARS752 +  Research Aims & Abstracts

Status: Creating

Protocol Content

General Information

YO[B I U]JE::
Attributes

Lead Institution/
Coordinating Center

Background

Exempt and Expedited

Funding

Departmental Approvéfs

m

Privacy & Data Security

Procedures

Existing Data *Scientific Abstract: @
Future Use @QHB I U|§E i

1
il
LT
(1]
il
]
1]

Recruitment And Consent

Risks, Benefits & Monitoring

Subjects |

Child Involvement
Attachments
Hazmats
HIPAA Forms
Documents

Consent Form

“Lay Abstract: @

Notify Approvers < dOH|B I U|E:

ClF———

1
Til
LT
1]
il
]
1]

[ Find in page |~ [~ Highlight Al Match Case

1) Please complete all fields found on this page. Note that it is not sufficient to refer to a

standalone protocol in these fields. Please utilize the blue question mark icon for information
about what is needed in each field.
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IRB-AAAR5752
Status: Creating

Protocol Content

General Information
Attributes

Lead Institution/
Coordinating Center

Background

Exempt and Expedited

Personnel

Departmental Approvers

Existing Data
Future Use
Recruitment And Consent

Research Aims & Abstracts

Benefits & Monitoring|
Subjects
Child Involvement
Hazmats
HIPAA Forms

Documents

ConsentForm

< .

[ Find in page

RASCAL Human Subjects

| Trsining Center | Conflict of Interest | My Rascal

Risks, Benefits & Monitoring

Abbreviated Submission:

The IRB has an i process for i studies by industry or NIH cooperative groups (e.g., ACTG, HVTN, NCI oncology group studies, etc.),
and other studies that have a complete stand-alone protocol. The process requires completion of all Rascal fields that provide garding local ofthe
study. However, entering study information into all of the relevant Rascal fields is not required, as the Columbia IRBs will rely on the attached stand-alone (e.g., sponsor's)
protocol for review of the overall objectives.

If you select the Abbreviated Submission checkbox and a section is not covered by the attached stand-alone protocol, you will need to go back and provide this information in your
submission.

Potential Risks:

Provide i i ing all risks to that are directly related to participation in this protocol, including any potential for a breach of confidentiality. Risks
associated with any of the items described in the Procedures section of this submission should be outlined here if they are not captured in a stand-alone protocol. Risks of
procedures that individuals would be exposed to regardless of whether they choose to participate in this research need not be detailed in this section, unless evaluation of
those risks is the focus of this research. When applicable, the likelihood of certain risks should be explained and data on risks that have been encountered in past studies
should be provided.

D i ission - This il
¢S B I U}

Risk of a breach in confidentiality

is included in an attached stand-alone protocol.

Potential Benefits:
Provide i i ling any antici benefits of in this research. There should be a rational description of why such benefits are expected based on
current knowledge. If there is unlikely to be direct benefit to participants/subjects, describe benefits to society. Please note that elements of participation such as
compensation, access to medical care, receiving study results, etc. are not considered benefits of research participation.

| i ission - This i

Y S%|B I U|E
No direct benefif

is included in an attached stand-alone protocol.

Lt

|~ [~ Highlight Al Match Case

1) Select “[x] Abbreviated Submission” only if you have a separate standalone protocol that
includes the relevant information.

2) The Potential Risks section should include the potential for a breach in confidentiality.

3) The Potential Benefits section should state that subjects will likely receive no direct benefit. This
section may include potential benefit to future populations.

m

V25.12.20




wi yasia) RASCAL Human Subjects

Logout | Help | | Animal Care | Proposal Tracking | Consent Forms | HIPAA Forms | Haz Mats | Administration | Training Center | Conflict of Interest | My Rascal
IRB-AAAR5752 *  Subjects N

Status: Creating Unless otherwise noted, the information entered in this section should reflect the number of subjects enrolled or accrued under the purview of Columbia researchers, whether at

Columbia or 3 for Subjects, , and Accrual can be found in the Help Text. @

I
I
Lead Institution/
“*Does this study involve il to ine subject eligibility? @
(O Yes @No
Exempt and
i *Is this a multi-center study?
Funding (Note: This question and the answer displayed below are on the Attributes page and may not be changed here. Display only.)
Yes
Locations E
= *Target number of eligible subjects to be included at all sites: @ 1

Personnel

D
Privacy & Data Security ’08\5' etgig@s'tqu:y have one or more components that apply to a subset of the overall study population (e.g. Phase 1/2, sub-studies)?
Procedures

Existing Data Target Enroliment Demographics: @

Future Use

“*Population Gender
Recruitment And Consent Females  Males Non Specific L
100% 0% 0%

Research Aims & Abstra

“*Population Age
0-7 8-17 18-65 >65 Non Specific

100% 0% 0% 0% 0%

Child Involvement

*Population Race

American Indian/Alaskan Native ~ Asian Native Hawaiian or Other Pacific Islander ~ Black or African American  White More than One Race  Non-Specific

Hazmate 0% 0% 0% 0% 0% 0% 100%

HIPAA Forms *Population Ethnicity

DoCMOTES Hispanic or Latino  NotHispanic orLatino  Non-Specific

0% 0% 100%

Consent Form
Vulnerable Populations as per 45 CFR 46:

Notify Approvers - “Will children/minors be enrolled? @
< m > @ Yes ()No -
[ Find in page |~ [~ Highlight Al Match Case x

1) The target enrollment number should reflect the number of subjects you anticipate including in
your analysis (e.g., the number of patient records accessed).

2) Onlyindicate, “Yes” to this field if you anticipate reviewing multiple records to determine
eligibility of a subset of the total records accessed. If yes, please be sure that the target accrual
number is lower than the target enrollment.

3) Please include your anticipated demographics. If you are not certain of this information, please
indicate “100%” under ‘Non Specific’.
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Status: Creating

Protocol Content

General Information

Attributes

Lead Institution/
Coordinating Center

Background

Locations

m

Personnel

Departmental Approvers
Privacy & Data Security
Procedures

Existing Data

Future Use
Recruitment And Consent
Research Aims & Abstracts

Risks, Benefits & Monitoring

]

Child Involvement

Attachments

| Animal Csre | Proposal Tracking | Consent Forms | HIPAA Forms | Hez Mats |

RASCAL Human Subjects

| Trsining Center | Conflict of Interest | My Rascal

0% 0% 0% 0%

*Population Ethnicity

Hispanic or Latino  Not Hispanic or Latino

-

Non-Specific

100%

0%

0% [ 0% [ 100% A

Vulnerable Populations as per 45 CFR /I

(@ Yes ()No

Note that upon "Save", you will see a link to the required "Child Involvement” page in the left side navigation menu. You must complete this page prior to submission.

“Will pregnant womenfetuses/neonates be targeted for enroliment? @
(OYes @No

“Will prisoners be targeted for Q
(Yes @No

*Other Vulnerable Populations: @
D Individuals lacking capacity to provide consent
[ ]CUNYPH i
[ |Economically disadvantaged
|| Educationally disadvantaged
[ |Non-English speaking
[ ]other
None of the Populations listed above will be targeted for Enrollment

*Subject Population Justification: @

0/100

m

Hazmats “Does this study involve ion or to subjects?
(OYes @No

HIPAA Forms

Documents

e Contact Us | ® Columbia University &

Protocol Actions Please contact the Human Research Protection Office if you have questions about submitting to the IRB, or whether this study requires review.

CUMC Campus:
- i (212) 205-5883 | irboffice@columbia.edu

Oty AP DICVRLS) CU-MS and LDEO Campus =
< m » (212) 851-7040 | askirb@columbia.edu S
[ Find in page |~ [~ Highlight Al Match Case x

1) Please identify any vulnerable population whose medical records will be utilized in this study.
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s
Exempt and Expedited Abbreviated tifi¢ | aa Protocol Number | AAAR5752
Funding Originating Department | OAD College and Arts & Scis (070350X) Protocol Initiator = Rafael Santos (rs3275)
N Protocol Year | 1 Modification 00 Date Created | 08/30/2017 10:17:38
Locations
Principal Investigator | Rafael Santos (rs3275) You are | Rafael Santos (rs3275)

Personnel

Departmental Approvers HIPAA Forms
Privacy & Data Security Help @
Procedures Current Attached HIPAA Forms

HIPAA Number Type | Title Status

Existing Data .

e s No data to display
Recruitment And Consent
Research Aims & Abstracts

i o All released HIPAA Forms to which you have access and are not currently attached to a protocol.
R, D LI HIPAA Number ] Type Title Status Attach
Subjects HIPAA-AAAQ1721 Form B: Application for Waiver of RS Create £
Authorization =
Child Involvement
i Contact Us | ® Columbia University B

Attachments
lease contact the Human Research Protection Office if you have questions about submitting to the IRB, or whether this study requires review.

UMC Campus:

Hazmats

Documents

ConsentForm

Protocol Actions
Notify Approvers
Submit Protocol
Copy Protocol

Delete Protocol

Protocol View -

Print Menu
View Datasheet
View History 2
2 ,
[ Find in page | ~[v] Highlight Al Match Case x

1) Please create a HIPAA Form B (Waiver of Authorization) within the HIPAA Forms module in
Rascal. Please ensure that the justification provided for each of the criteria is consistent with
what is described in the protocol. Please also ensure that item #2 explicitly indicates when PHI
will be destroyed (e.g., at the conclusion of the research) and that item #3 explicitly indicates
that no reuse/disclosure of PHI will take place.

2) Please access the HIPAA Forms link within your protocol and attach/submit the HIPAA Form B.
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Personnel 7y
Abbreviated title | aa Protocol Number | AAAR5752
D Pp! S N -
Originating Department | OAD College and Arts & Scis (070350X) Protocol Initiator = Rafael Santos (rs3275)
RS Datas ey Protocol Year | 1 Modification 00 Date Created | 08/30/2017 10:17:38
Procedures Principal Investigator | Rafael Santos (rs3275) You are | Rafael Santos (rs3275)
Existing Data N
Notify Approvers

Future Use Click on one of the buttons below to Notify Approvers.

Notify Approvers

Contact Us | © Columbia University G

Risks, Benefits & Monito|

Please contact the Human Research Protection Office if you have questions about submitting to the IRB, or whether this study requires review.

Subjects CUMC Campus:

(212) 205-5883 | irboffice@columbis.edu
Child Involvement CU-MS and LDEO Campus:

(212) 8517040 | askirb@columbia.edu

Attachments

Hazmats

HIPAA Forms

Documents

ConsentForm

Protocol Actions

Notify A

Submit Protocol
Copy Protocol
Delete Protocol

Protocol View

Print Menu

View Datasheet
View History

Human Subjects

Protocol Overview

IRB Menu
Gl P——

[ Find in page |~ [~ Highlight Al Match Case

1) Select “Notify Approvers”
2) Once all staff have approved, you will be able to submit to the IRB by selecting the “Submit

Protocol” link.

**Tip: Access the Protocol Overview page to ensure that the study status has changed from “Create” to
“Submitted”.
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