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Application for Waiver of Authorization and/or Consent

Submission Instructions
Our website provides full instructions on submitting applications to the IRB: http://irb.med.nyu.edu/esubmission
Please contact the IRB office at 212 263-4110 with any questions.

CStudy# i §17.00093 . Daleofthisrequest | 12/6/2017

~ Study Title ' Breast cancer patients treated with chemotherapy, radiation therapy, and/or endocrine therapy: a

ic characteristics, patterns of care, and outcomes, |

Role Name Kerberos ID/Email*>* Phone Fax
i i : |
| Principal - Naamit Gerber . Gerben02/Naamit.Gerber@nyumc.org « 212-731-5304 | 212-731-5512
e IVestigator | T T : , :
| ComtactPerson |  JdlieXiao | yx236/ullexiac@nyumeorg | 212:731:5883 | 212:731:5512
Request

in order to access or use an individual’s Protected Health Information (PHI) in the conduct of research without
the express authorization of the individual, you must request a waiver of authorization.

In order to conduct research without the express written consent of a human subject, you must request a
waiver of informed consent.

You may also request an alteration in consent or authorization. In other words: you will be obtaining written
consent but may require certain elements of the consent be altered and you will need to request an alteration
in consent and authorization.

You may request a waiver of documentation of consent. There are required elements that must be met, but a
waiver of documentation of consent means that you will obtain consent, but you do not use an informed
consent document.

~ Indicate the nature of this [ D waiver of authorization (complete I and II1)

request | [ alteration or waiver of consent (complete II.A, IL.B & III)

Does this research present no | D Yes: Explain: Retrospective study of de-identified patient_information

more than Minimal Risk of | [ | No; STOP: This_study is not eligible for an Alteration or Waiver of Authorization or

harm to subjects Consent or a Waiver of Documentation of Consent

I. Authorization
Fill this out if you seek to obtain a waiver of authorization to use and disclosures protected health information.
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Application for Waiver of Authorization and/or Consent NYU Schoo! of Medicine IRB HRPP

A. Record/Specimen Use
Check the boxes of the items that will be used

Indicate your study’s source(s)
of health information | -5V 20005 Ly w2 ] biological samples obtained from the subjects

s {1 data previously collected for research purposes
[Lbiling.records [ other; specify: .

B. Protected Health Information

Describe the PHI being used | [ ] Patient/subject name
or disclosed in your study | [ ] Address street location
[1 Address town or city

[1 Address state

[ ] Account numbers
[ Certificate/license numbers
[_1 Vehicle identification numbers and serial numbers including license. plates

C. Request for Waiver of Authorization
If any box in section |.B above |

is checked, listevery - noa v Gerber, Moses Tam,. Carmen Perez, Nelly Huppert, Allison. McCarthy, Chrls

onuestigator research stal " Hitchen, Olivier Maisonet, Fauzia Shaikh, Juhi Purswani, Johanna Ghobrial, Indra Das,
who will have access to this Peter Wu, Sherry Yan, Julie Xiao
data

Pescribe the risks to privacy )
involved in this study and | Qnce the subjects have been identified, a.de-identified study database will be created

explain why the study involves with elimination_of any_PHI. This will be kept using RedCap. Only authorized study

no more than minimal riskto | staff will have access to this database. This will minimize the risk to patient privacy.
__privacy.

Describe investigator's plan to

protect identifiers from

improper use or disclosure and
to destroy them af the earliest | -=7Fkae

Explain why it is not possible to
seek subjects’ authorization for | Retrospective study after patient’s treatment completed.
... use or disclosure of the PHI
Explain why it is not possible to
conduct this research without | No_use of PHIL.
use or disclosure of the PHI
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Application for Waiver of Authorization andfor Consent

NYU School of Medicine IRB HRPP

Il. Informed Consent
Complete Il.A and I1.B if you are seeking an alteration or complete waiver of your research subject’s right to

informed consent.

Complete [I.A and I1.C if you are seeking a waiver of documentation of informed consent.

A. Overview
Briefly explain the consent
process for your study

_B. Alteration or Waiver of Informed Consent

Describe the possible risks of
harm to the subjects involved
in this study and explain why

the study involves no more

___than minimal risk to subject |

Explain why the
waiver/alteration will not
adversely affect the rights and
. welfare of the subjects

not be adversely affected,

* Explain why it is impracficable
to conduct this research if
informed consent is required

~ Explain, if appropriate, how the |

subjects will be provided with
additional pertinent information
after participation.

_..If not appropriate, explainwhy |

We are studying questions that would be too expensive and impractical to study with

C. Waiver of Documentation of Informed Consent
For this subsection, complete either Subsection 1 or 2

Subsection 1
(a) The only record linking the
subject to the research will be
the consent document
(b} Would the principal risk
would be potential harm
resuiting from a breach in
confidentiality
{c) Will subjects be provided
with a written statement
regarding the research*

[1No

[ Yes; Attach document for IRB Review and Approval
[1 No explain: .

*to proceed with a walver meeting the above criteria, each subject musl be asked whether they wish documentalion linking them to your
study. You must include this in your description of the consent process in Il.A {above) and in your protocol,

‘Subsection 2

{a) Describe the possible risks
of harm to the subjects
involved in this study and
explain why the study involves
no more than minimal risk to
...subject

Harm if information is not de-identified but it will be de-identified.

(b} The research involves no
procedures for which written
consent is normally required
. outside the research context

{c) Will subjects be provided |

with a written statement

. regarding the research* | |
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Appllcation for Waiver of Authorization and/or Consent NYU Schoot of Medicine IRB HRPP

*to proceed with a waiver meeling the above criferia, each subject inust he asked whether they wish dacumentation finking them to your -
study. You mustinclude this in your descriplion of the consent process in ilLA (above) and in your protocol.

til. Signatures

Principal Investigator’s Signature

Date | 12/6/ e

... PrintNeme | Naamit Gerper , T T
Signaiure A [E‘ B _J/L,{,\

assure the IRB thal the protected health information which | have detailed in this Waiver of
Authorization and/or Gonsent spplication will not he reused {i.e. used other than as described in this
application) or disclosed {o any person or antily olher than those listed above, sxcept as required by
law, for authorized oversight of this research study, or as specifically approved for use in another
study by the NYU SoM IRB.

. H
| also assurae the NYU SoM IRB that the information that | provide in this application is accurate and |
complele, and thal the PHf that | request is the minimium amount of identifiable health infonmation |
negassary for my research profect.

version 2016,02.23 | amail itb-info@nyume.org | phons 212.263.4110 | e 4 of 4




