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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.nvu.edu/esubmission
Please contact the IRB office at 212 263-4110 with any questions.

Administrative Information  
Study# 517-00993 ' Date of this request | 12 6/2017

Study Title Breast.cancer atjents_treatedwith.chemothe aRy .radJatjAnthera  --ahd/ r.endocrme therapy.:,.a
r.etro.s ecti.v.e.a.n.a|y.sl.s.of.cjJ.nj.cal..ancl..p.a.thol.og.i.c.ch.a.ract.e.ri.stj.cs . .patterns.of.care .and.outco.iTi.es.

Role Name  Phone  Fax

Principal Naamit Gerber Gerben02/Naamit.Gerber@nvumc.orq 212-731-5304 2 2-7 1-5512
Investigator '

Contact Person ulie Xiao vx236/ ulie.xiao( )nvumc.ora 212-7 1-588 212-731-5512 ;

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
request

waiver of authorization (complete I and III)
S alteration or waiver of consent (complete II.II.B & III)

waiver of documentation of consent Ccomplete II.A, II.C & III)
Does this research present no

more than Minimal Risk of
harm to subjects

Yes; Explain: Retrospective studv of de-identified patient information
Ji l No; STOP: This study is not elisible for an Alteration or Waiver of Authorization or

Con  n  or a W iver of Documenta ion of Con  nt

1. 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 School 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 . P.h.y s]  j a n/cj.in i c .re co.rd s

nj.nterylews .questipnnajres
Q .nientai.heaj.th .reco.rd s
n.bi.ljj.ng..records

Sjabj..p.athol.og.y..a.nd .o.r.ra.diol.og.y,.res_uJts
Q.bi.pl.ogj.ca!. samples, obtained.from the. subj.e.cts.
El-hP.sp.i.t.aJ rne.clj.cal.reco.rds .([n:..a.nd.out-p.ati.e.nt)
C .clata.Rre i.ousiy.cpU.e.cted.fo.r .res.earch.Rurpose.s
Q o.the.r;..s .e.cify,:..   

B. Protected Health Information 
Describe the PHI being used Q.Patien.t subject.nam.e

or disclosed in your study  .Add ess street Jpcatjop.
Q Address..tpvy.n.o.r .city
Q Address state
Q Addr.e .s .zip.code
DE[ern.ents..o.f.d.a.tes.(.except. ear ..rei.a.te.d.tp.an.i.ndi.yjdua!. .(].e...DO.B 

adm.i.s.s[on .discharg.e..d.ate.s,.date.ofd ath).
Q.IeJ Rh.Qne.number
Q.Fax..n.u.m.be. 

[3EJectro.ni.c..rr!ali.(e.rnail).a.d.d. e.ss
Q-Soci.aJ.secu.ri.ty..numb.e.r
Q .Me.d.ica I. .reco.rd .n u   be rs
Q.H,ea[th.p{an.benefl.ciary..nu.rnbers.
Q Accq.u n . .n.u.m.be.r.s

Q Ce rti.fi.cat  j i cense. n u m be rs
n.ye.hj.cie.iclenti.fi.catio.n..n.u.rn.be.rs.and.seri.aJ..nu. n.be.rs.J.ncl.udm5.Jj.cense.pJates
Q Medical device identifiers and serial numbers

.Web .URLs
Q.I.nte.rnet.p.rotocoJ..(I.P)..addres.s
Q.Biometric.id.enti.fi.e. s.Cfinger.and.voice.pr.i.n.t.s).
Q.FuiJ..face.RhotograRhic..i.m.ages
Q.An.y..un.i.ciu.e..i.cl.e.nt.i.fyjng.nu|T).ben.ch.a.ract.e.r.i.s.t.ic.Qr. Pd.e.(a.. a.r.e.d.i.sea.s.e..ca.n. e

cons ide r e d. a. u n [gue .i.d.)
_   -U-h.k. .tgj.de. .ti.fi.e.r. .(cpde   

C. Request for Waiver of Authorization
If any box in section I.B abo e

is checked, list e ery
investigator, research staff

member or other staff member
who will ha e access to this

data

Naamit Gerber  Moses Tam, Carmen Perez, Nell  Hu pert, Allison McCarthy, Chris
Hitchen. Olivier Maisonet. Fauzia Shaikh. Juhi Purswani. Johanna Ghobrial, Indra Das,
Peter Wu, Sherry Yan., Julie Xiao

Describe the risks to privacy
involved in this study and

explain why the study involves
no more than minimal risk to

privacy

Once the subjects have been identified, a de-identified study database will be created
with elimination of anv PHI. This will be kept usinq RedCao. Only authorized study
staff will have access to this database. This will minimize the risk to patient privacy.

Describe investigator s plan to
protect identifiers from

improper use or disclosure and
to destroy them at the earliest

time

All patient information will be de-identified and all data will be ke t in a secure database
fRedCao).

Explain why it is not possible to
seek subjects  authorization for

use or disclosure of the PHI
Retrospective study after patient s treatment completed.

Explain why it is not possible to
conduct this research without

use or disclosure of the PHI
No use of PHI.
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Application for Waiver of Authorization and or Consent NYU School of Medicine IRB HRPP

II. Informed Consent
Complete II.A and II.B if you are seeking an alteration or complete waiver of your research subject's right to
informed consent.

Complete II.A and II.C if you are seeking a waiver of documentation of informed consent.

A. Overview
Briefly explain the consent

process for your study
Ihexe.is.no.cpnsent as. thjs.Jsa.ietrosRective. stud .for  atients who.have already

unde.rgono tro.atm.en.t 

B. Alteration or Waiver of Informed Consent
Describe the possible risks of
harm to the subjects invol ed
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

Explain why it is impracticable
to conduct this research if

informed consent is required

Explain, if appropriate, how the
subjects will be pro ided with

additional pertinent information
after participation.

If not appro riate, ex lain wh 

There.is.no. ha.rm.as. there.l.s..n.o.j.n.terven.ti.o.n.J.niyolyed.,

As.long..as.t:.herej.s..no..b.re.a.ch.ofcon.fi.de.n.ti.a]ity .the..rig.hj:s..a.nd.yyej.fa.re.o.f.the.subj.ects.yyjjJ
nQt..be..a.dyerseiy.affected.

We.are.studyj.ng..qu.estjons.that.yypuJ.d..be.to.o..expensi.ve..and.irT)Rractical..to..st.udy..vy[th
Rr.Q.sp.ecti.v.e.cl.i.n.i.ca.l..trJ.a!s....Altem.at:J.yely,..we.are..awai.tLn . .rosp.ectiye.tnai.resu[ts.a.n.d

are.perfo.r.m.i.ng..re.t.ro.sp.e.ct.i.ve.anaiy.ses..i.n.the.interim.t.o..try..to.bette.r.understan.cl..a
r.e.searc h. .q.u e.st  o n =    

Ihere.is.no.formal.p.artjci .a.ti.on .as.t.h.ese.are.retrospective.stu.djes.that..m.ay.affect.fut.u.re
cl.i.nj.cal.ca.re .bu.t..h.a.Y.e..r!0..a.bi[ity.t0.affect.care..tha.t..a!re.ady..b.e.e.n..deijyered,

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
resulting from a breach in

confidentiality
(c) Will subjects be provided

with a written statement
regarding the research*

To proceed with a waiver meeting the above criteiia, each subject must be asked whether they wish documentation linking them to your
study. You must include this in your description of the consent process in II.A (above) and in your protocol.

Q.Yes;..expja.in: -*-OPte.ypu..MUSX..h,aye.co.m J.ete.d,.Section.I..B.(a.bpy.e .
D .N.o;„not .el.igi bi.e .for .wa iye  .u.nder .th. .s. .section

Yes; e plain;
.No

Q.Yes;..Attach.dpcuir!.e.r)t..fo.r.I.RB.Re.yi.e i .and.Ap.p.i:p.Y.a.
.rs|.o.,exRla.i.n.:.

Subsection 2
(a) Describe the possible risks

of harm to the subjects
involved in this study and

explain why the study invol es
no more than minimal risk to

subject

Ha.r.m If information is not de-identified but it will be de-identified.

(b) The research in ol es 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*

.Yes;..ex ]ain: Retrospective research with no patient identifiers.
No; not eliqi le for waiver under this section

Yes; Attach document for IRB Review and Approval
.N.o..exp.l.aj.n.:..Retrospective research with no  atient identifiers.
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A plication for Waiver of Authorization and/or Consent NYU School of Medicine IRB HRPP

*/o proceed with a waiver meeting the above criteiia, each subject must be asked whether they wish documentatio  linki g them to your   
study. You mu t include this In your descil tion of the consent process in II.A (above) and in your protocol.

I assure the IRB that the p otected health infonvalion which I have detaile  in this Waiver of i
Authorization and/or Consent a plication will not be reused (i.e.: used other than as described in this |

! a plication) or disclosed to an  person or entity other than those listed above, except as r quired by
law, for aulhotized oversight of this losearch study, or as s ecifically ap roved for use in another
study by the NYU SoM IRB.

t also assure the NYU SoM IRB that (he infonnalion that I provide in (his ap lication is accurate and
com let , and that the PHI that I  equest i  the minimum amount of identifiable health infonnation
nocessaiy for my research  roject >

III. Signatures

Principal Investigator s Signature
Da e 12 .  2 )1. 

Print Name  g
Signature
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