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Section 1 - Preliminaries

Principal Investigator:

"bBpWX[jA�Q*�NmWcb[o(�JA>

Protocol Title:

=e]dBjBl[�L[AWXBbBjWjBed�?eh�Bec[b[ii�I"#+IC#+IH>�P[j[hWdi

IRB Protocol Number:

B-1,-24

Protocol Nickname:

=e]MG;LN�Bec[b[ii

Form Template Version:

l.,-1,--1

Date Prepared:

,.+,.+.,./

Please be advised that this protocol application form has changed as a result of the 2018 Common 
Rule.  There are new questions and sections, and you may be required to provide additional information to 
previous sections.

1a) Is this study considered human research?

S[i�

He�

C�Zed�j�adem�

1b) Please select:

NABi�Bi�Wd�WffbBYWjBed�?eh�W�H"Q�AkcWd�ikXC[Yj�h[i[WhYA�fhejeYeb�



NABi�Bi�W�h[lBiBed�e?�Wd�[nBijBd]�fhejeYeb�

Was this study initially approved prior to January 21, 2019?

��S[i�� ��He

Were you instructed to convert to the 2018 Common Rule Requirements?

��S[i�� ��He

� Section 2 - Research Subjects

 2a) What is the total planned number of VA-consented subjects?

Include the total number of subjects who will prospectively agree to participate in the study (e.g., documented 
consent, oral consent, or other).

54

 2b) What is the total number of VA subjects who WILL NOT be consented?

Include the total number of subjects that will be included without consent (e.g., chart review).  Note: Data about 
people are still considered “human subjects” by the IRB, so even if you do not intend to contact the patients 
whose charts you will review, you still should enter the number of charts as your “planned subjects."

,

� Section 2.1 Consented Subject Groups

2.1) For each of the subject categories listed below, indicate whether or not these subject groups will 
participate in the study: 

2.1a) Children under the age of 18
Note:   If neonates or children will be involved in this study, certification by the Medical Center Director will be 
required. Only minimal risk research may be performed with children.  Only non-invasive monitoring and/or 
prospective observational and retrospective record review studies that are minimal risk can be conducted in VA 
involving neonates.

��S[i�� ��He

2.1b) Pregnant women

�S[i�� �He

2.1c) Individuals with cognitive/decisional impairment

�S[i�� �He

2.1d) Non-English-speaking individuals

��S[i�� ��He

2.1e) Prisoners of War (explicitly targeting this group)

��S[i�� ��He

2.1f) Non-Veterans (Note: Justification for inclusion of non-Veterans will be required)

��S[i�� ��He

2.1g) Incarcerated individuals (Note: VA CRADO approval will be required)

��S[i�� ��He

2.1h) VA employees - including VA paid, IPA, or WOC (Note: Union review and authorization may be 
required)



��S[i�� ��He

2.1i) Students of the institution (e.g., resident trainees) or of the investigator

��S[i�� ��He

2.1j) Patients with cancer (or high cancer risk) [explicitly targeting this group]

��S[i�� ��He

� Section 3 - Study Features   (these items default to "No" for convenience)

  3) This section consists of several Yes/No questions addressing protocol characteristics.     Click on Save and 
.Continue

� Section 3.1 Protocol Basics

Select all that apply

3.1a) The research  the participant.intends to change

�S[i�� �He

3.1b)  with living participants to collect data or specimens with no intent to change them.Interactions

��S[i�� ��He

3.1c) This is a study that  has any  never subject contact and does not collect subject identifiers

��S[i�� ��He

3.1d) This is a study involving retrospective or prospective medical records.chart review 

��S[i�� ��He

3.1e) This is a study occurring in-part or in-full at other locations.multi-site 

��S[i�� ��He

3.1f) There is an  component to this research. international International research includes sending or receiving 
human derived data or specimens (identifiable, limited data set, coded, or deidentified) to or from an 
international source.  International research does not include studies in which VA is only one of multiple 
participating sites where the overall study-wide PI is not a VA investigator.

��S[i�� ��He

3.1g) This study includes  (not including VA-leased space or CBOC clinics) conducted off-station activity
under VASDHS IRB approval.  Note: this does not include research conducted by a collaborator at their home 
institution under their institutional approval.

��S[i�� ��He

3.1h) VA subjects will  in part or in full  (not including VA-leased space or participate at other locations
clinics) under VASDHS IRB approval. Note: if this study involves remote participation of subjects, please 
indicate "no" and describe their remote participation in section 9 of the application.  This question is intended 
to understand whether participants must physically go to a non-VA location to participate in this VA research 
study. 

��S[i�� ��He

� Section 3.2 Specimen Use and Data Repository

Indicate whether or not each of the following applies to this protocol



3.2a) Involves specimens that are left over from pathological or diagnostic testing ( )non-research specimens

��S[i�� ��He

3.2b) Involves  purposes specimens collected for research only

��S[i�� ��He

3.2c) This study includes  (specimens are retained for use outside of the purposes of this specimen banking
protocol)

��S[i�� ��He

3.2d) The study involves genotyping or other DNA genetic analysis

��S[i�� ��He

3.2e) Biological will be sent outside of the VA. specimens/material 

��S[i�� ��He

3.2f) A  is maintained (data are retained after completion of the protocol for other uses, data repository
 see  before checking "yes")IMPORTANT: ?

��S[i�� ��He

3.2g)  of the VA (identifiable, coded, limited data set, or deidentified)Data will be shared outside 

��S[i�� ��He

� Section 3.3 Treatment and Clinical Trials

Indicate whether or not each of the following applies to this protocol

3.3a) Includes a  component (a research treatment)treatment

�S[i�� �He

3.3b) Study is a   clinical trial. Note:  A clinical trial is a research study in which one or more human subjects 
are  (which may include placebo or other control) to prospectively assigned to one or more interventions
evaluate the effects of the interventions on biomedical or behavioral health-related outcomes.

�S[i�� �He

3.3c) Has a data safety monitoring board ( or data safety monitoring committee.DSMB) 

��S[i�� ��He

3.3d) Has a  (but not a DSMB) (this is not the data security plan, it is a safety plan).data safety monitoring plan

�S[i�� �He

� Section 3.4 Drugs and Devices

Indicate whether or not each of the following applies to this protocol

3.4a)  that require  action such as an Investigational New Drug (IND) approval or exemption or 510Drugs FDA
(k) approval.

��S[i�� ��He

3.4b) Other drugs, supplement, etc. that action for inclusion in the study. do not require FDA 

��S[i�� ��He

3.4c) Medical  IDE approval or waiverdevices requiring FDA



��S[i�� ��He

3.4d)  medical  Other devices

��S[i�� ��He

� Section 3.5 Risk and Hazards

Indicate whether or not each of the following applies to this protocol

3.5a) Study places subjects at (do not include risks that are due to standard care)greater than minimal risk 

��S[i�� ��He

3.5b) Human subjects are exposed to  (do not include standard care).radioisotopes

��S[i�� ��He

3.5c) Subjects have other  (e.g., x-rays) (do not include standard clinical use).radiation exposure

��S[i�� ��He

3.5d) Target population has psychiatric diagnosis or behavioral complaint.

�S[i�� �He

� Section 3.6 Clinical Facilities and Standard Care

Indicate whether or not each of the following applies to this protocol

3.6a) Study  (e.g., adds required tests run in the VA lab for study purposes; research uses VA clinical services
procedures concurrent with clinical care)

��S[i�� ��He

3.6b) Includes procedures or drugs that will be considered part of standard care.

��S[i�� ��He

3.6c) Involves purposes.lab tests done for research 

��S[i�� ��He

� Section 3.7 Subject Expenses and Compensation

Indicate whether or not each of the following applies to this protocol

3.7a) There may be expense or added or the subject's insurance.costs to the subject 

��S[i�� ��He

3.7b) This is a  and subjects may be billed for study drugs or procedures.qualifying cancer treatment trial

��S[i�� ��He

3.7c) This is a cancer treatment trial but  for study drugs or procedures.subjects will not be billed

��S[i�� ��He

3.7d) Subjects will be (either in cash or other means such as a gift certificate). compensated 

�S[i�� �He



� Section 3.8 Subject Activities

Indicate whether or not each of the following applies to this protocol

3.8a) Involves  completed by subjectssurveys or questionnaires

�S[i�� �He

3.8b) Includes the use of  such as flyers, advertisements, or lettersrecruitment materials

�S[i�� �He

3.8c) Involves facial  or audio or video of photographs recordings patients

�S[i�� �He

� Section 3.9 Sponsors and Collaboration

Indicate whether or not each of the following applies to this protocol

3.9a) This research is a funded research project (commercial (industry) sponsor, NIH, VA, other).

��S[i�� ��He

3.9b) Other is provided (e.g., drugs or supplies).commercial (industry) non-financial support 

��S[i�� ��He

3.9d) The protocol has  involvement (e.g., subjects or funding).Department of Defense

��S[i�� ��He

3.9c) The PI or other study staff member has a financial interest or other related to  real or potential conflict 
this study.

��S[i�� ��He

3.9e) This study involves research activities (research conducted at other institutions under the c llaborative o
authorities or approvals of the other institution/s). Note: this may include other VA and/or non-VA institutions, 
but does not include off-site VA research.

��S[i�� ��He

� Section 4 - Estimated Duration

4) What is the estimated duration of the entire study?  (From IRB approval to IRB closure)

1�o[Whi

� Section 5 - Lay Language Summary

5) Provide a summary or synopsis of the proposed study using non-technical language (not more than 1 
paragraph)

=e]dBjBl[�BcfWBhc[dji�Wh[�fh[i[dj�Bd�kf�je�4,��e?�Aec[b[ii�BdZBlBZkWbi(�WdZ�cWo�YedjhBXkj[�je�
Aec[b[iid[ii�Bd�I"#+IC#+IH>�P[j[hWdi*�Q[�fhefei[�je�Bdl[ijB]Wj[�jA[i[�Biik[i�Bd�Aec[b[ii(�
jh[Wjc[dj)i[[aBd]�h[jkhdBd]�P[j[hWdi(�mAe�Wh]kWXbo�?WY[�ckbjBfb[�fej[djBWb�XWhhB[hi�je�h[Yel[ho�
WdZ�h[Bdj[]hWjBed(�WdZ�mBjA�mAec�m[�AWl[�jA[�]h[Wj[ij�effehjkdBjo�je�fh[l[dj�bed])j[hc�
Aec[b[iid[ii*�Q[�fbWd�je�YedZkYj�W�-1)m[[a�hWdZecBp[Z�Yedjhebb[Z�jhBWb�e?�Wd�[lBZ[dY[)XWi[Z(�
-,)m[[a�=ecf[diWjeho�=e]dBjBl[�NhWBdBd]�$==N%�Bdj[hl[djBed�li*�Wd�[ZkYWjBed�Yedjheb�YedZBjBed�
je�[nWcBd[�jA[�[??[Yji�e?�Ye]dBjBl[�h[AWXBbBjWjBed�Bd�jABi�P[j[hWd�fefkbWjBed*�NA[i[�Bdj[hl[djBedi�



YWd�X[�e??[h[Z�[BjA[h�Bd)f[hied�$Bd�YbBdBY%�eh�lBW�Aec[)XWi[Z�lBZ[e�j[b[c[ZBYBd[�$B*[*(�P;�PBZ[e�
=edd[Yj%(�Z[f[dZBd]�kfed�fWjB[djiu�fh[?[h[dY[i�eh�B?�h[gkBh[Z�Bd�jA[�mWa[�e?�jA[�YehedWlBhki�
fWdZ[cBY*�Q[�[nf[Yj�==N)WiieYBWj[Z�Bcfhel[c[dji�Bd�Ye]dBjBed�WdZ�?kdYjBedWb�iaBbbi�WdZ�
][d[hWbBpWjBed�je�h[ZkY[Z�b[l[bi�e?�ZBiWXBbBjo(�Wbed]�mBjA�Bcfhel[Z�YecckdBjo�h[Bdj[]hWjBed�
ekjYec[i*�<o�Wjj[dZBd]�je�WdZ�jh[WjBd]�Ye]dBjBl[�BcfWBhc[dji(�m[�YWd�fej[djBWbbo�fh[l[dj�?kjkh[�
Aec[b[iid[ii�WdZ�Bji�d[]WjBl[�A[WbjA�Yedi[gk[dY[i(�h[ikbjBd]�Bd�XejA�A[WbjAYWh[�Yeij�iWlBd]i�
WdZ�Bcfhel[Z�gkWbBjo�e?�bB?[�?eh�P[j[hWdi*

� Section 6 - Specific Aims

6) Provide a statement of specific aims and  that serve as the basis for this protocol.  Emphasize hypotheses
those aspects that justify the use of human subjects.

;Bc�-*�Cdl[ijB]Wj[�jA[�[??BYWYo�e?�Ye]dBjBl[�h[AWXBbBjWjBed�Bd�Aec[b[ii�h[jkhdBd]�l[j[hWdi�mBjA�
c[djWb�A[WbjA�YedZBjBedi�WdZ�Ye]dBjBl[�BcfWBhc[dj�Xo�YedZkYjBd]�W�hWdZecBp[Z�Yedjhebb[Z�jhBWb�e?�
=ecf[diWjeho�=e]dBjBl[�NhWBdBd]�$==N%�li*�[ZkYWjBed�Yedjheb�?eh�-,�m[[ai(�mBjA�W�1)m[[a�?ebbem)
kf(�?ebbem[Z�Xo�-�o[Wh�e?�cedjAbo�feij)ZBiYAWh][�?ebbem)kf�fAed[�YWbbi�je�Wii[ii�YecckdBjo�
h[Bdj[]hWjBed�ekjYec[i*�
B-W6�JeiBjBl[�==N)WiieYBWj[Z�[??[Yji�ed�Ye]dBjBed(�?kdYjBedWb�YWfWYBjo�$Ye)fhBcWho�ekjYec[i%(�
WdZ�ZBiWXBbBjo�mBbb�[c[h][�el[h�jA[�-1)m[[a�ijkZo*�
B-X6�JeiBjBl[�==N)WiieYBWj[Z�[??[Yji�ed�YecckdBjo�h[Bdj[]hWjBed�ekjYec[i�$AekiBd]�ijWXBbBjo(�
fWhjBYBfWjBed�Bd�[cfbeoc[dj+[ZkYWjBed(�A[WbjAYWh[�WffeBdjc[dj�Wjj[dZWdY[%�mBbb�X[�Z[j[Yj[Z�Wj�
jA[�[dZ�e?�jA[�-)o[Wh�?ebbem)kf*

;Bc�.*�Cdl[ijB]Wj[�c[YAWdBici�e?�==N�[??[Yji*
B.6�Ccfhel[Z�Ye]dBjBed�WdZ�Ye]dBjBl[�ijhWj[]o�ki[�mBbb�c[ZBWj[�Bcfhel[c[dji�Bd�?kdYjBedWb�
YWfWYBjo(�ZBiWXBbBjo(�WdZ�YecckdBjo�h[Bdj[]hWjBed*

"nfbehWjeho�;Bc�/*�Cdl[ijB]Wj[�ceZ[hWjehi�e?�==N�[??[Yji*�
Jh[i[dY[�WdZ�i[l[hBjo�e?�JNM>(�Z[fh[iiBed(�ABijeho�e?�ikXijWdY[�WXki[(�WdZ�N<C(�Wi�m[bb�Wi�
ZkhWjBed�e?�Aec[b[iid[ii�WdZ�XWi[bBd[�Ye]dBjBl[�?kdYjBedBd](�mBbb�X[�[nfbeh[Z�Wi�fej[djBWb�
ceZ[hWjehi�e?�==N�[??[Yji*

� Section 7 - Background and Significance

7) Provide a succinct discussion of relevant background information to justify performing the proposed study.

"dZBd]�Aec[b[iid[ii�Wced]�P[j[hWdi�Bi�W�dWjBedWb�fhBehBjo*�;bjAek]A�jA[h[�Bi�]h[Wj�A[j[he][d[Bjo�
Bd�Aec[b[ii�P[j[hWdi(�jA[�fWjAmWo�je�Aec[b[iid[ii�?h[gk[djbo�Bdlebl[i�W�?WBbkh[�Bd�fbWddBd](�
fheXb[c)ieblBd](�eh�XejA*�JbWddBd]�WdZ�fheXb[c)ieblBd]�Wh[�[n[YkjBl[�?kdYjBedi�Z[f[dZ[dj�kfed�
BdjWYj�XhWBd�?kdYjBedBd](�WdZ�jA[i[�WdZ�ejA[h�d[kheYe]dBjBl[�WXBbBjB[i�cWo�X[�BcfWBh[Z�Bd�kf�je�
4,��e?�Aec[b[ii�BdZBlBZkWbi(�W??[YjBd]�jA[Bh�eh]WdBpWjBed(�CkZ]c[dj(�Z[YBiBed)cWaBd](�WdZ�WXBbBjo�
je�X[d[?Bj�?hec�fioYAeieYBWb�Bdj[hl[djBedi*�>B??BYkbjo�mBjA�fbWddBd](�eh]WdBpWjBed(�WdZ�b[WhdBd]
+c[ceho�YWd�Bdj[h?[h[�mBjA�jA[�jWiai�d[Y[iiWho�je�ikijWBd�BdYec[�je�ikffehj�AekiBd](�Wi�m[bb�Wi�
je�dWlB]Wj[(�WYY[ii(�WdZ�ikijWBd�[d]W][c[dj�Bd�h[AWXBbBjWjBl[�[??ehji�je�h[Bdj[]hWjBed*�NAki(�
Ye]dBjBl[�BcfWBhc[dj�cWo�X[�Wd�kdZ[hWffh[YBWj[Z�o[j�f[hlWiBl[�XWhhB[h�je�[??ehji�jemWhZ�[dZBd]�
Aec[b[iid[ii*�=Wki[i�e?�Ye]dBjBl[�BcfWBhc[dj�Bd�Aec[b[ii�BdZBlBZkWbi�BdYbkZ[�jhWkcWjBY�XhWBd�
BdCkho�$N<C%(�fioYABWjhBY�Bbbd[ii(�ikXijWdY[�WXki[(�WdZ�ejA[h�c[ZBYWb�YedZBjBedi*�=e]dBjBl[�
BcfWBhc[dj�Wff[Whi�je�Bdj[hWYj�mBjA�jA[i[�YedZBjBedi�je�h[ikbj�Bd�feeh�AekiBd]�ekjYec[i(�feeh�
jh[Wjc[dj�WZA[h[dY[(�WdZ�hBia�e?�YedjBdk[Z�Aec[b[iid[ii*�H[khefioYAebe]BYWb�Wii[iic[dj�je�
BZ[djB?o�Ye]dBjBl[�ijh[d]jAi�WdZ�m[Wad[ii[i�Bi�dej�Yecced�Bd�Aec[b[ii�i[hlBY[i(�Xkj�
BZ[djB?BYWjBed�e?�Ye]dBjBl[�BcfWBhc[dji�mekbZ�Wbie�BZ[djB?o�P[j[hWdi�?eh�mAec�Ye]dBjBl[�jhWBdBd]�eh�
Ye]dBjBl[bo)WZWfj[Z�fioYAeieYBWb�Bdj[hl[djBedi�mekbZ�X[�X[d[?BYBWb*�=e]dBjBl[�h[AWXBbBjWjBed�Bd�jA[�
i[jjBd]�e?�Aec[b[ii�i[hlBY[i�Bi�Wbie�dej�Yecced(�mBjA�de�ademd�ijkZB[i�je�ZWj[*
�
Q[�AWl[�W�]ebZ[d�effehjkdBjo�je�WZZh[ii�jA[i[�h[i[WhYA�]Wfi�Xo�ijkZoBd]�P[j[hWdi�Wj�jA[�;ifBh[�
=[dj[h(�W�0,)X[Z�P;�L[iBZ[djBWb�L[AWXBbBjWjBed�Nh[Wjc[dj�Jhe]hWc�$ZecBYBbBWho%�i[hlBd]�Aec[b[ii�
h[jkhdBd]�P[j[hWdi�mBjA�c[djWb�A[WbjA�YedZBjBedi�$fioYABWjhBY�Bbbd[ii(�ikXijWdY[�WXki[(�WdZ�
jhWkcWjBY�XhWBd�BdCkhB[i%*�<o�Wjj[dZBd]�je�WdZ�jh[WjBd]�jA[�Ye]dBjBl[�BcfWBhc[dji�jAWj�cWdo�e?�
jA[i[�P[j[hWdi�mBbb�AWl[(�m[�YWd�Wbj[h�jA[�Yekhi[�e?�jA[�P[j[hWdiu�jhWC[YjehB[i�WdZ�fh[l[dj�?kjkh[�
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� Section 9 - Design and Methods

9) Describe the research design and the procedures to be used to accomplish the specific aims of the 
project.  Provide a precise description of the planned data collection (include what systems or databases will 
be used/accessed to gather data), analysis and interpretation.  For chart review studies, include the timeframe 
of collection.  Address sample size, inclusion of women and minorities.  Define in clear terms exactly what will 

 be done to the human subjects.
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saccadic metrics are able to reliably capture unique aspects of attention and executive performance 
(Ettenhofer, Hershaw & Barry, 2016), and may be sensitive chronic impairments associated with mild 
TBI (Ettenhofer & Barry, 2016).
�
;i�Wd�Wii[iic[dj�e?�[l[hoZWo�?kdYjBedWb�YWfWYBjo(�m[�mBbb�WZcBdBij[h�jA[�O=M>�J[h?ehcWdY[)
<Wi[Z�MaBbbi�;ii[iic[dj)<hB[?�$OJM;)<7�GWkiXWYA�[j�Wb*(�.,,3%(�mABYA�Wii[ii[i�?kdYjBedWb�iaBbbi�
Bd�YecckdBYWjBed�WdZ�?BdWdYBWb�cWdW][c[dj*�MYeh[i�ed�jA[�OJM;)<(�[if[YBWbbo�W�Ykje??�iYeh[�e?�
2,�ekj�e?�-,,�feBdji(�AWl[�X[[d�iAemd�je�ZBijBd]kBiA�X[jm[[d�jAei[�bBlBd]�BdZ[f[dZ[djbo�li*�
bBlBd]�Bd�ikffehj[Z�i[jjBd]i�Wced]�f[efb[�mBjA�fioYABWjhBY�Bbbd[ii�$GWkiXWYA�[j�Wb*(�.,,37�
GWkiXWYA�[j�Wb*(�.,-,%*�#khjA[hceh[(�jA[�OJM;�AWi�X[[d�ki[Z�Bd�Aec[b[ii�BdZBlBZkWbi�X[?eh[(�
WdZ�Aec[b[iid[ii�mWi�?ekdZ�je�X[�WiieYBWj[Z�mBjA�W�5)feBdj�bem[h�iYeh[�$ekj�e?�-,,�feBdji%�ed�
jA[�OJM;�$Mj[h]Befekbei�[j�Wb*(�.,--%(�[ijWXbBiABd]�Bj�Wi�W�?[WiBXb[�c[Wikh[�mBjA�YedijhkYj�lWbBZBjo*
�
=e]dBjBl[�ijhWj[]o�ki[�mBbb�X[�c[Wikh[Z�mBjA�jA[�=e]dBjBl[�JheXb[ci�WdZ�MjhWj[]B[i�;ii[iic[dj�
$=JM;7�NmWcb[o�[j�Wb*(�.,-.%(�W�c[Wikh[�ZBh[Yjbo�Wii[iiBd]�jA[�ki[�e?�Yecf[diWjeho�ijhWj[]B[i�
jWk]Aj�Bd�==N*
�
JioYABWjhBY�iocfjec�i[l[hBjo�mBbb�X[�c[Wikh[Z�mBjA�jA[�JNM>�=A[YabBij)GBbBjWho�P[hiBed�
$Q[WjA[hi�[j�Wb*(�-55-%(�jA[�JWjB[dj�B[WbjA�Kk[ijBeddWBh[)5�$Ehe[da[�[j�Wb*(�.,,-%(�jA[�
H[kheX[AWlBehWb�Mocfjec�Cdl[djeho�$=BY[hed[�"�EWbcWh(�-551%(�WdZ�jA[�CdiecdBW�M[l[hBjo�



CdZ[n�$<WijB[d�[j�Wb*(�.,,-%(�Wi�c[Wikh[i�e?�JNM>(�Z[fh[iiBed(�d[kheX[AWlBehWb�iocfjeci(�WdZ�
BdiecdBW�iocfjec�i[l[hBjo(�h[if[YjBl[bo*�;bb�Wh[�XhB[?�]ebZ)ijWdZWhZ�c[Wikh[i�jAWj�Wh[�ki[Z�
hekjBd[bo�Wj�;ifBh[�=[dj[h�BdjWa[*
�
NA[�h[bWj[Z�YedijhkYji�e?�ZBiWXBbBjo(�YecckdBjo�Bdj[]hWjBed(�WdZ�gkWbBjo�e?�bB?[�mBbb�X[�Wii[ii[Z�Xo�
jA[�QehbZ�B[WbjA�Ih]WdBpWjBed�>BiWXBbBjo�;ii[iic[dj�MYWb[�.*,�$QBI>;M�.*,7�QBI(�.,-.%(�jA[�
QBIKIF)<L"#�$QBI(�-554%�WdZ�jA[�=ecckdBjo�L[Bdj[]hWjBed�e?�M[hlBY[�G[cX[hi)=ecfkj[h�
;ZWfjBl[�N[ij�$=LCM)=;N7�L[idBa�[j�Wb*(�.,-.%(�jAh[[�XhB[?(�m[bb)lWbBZWj[Z�c[Wikh[i*�NA[�=LCM)
=;N�Bi�W�i[b?)WZcBdBij[h[Z�Yecfkj[h�WZWfjBl[�j[ij�if[YB?BYWbbo�Z[iB]d[Z�?eh�cBbBjWho�WdZ�P[j[hWd�
fefkbWjBedi7�jA[�WkjAehi�AWl[�eXjWBd[Z�f[hcBiiBed�?eh�jA[�=LCM)=;N�je�X[�WlWBbWXb[�ed�P;�
Yecfkj[hi*
�
Q[�mBbb�Wbie�c[Wikh[�A[Whj�hWj[�lWhBWXBbBjo�lBW�W�XhB[?�$1�cBdkj[%�A[Whj�hWj[�cedBjeh�j[ij*�B[Whj�
hWj[�lWhBWXBbBjo�cWo�X[�W�fh[ZBYjeh�e?�ekjYec[�Bd�jABi�fefkbWjBed*�
�
NWXb[�/*�MjkZo�G[Wikh[i

5C?QSPC ,MLQRPSAR��QQCQQC%
�GKC�
 KGL�

QWhhBeh�;ZcBdBij[h[Z�L[jheif[YjBl[�
=WikWbjo�;ii[iic[dj�Neeb

BBijeho�e?�N<C

1�
$XWi[bB
d[�
edbo%

QBZ[�LWd][�;YAB[l[c[dj�N[ij)0�L[WZBd] L[WZBd]�WXBbBjo�$fh[cehXBZ�CK�[ijBcWj[%

1�
$XWi[bB
d[�
edbo%

N[ij�e?�G[ceho�GWbBd][hBd] N[ij)jWaBd]�[??ehj -,

G;NLC=M�=edi[diki�=e]dBjBl[�<Wjj[ho�
$i[[�NWXb[�0%

H[khefioYAebe]BYWb�?kdYjBedBd]�$i[[�ZecWBdi�
Bd�NWXb[�0%

2,

;ZZBjBedWb�j[iji6�>)E"#M�P[hXWb�#bk[dYo(�
=ebeh)QehZ�Cdj[h?[h[dY[(�<";G(�A[Whj�hWj[�
lWhBWXBbBjo

"n[YkjBl[�?kdYjBedBd]�j[iji�c[WikhBd]�
Ye]dBjBl[�?b[nBXBbBjo(�BdABXBjBed(�Wjj[djBed7�
A[Whj�hWj[�lWhBWXBbBjo

.1

NhWBb�GWaBd]�N[ij(�JWhj�< ;ZZBjBedWb�[n[YkjBl[�?kdYjBedBd]�j[ij 1

O=M>�J[h?ehcWdY[)<Wi[Z�MaBbbi�
;ii[iic[dj)<hB[?

#kdYjBedWb�YWfWYBjo -,

=e]dBjBl[�JheXb[ci�WdZ�MjhWj[]B[i�
;ii[iic[dj&

M[b?)h[fehj[Z�Ye]dBjBl[�fheXb[ci�WdZ�
ijhWj[]o�ki[

1

JNM>�=A[YabBij)1& JNM>�iocfjec�i[l[hBjo /

JWjB[dj�B[WbjA�Kk[ijBeddWBh[)5& >[fh[iiBl[�iocfjec�i[l[hBjo .

H[kheX[AWlBehWb�Mocfjec�Cdl[djeho& H[kheX[AWlBehWb�iocfjec�i[l[hBjo /

CdiecdBW�M[l[hBjo�CdZ[n& CdiecdBW�iocfjec�i[l[hBjo .

QBI>;M�.*,& >BiWXBbBjo�WdZ�YecckdBjo�Bdj[]hWjBed 3

QBIKIF)<L"#& KkWbBjo�e?�bB?[ .

=ecckdBjo�L[Bdj[]hWjBed�e?�
M[hlBY[c[cX[hi)=ecfkj[h�;ZWfjBl[�N[ij

=ecckdBjo�h[Bdj[]hWjBed -,

�
Hej[�jAWj�Wii[iic[dji�cWha[Z�mBjA�&�WXel[�mBbb�X[�WZcBdBij[h[Z�lBW�[MYh[[dBd]*
NA[�[b[YjhedBY�iYh[[dBd]�fWYa[j�$B*[*(�jA[�jWXb[j�WdZ�ie?jmWh[%�mWi�Z[l[bef[Z�Xo�tNhBfb[�Bt(�W�
NhWdi?ehcWjBed�Nm[djo�Id[�NejWb�N[YAdebe]o�$N0%�fhBc[�YedjhWYjeh(��WdZ�Wffhel[Z�?eh�ki[�Xo�jA[�
P;M>BM�CMI�$Gh*�D[ii[�=AhBijcWi%�WdZ�=CI�$Gh*�>Whho[b�MBccedi%�WdZ�H[jmeha�..�=CI�$LWdZo�
KkBdjed%�ed�Hel[cX[h�.-(�.,-.�$i[[�WjjWYA[Z�LBia�<Wi[Z�>[YBiBed�G[ce7�dej[6�WbjAek]A�jA[�
L<>G�ZBW]hWci�PBij;�Yedd[YjBlBjo(�jABi�fhejeYeb�Ze[i�dej�kjBbBp[�jABi�?[Wjkh[%*
>WjW�?hec�jA[�iYh[[dBd]�fWYa[ji�mBbb�X[�Z[)BZ[djB?B[Z�mBjA�W�YeZ[�WdZ�[dj[h[Z�Bdje�W�i[Ykh[�
ZWjWXWi[�ed�jA[�P;�i[hl[h�?eh�WdWboiBi*
�
NWXb[�0*�G==<�N[iji�WdZ�>[iYhBfjBedi

�MK?G
L

�CQR �CQAPGNRGML

Mf[[Z�
e?�
fheY[iiB
d]

<;=M�MocXeb)=eZBd]
;dBcWb�HWcBd]
NhWBb�GWaBd]�N[ij6�JWhj�;

NBc[Z�Bd�mABYA�h[ifedZ[dj�ki[i�W�a[o�je�mhBj[�ZB]Bji�
Yehh[ifedZBd]�je�iocXebi
IhWb�j[ij�Bd�mABYA�h[ifedZ[dj�dWc[i�Wi�cWdo�WdBcWbi�Wi�
iA[+A[�YWd�Bd�-�cBdkj[
NBc[Z�j[ij�h[gkBhBd]�ZhWmBd]�W�bBd[�je�Yedd[Yj�
Yedi[YkjBl[bo�dkcX[h[Z�YBhYb[i



;jj[djBe
d+�
PB]BbWdY
[

=edjBdkeki�J[h?ehcWdY[�N[ij)
CZ[djBYWb�JWBhi

=ecfkj[h)WZcBdBij[h[Z�c[Wikh[�e?�ikijWBd[Z�Wjj[djBed�Bd�
mABYA�h[ifedZ[dj�fh[ii[i�W�h[ifedi[�Xkjjed�je�
Yedi[YkjBl[�cWjYABd]�dkcX[hi

QehaBd]
c[ceho

QGM)CCC�MfWjBWb�MfWd
F[jj[h)HkcX[h�MfWd

L[ifedZ[dj�jWfi�YkX[i�Bd�iWc[�$eh�h[l[hi[%�i[gk[dY[�Wi�
j[ij�WZcBdBijhWjeh
IhWb�j[ij�Bd�mABYA�h[ifedZ[dj�c[djWbbo�h[ehZ[hi�ijhBd]i�e?�
dkcX[h�WdZ�b[jj[hi

P[hXWb�
b[WhdBd]

BefaBdi�P[hXWb�F[WhdBd]�N[ij)
L[lBi[Z�$BPFN)L%

IhWb�bBij)b[WhdBd]�jWia�h[gkBhBd]�WYgkBiBjBed�e?�W�bBij�e?�-.�
mehZi�?hec�/�YWj[]ehB[i�el[h�/�jhBWbi

PBikWb�
b[WhdBd]

<hB[?�PBikeifWjBWb�G[ceho�
N[ij)L[lBi[Z�$<PGN)L%

;�j[ij�jAWj�Bdlebl[i�b[WhdBd]�WdZ�h[fheZkYBd]�iBn�
][ec[jhBY�?B]kh[i�?hec�c[ceho

L[WiedB
d]+
fheX*�
iebl*

H[khefioYAebe]BYWb�
;ii[iic[dj�<Wjj[ho�$H;<%�
GWp[i

M[l[d�jBc[Z�fWf[h)WdZ)f[dYBb�cWp[i�e?�BdYh[WiBd]�
ZB??BYkbjo�jAWj�c[Wikh[�?eh[iB]Aj�WdZ�fbWddBd]

MeYBWb�
Ye]dBjBe
d

GWo[h)MWbel[o)=Whkie�
"cejBedWb�Cdj[bbB][dY[�N[ij6�
GWdW]Bd]�"cejBedi

JWf[h)WdZ)f[dYBb�ckbjBfb[)YAeBY[�j[ij�jAWj�Wii[ii[i�Aem�
f[efb[�cWdW][�jA[Bh�[cejBedi

�
�CQGEL�,MLQG%CP?RGMLQ
Ikh�h[i[WhYA�Z[iB]d�fkhfei[bo�BdYbkZ[i�Wbb�;ifBh[�=[dj[h�h[iBZ[dji�mBjA�Ye]dBjBl[�BcfWBhc[dj*�Q[�
h[Ye]dBp[�jAWj�jA[�[jBebe]B[i�e?�ikYA�BcfWBhc[dj�cWo�ZB??[h�X[jm[[d�BdZBlBZkWbi(�Xkj�m[�Wh[�
jWaBd]�W�jhWdi)ZBW]deijBY�WffheWYA�Bd�jABi�fhWYjBYWb�YbBdBYWb�jhBWb�ie�jA[�h[ikbji�mBbb�X[�Wi�
][d[hWbBpWXb[�Wi�feiiBXb[�je�jA[�fefkbWjBed�e?�Aec[b[ii(�jh[Wjc[dj)i[[aBd]�I+I+I�P[j[hWdi�mBjA�
c[djWb�A[WbjA�YedZBjBedi�WdZ�Ye]dBjBl[�BcfWBhc[dj*�Cd�a[[fBd]�mBjA�ekh�fhW]cWjBY�]eWbi(�m[�
YAei[�dej�je�h[ijhBYj�jA[�iWcfb[�mBjA�h[]WhZ�je�jof[i�e?�c[djWb�A[WbjA�YedZBjBedi(�jof[i�e?�
Ye]dBjBl[�BcfWBhc[dj(�jof[i�e?�c[ZBYWjBedi(�WdZ�ie�ed*�NA[i[�?WYjehi�cWo�W??[Yj�jA[�Ye]dBjBl[�
fhe?Bb[i�e?�jA[�fWhjBYBfWdji(�Wi�m[bb�Wi�jA[Bh�h[ifedi[�je�==N(�Aem[l[h(�ekh�?Bhij�]eWb�Bd�jABi�fBbej�
jhBWb�Bd�W�d[m�fefkbWjBed�Bi�je�i[[�B?�==N�mehai7�jAki(�ekh�fhBcWho�]eWb�Bi�je�[nWcBd[�[??BYWYo�
XheWZbo*�C?�jA[�hWdZecBp[Z�]hekfi�ZB??[h�mBjA�h[]WhZ�je�c[djWb�A[WbjA�YedZBjBedi(�jof[i�eh�b[l[b�e?�
Ye]dBjBl[�BcfWBhc[dj(�jof[i�e?�c[ZBYWjBedi(�WdZ�ie�ed(�m[�mBbb�jWa[�jAei[�ZB??[h[dY[i�Bdje�WYYekdj�
Bd�ekh�WdWboi[i(�WdZ�m[�mBbb�WZZBjBedWbbo�[nWcBd[�ceZ[hWjehi�e?�jh[Wjc[dj�ekjYec[*�QBjA�h[]WhZ�
je�jA[�Yedjheb�]hekf(�m[�YediBZ[h[Z�W�mWBj)bBij�Yedjheb�]hekf(�Xkj�h[C[Yj[Z�jAWj�efjBed�X[YWki[�Bj�
Ze[i�dej�Yedjheb�?eh�jA[hWfBij�jBc[�WdZ�Wjj[djBed(�cWo�BdjheZkY[�YeAehj�[??[Yji(�WdZ�mekbZ�X[�
BcfhWYjBYWb�Bd�W�h[iBZ[djBWb�i[jjBd]�mA[h[�fWhjBYBfWdji�Bd�jA[�mWBj)bBij�]hekf�YekbZ�X[�ZBiYAWh][Z�
X[?eh[�jA[o�m[h[�WXb[�je�fWhjBYBfWj[�Bd�==N*�Q[�Wbie�YediBZ[h[Z�W�jh[Wjc[dj�Wi�kikWb�Yedjheb�
]hekf(�Xkj�h[C[Yj[Z�jAWj�efjBed�X[YWki[�Bj�Ze[i�dej�Yedjheb�?eh�jA[hWfBij�jBc[�WdZ�Wjj[djBed*�
NA[h[?eh[(�m[�Z[iB]d[Z�jA[�BebBijBY�=e]dBjBl[�"ZkYWjBed�Yedjheb�]hekf�jAWj�mBbb�Yedjheb�?eh�jA[i[�
fej[djBWb�Yed?ekdZi*
�
�S?-GRW��QQSP?LAC
NA[�JC�mBbb�jhWBd�WdZ�ikf[hlBi[�jA[�h[i[WhYA�ijW??�Yebb[YjBd]�ZWjW�lBW�eXi[hlWjBed�e?�jA[�
Wii[iic[dj�i[iiBedi�e?�jA[�?Bhij�-,�ikXC[Yji�[dhebb[Z�WdZ�?khjA[h�eXi[hlWjBed�e?�ed[�i[iiBed�[l[ho�
jAh[[�cedjAi*�JhejeYeb�WZA[h[dY[�mBbb�X[�[dAWdY[Z�Xo�c[Wdi�e?�Wd�[b[YjhedBY�YWb[dZWh�je�jhWYa�
fWhjBYBfWdj�[dhebbc[dj(�Wii[iic[dj(�WdZ�ZBiYAWh][�ZWj[i(�Wi�m[bb�Wi�je�fheC[Yj�ZWj[i�?eh�jA[�
cedjAbo�feij)ZBiYAWh][�YWbbi*�Nh[Wjc[dj�?BZ[bBjo�mBbb�X[�YWh[?kbbo�cedBjeh[Z�mBjA�fheY[Zkh[i�
Z[iYhBX[Z�WXel[*
�?R?�5?L?ECKCLR�?L%�2LDMPK?RGML��CASPGRW
"b[YjhedBY�ZWjW�mBbb�X[�ijeh[Z�ed�W�i[Ykh[�h[i[WhYA�ZhBl[�ed�ekh�P;�d[jmeha(�WYY[iiBXb[�edbo�je�P;�
h[i[WhYA�f[hiedd[b�WiieYBWj[Z�mBjA�jA[�fhefei[Z�ijkZo*�"b[YjhedBY�h[YehZi�mBbb�BdYbkZ[�W�fWiimehZ)
fhej[Yj[Z�a[o�bBdaBd]�ikXC[Yj�dkcX[hi�mBjA�ikXC[Yj�dWc[i*�JWf[h�h[YehZi�mBbb�X[�YeZ[Z�Xo�ikXC[Yj�
dkcX[h�edbo(�WdZ�mBbb�dej�BdYbkZ[�fWhjBYBfWdj�dWc[i(�mBjA�jA[�[nY[fjBed�e?�Yedi[dj�?ehci(�mABYA�
mBbb�X[�ijeh[Z�i[fWhWj[bo�WdZ�mBbb�BdYbkZ[�dWc[i(�Xkj�de�ikXC[Yj�dkcX[hi*�;bb�fWf[h�h[YehZi�mBbb�X[�
a[fj�Bd�beYa[Z�YWXBd[ji�Bd�W�beYa[Z�heec*�;�Ykijec)jWBbeh[Z�ZWjWXWi[�ioij[c�mBbb�X[�Z[l[bef[Z�?eh�
jABi�fheC[Yj�je�[dikh[�jA[�AB]A[ij�feiiBXb[�ZWjW�h[bBWXBbBjo*�>WjW�[djho�fhe]hWci�mBbb�BdYbkZ[�ZekXb[�
ZWjW�[djho(�Bj[c�fhecfji(�iaBf�fWjj[hdi(�hWd][�YA[Yai(�WdZ�be]BYWb�lWbBZBjo�hekjBd[i*�=edikbjWjBed�
h[]WhZBd]�ZWjW�cWdW][c[dj�WdZ�Bd?ehcWjBed�i[YkhBjo�Biik[i�mBbb�X[�fhelBZ[Z�Xo�>h*�MAWA�
AebiAWd(�mBjA�mAec�>h*�NmWcb[o�AWi�meha[Z�?eh�el[h�-,�o[Whi*
�
�L?-WRGA��-?L�?L%��M8CP��L?-WQCQ
>WjW�WdWboi[i�mBbb�fheY[[Z�Bd�ijW][i(�mBjA�>h*�MAWA�AebiAWd�i[hlBd]�Wi�W�ijWjBijBYWb�YedikbjWdj�
ZkhBd]�jA[�WmWhZ�f[hBeZ*�;j�?Bhij(�Z[iYhBfjBl[�ijWjBijBYi�WdZ�[nfbehWjeho�]hWfABd]�mBbb�X[�ki[Z�je�
Wii[ii�jA[�dehcWbBjo�e?�jA[�ZWjW�Bd�j[hci�e?�jA[�fh[i[dY[�e?�ia[md[ii�WdZ+eh�ekjbB[hi*�NA[�
YedjBdkeki�ekjYec[�ZWjW�mBbb�X[�jhWdi?ehc[Z�B?�d[Y[iiWho�Xo�kiBd]�Wd�WffhefhBWj[�jhWdi?ehcWjBed�
ikYA�Wi�jA[�be]�jhWdi?ehcWjBed�?eh�ia[m[Z�bed]�jWBb[Z�ZWjW*�Q[�mBbb�YA[Ya�je�[dikh[�jAWj�jA[�
hWdZecBpWjBed�meha[Z�WdZ�jA[h[�Wh[�de�iB]dB?BYWdj�ZB??[h[dY[i�X[jm[[d�jA[�[nf[hBc[djWb�WdZ�
Yedjheb�]hekf�ed�Z[ce]hWfABYi(�YbBdBYWb�YAWhWYj[hBijBYi(�WdZ+eh�XWi[bBd[�Ye]dBjBed+?kdYjBedWb�
f[h?ehcWdY[�fhBeh�je�jA[�WdWboi[i*�C?�jA[�]hekfi�Wh[�iB]dB?BYWdjbo�ZB??[h[dj�ed�Wdo�e?�jA[i[�



lWhBWXb[i(�jA[o�mBbb�X[�BdYbkZ[Z�Wi�YelWhBWj[i�Bd�jA[�WdWboi[i*�GBn[Z�"??[Yji�GeZ[bBd]�$Wbie�ademd�
Wi�LWdZec�L[]h[iiBed�GeZ[bBd]�WdZ�BB[hWhYABYWb�FBd[Wh�GeZ[bBd]%�mABYA�jWa[i�WZlWdjW][�e?�Wbb�
[nBijBd]�ZWjW�feBdji�?eh�cBdBcWb�beii�e?�ZWjW(�mBbb�X[�ki[Z�je�WdWbop[�jA[�ZWjW�h[bWj[Z�je�ekh�cWBd�
AofejA[iBi�$B-W%*�NA[h[?eh[(�m[�mBbb�dej�Bcfkj[�cBiiBd]�ZWjW�X[YWki[�ekh�WdWbojBY�c[jAeZ�ki[i�
Wbb�[nBijBd]�ZWjW�feBdji(�BdYbkZBd]�Wbb�ikXC[Yji�mBjA�cBiiBd]�ZWjW�eh�jAei[�mAe�m[h[�j[hcBdWj[Z�
[Whbo�Bd�jA[�ijkZo(�mBjAekj�h[boBd]�ed�ZWjW�BcfkjWjBed�fheY[Zkh[i�$>B]]b[�[j�Wb*(�-5507�FWBhZ�"�
QWh[(�-54.7�B[Z[a[h�[j�Wb*(�-55-%*�NA[�cBn[Z�[??[Yji�WffheWYA�fhelBZ[i�ceh[�Bd?ehcWjBed�WdZ(�
jA[h[?eh[(�ceh[�fem[h�YecfWh[Z�je�Yheii)i[YjBedWb�WdWboi[i�jAWj�?eYki�ed�jA[�WdWboiBi�e?�ed[�
ikccWho�BdZ[n�eh�ceh[�jhWZBjBedWb�WdWbojBY�WffheWYA[i�ikYA�Wi�W�YAWd][�iYeh[(�[dZ)feBdj(�eh�
h[f[Wj[Z�c[Wikh[i�WdWboiBi�e?�lWhBWdY[�$;HIP;%*�Q[�mBbb�Wbie�ki[�fWjj[hd)cBnjkh[�ceZ[bi�je�
Wii[ii�B?�jA[h[�Bi�XBWi�Zk[�je�Zhef�ekj�eh�cBiiBd]�ZWjW*�;i�Z[iYhBX[Z�Xo�B[Z[a[h�WdZ�ABXXedi�
$-553%(�jA[i[�cBn[Z�ceZ[bi�Wbbem�ki�je�Wii[ii�mA[jA[h�BcfehjWdj�[ijBcWj[i�Wh[�Z[f[dZ[dj�ed�
cBiiBd]�ZWjW�fWjj[hdi(�WdZ�fhelBZ[�el[hWbb�[ijBcWj[i�e?�[??[Yji�Xo�Wl[hW]Bd]�el[h�jA[�lWhBeki�
cBiiBd])ZWjW�fWjj[hdi*�Cd�WZZBjBed(�m[�mBbb�YediBZ[h�jA[�[nj[diBed�e?�jA[�JWjj[hd)GBnjkh[�ceZ[bi�
Wi�Z[iYhBX[Z�Xo�Ake�[j�Wb*�$.,,0%(�mABYA�BdYbkZ[i�jA[�BdYehfehWjBed�e?�hWdZec�[??[Yji�Bd�jA[�
fWjj[hd�cBnjkh[�ceZ[b(�WbbemBd]�ikXC[Yj)je)ikXC[Yj�A[j[he][d[Bjo*�GBiiBd]�ZWjW�mBbb�X[�[nWcBd[Z�
je�Wii[ii�hWdZecd[ii*�NA[�fWjj[hd�e?�cBiiBd]�ZWjW�mBbb�X[�[nWcBd[Z�WYYehZBd]�je�jA[�fheY[Zkh[�
h[Yecc[dZ[Z�Xo�FBjjb[�WdZ�LkXBd�$-543%(�mABYA�BdYbkZ[i�YecfWhBd]�]hekf�ZB??[h[dY[i�Bd�jA[�
fhBcWho�ekjYec[i�e?�ikXC[Yji�mBjA�l[hiki�mBjAekj�cBiiBd]�ZWjW*�MJMM�WdZ�M;M�ijWjBijBYWb�
ie?jmWh[�mBbb�X[�ki[Z�je�WdWbop[�jA[�ZWjW*�Nof[�C�[hheh�mBbb�X[�Yedjhebb[Z�Xo�W�<ed?[hhedB�
WZCkijc[dj�je�jA[�WbfAW�f[h�ekjYec[�ZecWBd�?eh�BofejA[i[i�-W�WdZ�-X*�Mf[YB?BY�fbWdi�?eh�j[ijBd]�
[WYA�AofejA[iBi�Wh[�X[bem*
�
1�?)�JeiBjBl[�==N)WiieYBWj[Z�[??[Yji�ed�Ye]dBjBed(�?kdYjBedWb�YWfWYBjo�$Ye)fhBcWho�ekjYec[i%(�
WdZ�ZBiWXBbBjo�mBbb�[c[h][�el[h�jA[�-1)m[[a�ijkZo*
>[f[dZ[dj�lWhBWXb[i6�=e]dBjBed�$]beXWb�Z[?BYBj�iYeh[�UA>MV�YecfeiBj[7�B[Wjed(�[j�Wb*(�-551%(�
OJM;)<�$Ye)fhBcWho�ekjYec[i%(�QBI>;M�.*,*
CdZ[f[dZ[dj�lWhBWXb[i6�Nh[Wjc[dj�]hekf�$==N�li�[ZkYWjBed�Yedjheb%�WdZ�NBc[�$,(�1(�-,(�-1�
m[[ai%*
MjWjBijBYWb�WdWboi[i6�Q[�mBbb�WdWbop[�ZWjW�ed�Wbb�hWdZecBp[Z�ikXC[Yji�mBjA�W�XWi[bBd[�Wii[iic[dj�
WdZ�Wj�b[Wij�ed[�feij)XWi[bBd[�[lWbkWjBed(�kiBd]�cBn[Z�[??[Yji�ceZ[bi(�Z[iYhBX[Z�WXel[*�NA[�
cBn[Z�[??[Yji�ceZ[b�c[jAeZ�fhelBZ[i�Wd�[ijBcWj[�e?�jA[�BdZBlBZkWb�lWhBWXBbBjo�WhekdZ�jA[�
fefkbWjBed�jh[dZ(�jA[�lWhBWXBbBjo�e?�jA[�BdZBlBZkWb�Bdj[hY[fji�$XWi[bBd[�lWbk[i%�WdZ�ibef[i�$YAWd][i�
WYheii�jBc[%(�WdZ�jA[�Yehh[bWjBed�X[jm[[d�jA[c*�;�?kbbo�iWjkhWj[Z�jh[Wjc[dj�Xo�jBc[�ceZ[b�mBbb�X[�
kjBbBp[Z�?eh�Bd?[h[dY[*�=elWhBWdY[�ijhkYjkh[�mBbb�X[�YAei[d�XWi[Z�ed�;aWBa[ui�Cd?ehcWjBed�=hBj[hBed�
$;C=%*�LWdZec�]hekf�b[l[b�jh[Wjc[dj�[??[Yji�mBbb�Wbie�X[�[lWbkWj[Z�?eh�BcfehjWdY[�XWi[Z�ed�jA[�
ceZ[b�;C=*�NABi�c[jAeZ�Wbbemi�?eh�Wdo�]hekf�b[l[b�[??[Yji�je�X[�BdYehfehWj[Z�Bdje�jA[�ceZ[b*�
>[decBdWjeh�Z[]h[[i�e?�?h[[Zec�mBbb�X[�YWbYkbWj[Z�kiBd]�jA[�E[dmWhZ)Le][h�icWbb�iWcfb[�
Yehh[YjBed*
Jem[h�;dWboiBi6�Q[�ki[Z�fheY[Zkh[i�Z[iYhBX[Z�Xo�B[Z[a[h�[j�Wb*�$-555%�?eh�LWdZec�L[]h[iiBed�
GeZ[bi�?eh�jA[�fhefei[Z�ijkZo�je�[ijBcWj[�d[[Z[Z�iWcfb[�iBp[�$jA[�LG;MM�fhe]hWc�fhelBZ[Z�Xo�
B[Z[a[h%*�Q[�[ijBcWj[Z�jAWj�mBjA�W�?BdWb�iWcfb[�iBp[�e?�34�$jWh][j�d954(�mBjA�W�Zhef)ekj�hWj[�e?�
.,�%(�jA[�ijkZo�mBbb�AWl[�*4,�fem[h�je�oB[bZ�W�ijWjBijBYWbbo�iB]dB?BYWdj�h[ikbj�?eh�W�*3.�[??[Yj�iBp[(�
WYYekdjBd]�?eh�Nof[�C�[hheh�Yehh[YjBed(�*1�Yehh[bWjBed�X[jm[[d�jBc[�feBdji(�WdZ�ed[�hWdZec�[??[Yj�
Bd�jA[�ceZ[b*�Q[�AWl[�fh[lBekibo�?ekdZ�==N)WiieYBWj[Z�[??[Yj�iBp[i�e?�*3.�?eh�fheif[YjBl[�
c[ceho�?kdYjBedBd]�Bd�P[j[hWdi�mBjA�cBbZ�je�ceZ[hWj[�N<C�$30��e?�mAec�AWZ�JNM>%(�Wi�m[bb�Wi�
?eh�jA[�OJM;)<�Bd�BdZBlBZkWbi�mBjA�i[l[h[�c[djWb�Bbbd[ii*�;bjAek]A�m[�AWl[�dej�fh[lBekibo�ki[Z�
jA[�QBI>;M�.*,�je�Wii[ii�ZBiWXBbBjo(�m[�AWl[�Wbie�?ekdZ�==N)WiieYBWj[Z�[??[Yj�iBp[i�e?�*4-)-*,�
?eh�gkWbBjo�e?�bB?[�Bd�jA[i[�fefkbWjBedi*�NA[�jhBWb�mWi�jA[h[?eh[�fem[h[Z�je�Z[j[Yj�[??[Yj�iBp[i�Bd�jA[�
*3.�hWd][*
�
1�#)�JeiBjBl[�==N)WiieYBWj[Z�[??[Yji�ed�YecckdBjo�h[Bdj[]hWjBed�ekjYec[i�$AekiBd]�ijWXBbBjo(�
fWhjBYBfWjBed�Bd�[cfbeoc[dj+[ZkYWjBed(�A[WbjAYWh[�WffeBdjc[dj�Wjj[dZWdY[%�mBbb�X[�Z[j[Yj[Z�Wj�
jA[�[dZ�e?�jA[�-)o[Wh�?ebbem)kf*
>[f[dZ[dj�lWhBWXb[i6�JhefehjBed�e?�cedjAi�Aeki[Z(�fhefehjBed�e?�cedjAi�[d]W][Z�Bd�fheZkYjBl[�
WYjBlBjo�$meha�eh�iYAeeb%(�WdZ�fhefehjBed�e?�P;�A[WbjAYWh[�WffeBdjc[dji�Wjj[dZ[Z�ZkhBd]�jA[�-)
o[Wh�?ebbem�kf�f[hBeZ�$Wbb�jAh[[�ekjYec[i�XWi[Z�ed�cedjAbo�ZWjW�Yebb[Yj[Z�ZkhBd]�jA[�-)o[Wh�
?ebbem)kf�f[hBeZ%*�;do�cBiiBd]�ZWjW�ed�AekiBd]�WdZ�meha+iYAeeb�ijWjki�mBbb�X[�WYYekdj[Z�?eh�Xo�
kiBd]�W�fhefehjBed�XWi[Z�ed�jA[�WlWBbWXb[�ZWjW�feBdji*�B[WbjAYWh[�WffeBdjc[dj�Wjj[dZWdY[�mBbb�X[�
]WjA[h[Z�?hec�=JLM�ZWjW�WdZ�mBbb�dej�X[�ikXC[Yj�je�cBiiBd]�ZWjW*
CdZ[f[dZ[dj�lWhBWXb[6�Nh[Wjc[dj�]hekf�$==N�li�[ZkYWjBed�Yedjheb%*
MjWjBijBYWb�WdWboi[i6�;HIP;�ceZ[bi�YecfWhBd]�jA[�jh[Wjc[dj�WdZ�Yedjheb�]hekf�ed�jA[�jAh[[�
Z[f[dZ[dj�lWhBWXb[i�WXel[*�Q[�AWl[�i[b[Yj[Z�;HIP;�el[h�Wbj[hdWjBl[�ceZ[bi�$j)j[ij7�QBbYened�
LWda�Mkc7�JeBiied�h[]h[iiBed%�Zk[�je�jA[�jof[�e?�Z[f[dZ[dj�lWhBWXb[i�$YedjBdkeki%�WdZ�jA[�
efjBed�je�BdYbkZ[�Wdo�YelWhBWj[i�jAWj�cB]Aj�X[�BcXWbWdY[Z�X[jm[[d�jA[�jh[Wjc[dj�]hekfi*
Jem[h�WdWboiBi6�QBjA�34�ikXC[Yji�$/5�ikXC[Yji�f[h�]hekf%(�m[�mBbb�AWl[�*4,�fem[h�je�Z[j[Yj�Wd�
[??[Yj�iBp[�e?�*20(�W�c[ZBkc)je)bWh][�[??[Yj�iBp[*
�



1	)�Ccfhel[Z�Ye]dBjBed�WdZ�Ye]dBjBl[�ijhWj[]o�ki[�mBbb�c[ZBWj[�Bcfhel[c[dji�Bd�?kdYjBedWb�
YWfWYBjo(�ZBiWXBbBjo(�WdZ�YecckdBjo�h[Bdj[]hWjBed*
>[f[dZ[dj�lWhBWXb[i6�OJM;)<�Wj�-1�m[[ai(�QBI>;M�.*,�Wj�-1�m[[ai(�fhefehjBed�e?�cedjAi�
Aeki[Z(�fhefehjBed�e?�cedjAi�[d]W][Z�Bd�fheZkYjBl[�WYjBlBjo�$meha�eh�iYAeeb%(�WdZ�fhefehjBed�e?�
P;�A[WbjAYWh[�WffeBdjc[dji�Wjj[dZ[Z�ZkhBd]�jA[�-)o[Wh�?ebbem�kf�f[hBeZ*
CdZ[f[dZ[dj�lWhBWXb[i6�Nh[Wjc[dj�]hekf�$==N�li�[ZkYWjBed�Yedjheb%*
G[ZBWjehi6�=e]dBjBl[�Bcfhel[c[dj�Bd�A>M�YecfeiBj[�?hec�,)-,�m[[ai�$ibef[�e?�YAWd][�WYheii�
m[[ai%(�Bcfhel[c[dj�Bd�=JM;�Ye]dBjBl[�ijhWj[]o�ki[�?hec�,)-,�m[[ai�$ibef[�e?�YAWd][�WYheii�
m[[ai%*
MjWjBijBYWb�WdWboi[i6�#eh�jABi�AofejA[iBi(�m[�mBbb�ki[�jA[�h[]h[iiBed�WdWbojBY�ijhWj[]o�Z[iYhBX[Z�Xo�
Ehkbb�WdZ�GWYEBdded�$-555(�.,,-%*�Cd�jABi�WffheWYA(�?ekh�YedZBjBedi�ckij�X[�c[j6�W%�W�iB]dB?BYWdj�
h[bWjBediABf�X[jm[[d�jA[�BdZ[f[dZ[dj�lWhBWXb[�$jh[Wjc[dj�]hekf%�WdZ�jA[�Z[f[dZ[dj�lWhBWXb[i�
bBij[Z�WXel[(�X%�W�iB]dB?BYWdj�h[bWjBediABf�X[jm[[d�jA[�BdZ[f[dZ[dj�lWhBWXb[�$jh[Wjc[dj�]hekf%�
WdZ�jA[�fhefei[Z�c[ZBWjehi�bBij[Z�WXel[(�Y%�W�iB]dB?BYWdj�h[bWjBediABf�X[jm[[d�jA[�c[ZBWjeh�WdZ�
jA[�Z[f[dZ[dj�lWhBWXb[i�bBij[Z�WXel[(�WdZ�Z%�jA[�h[bWjBediABf�X[jm[[d�jA[�BdZ[f[dZ[dj�lWhBWXb[�
$jh[Wjc[dj�]hekf%�WdZ�Z[f[dZ[dj�lWhBWXb[i�bBij[Z�WXel[�ckij�X[�iB]dB?BYWdjbo�bem[h�W?j[h�
YedjhebbBd]�?eh�jA[�fhefei[Z�c[ZBWjeh*�Ne�j[ij�?eh�iB]dB?BYWdj�c[ZBWjBed(�m[�mBbb�YedZkYj�W�MeX[b�
j[ij�$MeX[b(�-54.%*�Q[�mBbb�Wbie�ki[�jA[�?ehckbW�fhelBZ[Z�Xo�GWYEBdded�WdZ�>mo[h�$-55/%�je�
Z[j[hcBd[�jA[�f[hY[djW][�e?�jA[�Bdj[hl[djBed�YedZBjBed�je�fhBcWho�ekjYec[�fWjA�jAWj�mWi�
WYYekdj[Z�?eh�Xo�YAWd][�Bd�jA[�c[ZBWjeh*
Jem[h�WdWboiBi6�#eh�jA[�i[YedZ�AofejA[iBi(�m[�ki[Z�jA[�fheY[Zkh[i�Z[?Bd[Z�Xo�#hBjp�WdZ�
GWYEBdded�$.,,3%�?eh�[ijBcWjBd]�iWcfb[�iBp[i�d[[Z[Z�je�WYAB[l[�4,��fem[h�je�Z[j[Yj�jA[�
c[ZBWj[Z�[??[Yj*�MBcBbWh�je�fh[lBeki�AofejA[i[i(�m[�AWl[�Wiikc[Z�W�c[ZBkc�[??[Yj�?eh�jA[�
h[bWjBediABfi�X[jm[[d�Bdj[hl[djBed�YedZBjBed�WdZ�Z[f[dZ[dj�lWhBWXb[i�WdZ�X[jm[[d�c[ZBWjehi�WdZ�
ekh�fhBcWho�ekjYec[*�OiBd]�jA[�MeX[b�j[ij�fheY[Zkh[�Z[iYhBX[Z�Bd�ekh�ijWjBijBYWb�WdWboiBi�i[YjBed�
WXel[(�m[�[ijBcWj[�jAWj�jA[�fhefei[Z�iWcfb[�iBp[�mekbZ�X[�ik??BYB[dj�je�WYAB[l[�4,��fem[h�je�
Z[j[Yj�W�c[ZBWj[Z�[??[Yj*
�
.VN-MP?RMPW��GK�'��"nWcBd[�ceZ[hWjehi�e?�==N�[??[Yji*
>[f[dZ[dj�lWhBWXb[i6�A>M�YecfeiBj[(�OJM;)<(�QBI>;M�.*,(�fhefehjBed�e?�cedjAi�Aeki[Z(�
fhefehjBed�e?�cedjAi�[d]W][Z�Bd�fheZkYjBl[�WYjBlBjo�$meha�eh�iYAeeb%(�WdZ�fhefehjBed�e?�P;�
A[WbjAYWh[�WffeBdjc[dji�Wjj[dZ[Z�ZkhBd]�jA[�-)o[Wh�?ebbem�kf�f[hBeZ*
CdZ[f[dZ[dj�lWhBWXb[6�Nh[Wjc[dj�]hekf�$==N�li�[ZkYWjBed�Yedjheb%*
GeZ[hWjehi6�Jh[i[dY[�WdZ�i[l[hBjo�e?�JNM>(�Z[fh[iiBed(�ABijeho�e?�ikXijWdY[�WXki[(�WdZ�N<C(�
ZkhWjBed�e?�Aec[b[iid[ii(�XWi[bBd[�Ye]dBjBl[�?kdYjBedBd]�$A>M�YecfeiBj[%
MjWjBijBYWb�WdWboi[i6�NA[i[�fej[djBWb�ceZ[hWjehi�mBbb�X[�[dj[h[Z�Bdje�jA[�cBn[Z�[??[Yji�ceZ[bi�
?hec�B-W�$A>M(�OJM;)<(�QBI>;M�.*,%�WdZ�jA[�;HIP;�ceZ[bi�?hec�B-X�$fhefehjBed�e?�cedjAi�
Aeki[Z(�fhefehjBed�e?�cedjAi�[d]W][Z�Bd�fheZkYjBl[�WYjBlBjo�Umeha�eh�iYAeebV(�WdZ�fhefehjBed�e?�
P;�A[WbjAYWh[�WffeBdjc[dji�Wjj[dZ[Z�ZkhBd]�jA[�-)o[Wh�?ebbem�kf�f[hBeZ%�je�Wii[ii�Bdj[hWYjBedi�
X[jm[[d�jA[�ceZ[hWjehi�WdZ�jA[�BdZ[f[dZ[dj�lWhBWXb[�$jh[Wjc[dj�]hekf%*

� Section 9.8 Questionnaires & Surveys

9.8) Provide the name and a reference for questionnaires/surveys that are standard or identify them here and 
attach a copy of the questionnaire/survey.  Questionnaires or surveys that are not clinical standard references 
must be uploaded.  Reference the help link for additional information related to surveys administered to VA 

 personnel and approved platforms for web-based surveys.

-*�J[h?ehcWdY[�lWbBZBjo�mBbb�X[�c[Wikh[Z�mBjA�jA[�N[ij�e?�G[ceho�GWbBd][hBd]�$NIGG7�
NecXWk]A(�-553%(�W�Yeccedbo)ki[Z�lWbBZBjo�c[Wikh[*�MkX)efjBcWb�[??ehj�$B*[*(�iYeh[i�X[bem�
ijWdZWhZ�Ykj)e??i%�Bi�WiieYBWj[Z�mBjA�iB]dB?BYWdjbo�feeh[h�d[khefioYAebe]BYWb�j[ij�XWjj[ho�
f[h?ehcWdY[(�jAki�cWaBd]�BcfWBh[Z�iYeh[i�kdBdj[hfh[jWXb[*�C?�W�P[j[hWd�f[h?ehci�X[bem�
ijWdZWhZ�Ykj)e??i(�BdZBYWjBd]�ded)[??ehj?kb�f[h?ehcWdY[(�A[+iA[�mBbb�X[�[nYbkZ[Z�?hec�jA[�
h[cWBdZ[h�e?�jA[�ijkZo(�X[YWki[�jA[�Ye]dBjBl[�j[ij�h[ikbji�mBbb�dej�X[�Bdj[hfh[jWXb[*�Q[�[nf[Yj�
jAWj�jA[�hWj[�e?�ded)[??ehj?kb�f[h?ehcWdY[�Bd�jABi�iWcfb[�mBbb�X[�8-,�(�XWi[Z�ed�[ijBcWj[i�e?�
[??ehj)j[ij�f[h?ehcWdY[�Bd�ekh�WhYABlWb�ZWjWXWi[�e?�el[h�0,,�I+I+I�P[j[hWdi�mBjA�N<C�mAe�AWl[�
X[[d�h[?[hh[Z�?eh�d[khefioYAebe]BYWb�Wii[iic[dj*�;Xekj�-.��e?�jAWj�iWcfb[�AWZ�BdlWbBZ�j[ij�
h[ikbji(�Xkj�m[�[nf[Yj�ekh�hWj[�je�X[�bem[h(�]Bl[d�jAWj�dej�Wbb�;ifBh[�=[dj[h�h[iBZ[dji�mBbb�AWl[�
ikijWBd[Z�W�N<C�WdZ�jA[�Wii[iic[dji�mBbb�X[�WZcBdBij[h[Z�Bd�W�h[i[WhYA�Yedj[nj�hWjA[h�jAWd�?eh�
YbBdBYWb�fkhfei[i*�

.*�JheY[iiBd]�if[[Z(�Wjj[djBed+lB]BbWdY[(�mehaBd]�c[ceho(�l[hXWb�WdZ�lBikWb�b[WhdBd](�h[WiedBd]�
WdZ�fheXb[c)ieblBd](�WdZ�ieYBWb�Ye]dBjBed�mBbb�X[�c[Wikh[Z�mBjA�jA[�G;NLC=M�=edi[diki�
=e]dBjBl[�<Wjj[ho�$G==<7�Hk[YAj[hb[Bd�[j�Wb*(�.,,47�i[[�NWXb[�0%(�W�2,)cBdkj[�XWjj[ho�e?�j[iji�
?kdZ[Z�Xo�Wd�HCB�BdBjBWjBl[�WdZ�Z[l[bef[Z�jAhek]A�ioij[cWjBY�i[b[YjBed�WdZ�fioYAec[jhBY�
[lWbkWjBed�e?�jA[�j[iji*�"WYA�j[ijui�h[bWjBediABf�je�?kdYjBedWb�ekjYec[i(�AB]A�j[ij)h[j[ij�
h[bBWXBbBjo(�WdZ�bem�fhWYjBY[�[??[Yji�m[h[�YediBZ[h[Z�fWhWcekdj(�Wi�jA[�G==<�mWi�Z[iB]d[Z�je�X[�



ki[Z�je�Z[j[Yj�YbBdBYWbbo�c[WdBd]?kb�Ye]dBjBl[�YAWd][�$Hk[YAj[hb[Bd�[j�Wb*(�.,,4%*�NA[�?ekh)m[[a�
j[ij)h[j[ij�BdjhWYbWii�Yehh[bWjBed�Ye[??BYB[dj�?eh�jA[�G==<�YecfeiBj[�iYeh[�Bi�*5,*�I?�jA[�j[d�
G==<�j[iji(�jAh[[�$jAei[�c[WikhBd]�l[hXWb�b[WhdBd](�lBikWb�b[WhdBd](�WdZ�fheXb[c)ieblBd]%�AWl[�
Wbj[hdWj[�?ehci�jAWj�mBbb�X[�ki[Z�?eh�Wii[iic[dj�i[iiBedi�W?j[h�jA[�XWi[bBd[�Wii[iic[dj7�jA[�
ejA[h�j[iji�AWl[�l[ho�bem�fhWYjBY[�[??[Yji*�

/*�Ne�Wk]c[dj�jA[�G==<(�m[�mBbb�WZZ�WZZBjBedWb�j[iji�e?�[n[YkjBl[�?kdYjBedBd](�mABYA�m[�X[bB[l[�
fbWoi�W�iB]dB?BYWdj�heb[�Bd�Aec[b[iid[ii*�NA[i[�j[iji�BdYbkZ[�>[bBi)EWfbWd�"n[YkjBl[�#kdYjBed�
Moij[c�$>)E"#M7�>[bBi�[j�Wb*(�.,,-%�ikXj[iji�c[WikhBd]�Ye]dBjBl[�?b[nBXBbBjo�$P[hXWb�#bk[dYo%�WdZ�
BdABXBjBed�$=ebeh)QehZ�Cdj[h?[h[dY[%(�mABYA�Wh[�i[diBjBl[�je�?hedjWb�beX[�XhWBd�ZWcW][�$<WbZe�[j�
Wb*(�.,,-7�GY>edWbZ�[j�Wb*(�.,,1%*�Q[�mBbb�Wbie�WZcBdBij[h�jA[�NhWBb�GWaBd]�N[ij(�JWhj�<�$L[BjWd(�
-514%(�W�]ebZ)ijWdZWhZ�j[ij�e?�Ye]dBjBl[�?b[nBXBbBjo�jAWj�YWd�X[�YecfWh[Z�je�JWhj�;(�WZcBdBij[h[Z�
Wi�fWhj�e?�jA[�G==<*�NABi�j[ij�Bi�i[diBjBl[�je�d[khefioYAebe]BYWb�BcfWBhc[dj�Bd�Aec[b[ii�WZkbji�
$AedpWb[p�[j�Wb*(�.,,-%*�Q[�mBbb�Wbie�WZcBdBij[h�jA[�<[jA[iZW�"o[�WdZ�;jj[djBed�G[Wikh[�$<";G7�
"jj[dAe?[h�[j�Wb*(�.,-2%(�W�Yecfkj[h)WZcBdBij[h[Z�c[Wikh[�e?�[o[�jhWYaBd]�ZkhBd]�Wd�Wjj[djBed�
jWia*�L[i[WhYA�ik]][iji�jAWj�<";G�iWYYWZBY�c[jhBYi�Wh[�WXb[�je�h[bBWXbo�YWfjkh[�kdBgk[�Wif[Yji�
e?�Wjj[djBed�WdZ�[n[YkjBl[�f[h?ehcWdY[�$"jj[dAe?[h(�B[hiAWm�"�<Whho(�.,-2%(�WdZ�cWo�X[�
i[diBjBl[�YAhedBY�BcfWBhc[dji�WiieYBWj[Z�mBjA�cBbZ�N<C�$"jj[dAe?[h�"�<Whho(�.,-2%*

0*�;i�Wd�Wii[iic[dj�e?�[l[hoZWo�?kdYjBedWb�YWfWYBjo(�m[�mBbb�WZcBdBij[h�jA[�O=M>�J[h?ehcWdY[)
<Wi[Z�MaBbbi�;ii[iic[dj)<hB[?�$OJM;)<7�GWkiXWYA�[j�Wb*(�.,,3%(�mABYA�Wii[ii[i�?kdYjBedWb�iaBbbi�
Bd�YecckdBYWjBed�WdZ�?BdWdYBWb�cWdW][c[dj*�MYeh[i�ed�jA[�OJM;)<(�[if[YBWbbo�W�Ykje??�iYeh[�e?�
2,�ekj�e?�-,,�feBdji(�AWl[�X[[d�iAemd�je�ZBijBd]kBiA�X[jm[[d�jAei[�bBlBd]�BdZ[f[dZ[djbo�li*�
bBlBd]�Bd�ikffehj[Z�i[jjBd]i�Wced]�f[efb[�mBjA�fioYABWjhBY�Bbbd[ii�$GWkiXWYA�[j�Wb*(�.,,37�
GWkiXWYA�[j�Wb*(�.,-,%*�#khjA[hceh[(�jA[�OJM;�AWi�X[[d�ki[Z�Bd�Aec[b[ii�BdZBlBZkWbi�X[?eh[(�
WdZ�Aec[b[iid[ii�mWi�?ekdZ�je�X[�WiieYBWj[Z�mBjA�W�5)feBdj�bem[h�iYeh[�$ekj�e?�-,,�feBdji%�ed�
jA[�OJM;�$Mj[h]Befekbei�[j�Wb*(�.,--%(�[ijWXbBiABd]�Bj�Wi�W�?[WiBXb[�c[Wikh[�mBjA�YedijhkYj�
lWbBZBjo*

1*�=e]dBjBl[�ijhWj[]o�ki[�mBbb�X[�c[Wikh[Z�mBjA�jA[�=e]dBjBl[�JheXb[ci�WdZ�MjhWj[]B[i�
;ii[iic[dj�$=JM;7�NmWcb[o�[j�Wb*(�.,-.%(�W�c[Wikh[�ZBh[Yjbo�Wii[iiBd]�jA[�ki[�e?�
Yecf[diWjeho�ijhWj[]B[i�jWk]Aj�Bd�==N*

2*�JioYABWjhBY�iocfjec�i[l[hBjo�mBbb�X[�c[Wikh[Z�mBjA�jA[�JNM>�=A[YabBij)GBbBjWho�P[hiBed�
$Q[WjA[hi�[j�Wb*(�-55-%(�jA[�JWjB[dj�B[WbjA�Kk[ijBeddWBh[)5�$Ehe[da[�[j�Wb*(�.,,-%(�jA[�
H[kheX[AWlBehWb�Mocfjec�Cdl[djeho�$=BY[hed[�"�EWbcWh(�-551%(�WdZ�jA[�CdiecdBW�M[l[hBjo�
CdZ[n�$<WijB[d�[j�Wb*(�.,,-%(�Wi�c[Wikh[i�e?�JNM>(�Z[fh[iiBed(�d[kheX[AWlBehWb�iocfjeci(�WdZ�
BdiecdBW�iocfjec�i[l[hBjo(�h[if[YjBl[bo*�;bb�Wh[�XhB[?�]ebZ)ijWdZWhZ�c[Wikh[i�jAWj�Wh[�ki[Z�
hekjBd[bo�Wj�;ifBh[�=[dj[h�BdjWa[*

3*�NA[�h[bWj[Z�YedijhkYji�e?�ZBiWXBbBjo(�YecckdBjo�Bdj[]hWjBed(�WdZ�gkWbBjo�e?�bB?[�mBbb�X[�Wii[ii[Z�
Xo�jA[�QehbZ�B[WbjA�Ih]WdBpWjBed�>BiWXBbBjo�;ii[iic[dj�MYWb[�.*,�$QBI>;M�.*,7�QBI(�.,-.%(�
jA[�QehbZ�B[WbjA�Ih]WdBpWjBed�KkWbBjo�e?�FB?[)<L"#�$QBIKIF�Ahekf(�-554%(�WdZ�jA[�=ecckdBjo�
L[Bdj[]hWjBed�e?�M[hlBY[�G[cX[hi)=ecfkj[h�;ZWfjBl[�N[ij�$=LCM)=;N7�L[idBa�[j�Wb*(�.,-.%(�
jAh[[�XhB[?(�m[bb)lWbBZWj[Z�c[Wikh[i*�NA[�=LCM)=;N�Bi�W�Yecfkj[h�WZWfjBl[�j[ij�if[YB?BYWbbo�
Z[iB]d[Z�?eh�cBbBjWho�WdZ�P[j[hWd�fefkbWjBedi7�jA[�WkjAehi�AWl[�eXjWBd[Z�f[hcBiiBed�?eh�jA[�
=LCM)=;N�je�X[�WlWBbWXb[�ed�P;�Yecfkj[hi*

� Section 9.9 Data Safety Monitoring Board or Plan

9.9) Provide a Data Safety Monitoring Plan (DSMP) or the details of a Data Safety Monitoring Board; if a 
written plan is available, attach a copy of the plan to the submission form.

Jhej[YjBedi�;]WBdij�LBia

;ii[iic[dj6�>khBd]�Bdj[hlB[mi�WdZ�d[khefioYAebe]BYWb+?kdYjBedWb�j[ijBd](�jhWBd[Z�hWj[hi�mBbb�
Ybei[bo�cedBjeh�?eh�iB]di�e?�ijh[ii(�?WjB]k[(�WdZ�ZBijh[ii*�L[ij�Xh[Wai�mBbb�X[�fhelBZ[Z�Wi�d[[Z[Z�
ZkhBd]�Wbb�Wii[iic[dji�je�h[ZkY[�?WjB]k[�WdZ�Xeh[Zec*�;bie(�ikXC[Yji�cWo�h[?ki[�je�Wdim[h�Wdo�
if[YB?BY�gk[ijBedi�eh�je�Yecfb[j[�Wdo�]Bl[d�j[iji*�NA[o�mBbb�Wbie�X[�WZlBi[Z�jAWj�jA[o�YWd�
mBjAZhWm�?hec�jA[�ijkZo�Wj�Wdo�feBdj*�C?�W�fWhjBYBfWdj�ZBiYbei[i�jAWj�A[�eh�iA[�Bi�[nf[hB[dYBd]�
ikBYBZWb�BZ[WjBed�ZkhBd]�ZBW]deijBY�Bdj[hlB[mBd]�eh�ed�ijWdZWhZ�YbBdBYWb�c[Wikh[i(�jA[�hWj[h�mBbb�
Bcc[ZBWj[bo�YedjWYj�jA[�JC�WdZ�jA[�;ifBh[�=[dj[h�YbBdBYBWd�ed�YWbb�je�[dikh[�jAWj�ij[fi�Wh[�jWa[d�
je�[dikh[�jA[�fWhjBYBfWdjui�iW?[jo*�

=ed?BZ[djBWbBjo6�Cd�ehZ[h�je�fhej[Yj�Yed?BZ[djBWbBjo(�Wbb�fWhjBYBfWdj�ZWjW�mBbb�X[�Z[)BZ[djB?B[Z�Xo�
WiiB]dBd]�[WYA�fWhjBYBfWdj�W�kdBgk[�C>�Bd�Yecfkj[h�?Bb[i(�WdZ�Wbb�fAoiBYWb�?Bb[i�?hec�jA[�ijkZo�mBbb�
X[�a[fj�Bd�W�beYa[Z�YWXBd[j�Bd�W�beYa[Z�e??BY[�Bd�jA[�;ifBh[�=[dj[h*�;bb�WkZBeh[YehZBd]i�mBbb�X[�



ijeh[Z�ed�ZB]BjWb�h[YehZ[hi�ijeh[Z�Bd�beYa[Z�?Bb[�YWXBd[ji�Bd�beYa[Z�e??BY[i*�;bb�[b[YjhedBY�ZWjW�WdZ�
?Bb[i�mBbb�X[�ijeh[Z�ed�W�i[Ykh[�P;�i[hl[h*�Idbo�ijkZo�Bdl[ijB]Wjehi�WdZ�f[hiedd[b�mBbb�AWl[�
WYY[ii�je�jA[i[�ZWjW*�;bb�ZeYkc[djWjBed�mBbb�BZ[djB?o�fWhjBYBfWdji�edbo�Xo�jA[Bh�OdBgk[�C>�dkcX[h�
WdZ�dej�ejA[h�f[hiedWbbo�BZ[djB?oBd]�Bd?ehcWjBed*�

Nh[Wjc[dj6�;bjAek]A�jA[�==N�WdZ�[ZkYWjBed�Yedjheb�YedZBjBedi�Wh[�[nf[Yj[Z�je�X[�bem)hBia(�jA[o�
mBbb�X[�Z[bBl[h[Z�Xo�jhWBd[Z�c[djWb�A[WbjA�fhe?[iiBedWbi�kdZ[h�>h*�NmWcb[oui�ZBh[Yj�ikf[hlBiBed*�
;bb�fWhjBYBfWdji�mBbb�X[�cedBjeh[Z�?eh�ceeZ�YAWd][i�WdZ�Wdo�BdZBYWjBedi�e?�BZ[WjBed�e?�AWhc�je�
i[b?�eh�ejA[hi�mBbb�X[�Bcc[ZBWj[bo�WZZh[ii[Z�Xo�>h*�NmWcb[o�WdZ�jA[�;ifBh[�=[dj[h�ijW??(�
BdYbkZBd]�jA[�G[ZBYWb�>Bh[Yjeh(�>h*�MYejj�GWjjA[mi*

� Section 9.11 Pictures and Audio/Video Recordings of Patients

9.11) Describe the purpose of photographs (facial), or audio, or video recordings of patients.  Describe 
whether the recordings will contain, or potentially contain, identifiers.  Note: use of photographs or recordings 
must be covered in the informed consent process and documented consent documents (e.g., consent form, 
information sheets, telephone screen scripts).

;kZBe�h[YehZBd]i�mBbb�X[�ki[Z�je�[dikh[�WZA[h[dY[�je�jA[�jh[Wjc[dj�cWdkWbi�$B*[*(�jh[Wjc[dj�
?BZ[bBjo%*�;bb�WkZBeh[YehZBd]i�mBbb�X[�ijeh[Z�ed�ZB]BjWb�h[YehZ[hi�ijeh[Z�Bd�beYa[Z�?Bb[�YWXBd[ji�Bd�
beYa[Z�e??BY[i*

� Section 10 - Human Subjects

10) Describe the characteristics of the proposed subject population. Include age, gender, ethnicity, and health 
status as appropriate.  Note: Data about people are still considered “human subjects” by the IRB, so even if you 
do not intend to contact the patients whose charts you will review, you still describe the characteristics related to 

   the subjects whose charts you will review.

Provide inclusion and exclusion criteria as appropriate.  Provide a statement how non pregnancy is 
confirmed if pregnancy is an exclusion criteria.
For multisite studies, provide the total number of subjects from all sites and include description of the 
local site's role as a coordinating center if applicable.
Indicate the number of VA participants to be studied.
Indicate the estimated number of  subjects that will fail the screening process, if any.consented

NA[�ikXC[Yj�fefkbWjBed�Bd�jABi�ijkZo�mBbb�X[�54�cWb[�WdZ�?[cWb[�I"#+IC#+IH>�P[j[hWdi�mBjA�
c[djWb�A[WbjA�YedZBjBedi�i[hl[Z�Xo�jA[�;ifBh[�=[dj[h*�=ecfb[j[�CdYbkiBed+"nYbkiBed�=hBj[hBW�Wh[�
Wi�?ebbemi6
X%�fh[i[dY[�e?�Wj�b[Wij�ed[�>MG)P�c[djWb�A[WbjA�YedZBjBed�
Y%�Ze[i�dej�c[[j�YhBj[hBW�?eh�ikXijWdY[�ki[�ZBiehZ[h�?eh�.4�ZWoi�fhBeh�
CdYbkiBed�=hBj[hBW6
-%�GWb[�eh�?[cWb[(�Wdo�hWY[+[jAdBYBjo(�WdZ�W][�-4)11
.%�G[[ji�YhBj[hBW�?eh�;ifBh[�=[dj[h�fhe]hWc�[djho
W%�I+I+I�P[j[hWd
je�WZcBiiBed
Z%�Aec[b[ii�eh�kdijWXbo�Aeki[Z�$f[h�B";LNB�;Yj�Z[?BdBjBed7�BO>(�.,--X%
[%�dej�W�i[n�e??[dZ[h�eh�lBeb[dj�e??[dZ[h
?%�YWfWXb[�e?�f[h?ehcBd]�WYjBlBjB[i�e?�ZWBbo�bBlBd]�WdZ�jhWdi?[hi�
]%�dej�CkZ][Z�Xo�W�YbBdBYBWd�je�X[�Wj�Ykhh[dj�hBia�je�i[b?�eh�ejA[hi
/%�BWi�Ye]dBjBl[�BcfWBhc[dj�Bd�Wj�b[Wij�ed[�Ye]dBjBl[�ZecWBd�$B*[*(�N)iYeh[�80,%
0%�;Xb[�je�if[Wa�WdZ�h[WZ�"d]bBiA�
1%�=WfWXb[�e?�WdZ�mBbbBd]�je�fhelBZ[�iB]d[Z�Bd?ehc[Z�Yedi[dj�

"nYbkiBed�=hBj[hBW6
Hed[

Q[�WdjBYBfWj[�jAWj�WXekj�AWb?�e?�Yedi[dj[Z�fWhjBYBfWdji�mBbb�HIN�AWl[�Ye]dBjBl[�BcfWBhc[dj�
$YhBj[hBed�/(�WXel[%*�NAei[�fWhjBYBfWdji�mBbb�[dZ�jA[Bh�fWhjBYBfWjBed�W?j[h�Yecfb[jBd]�jA[�XWi[bBd[�
Wii[iic[dj*



� Section 10.2 Pregnant Women

10.2a) Are pregnant women the focus of the research?

��S[i�� ��He

10.2b) Provide the justification for including pregnant women and address any special risks, protections, and 
safeguards.

;bjAek]A�m[�Wh[�dej�jWh][jBd]�fh[]dWdj�mec[d�if[YB?BYWbbo(�jA[h[�Bi�de�h[Wied�je�[nYbkZ[�W�
fh[]dWdj�mecWd�mAe�mekbZ�bBa[�je�fWhjBYBfWj[�Bd�jA[�ijkZo�WdZ�c[[ji�jA[�BdYbkiBed�YhBj[hBW*

� Section 10.5 Individuals with Cognitive/Decisional Impairment

10.5) Provide the rationale and additional study procedures that will be required for including individuals 
with known cognitive impairment or institutionalized individuals.  Address Decisional Capacity Assessment 
and Surrogate Consent Sections 12.6 and 12.7.

NA[�jhBWb�Bi�je�ijkZo�Wd�Bdj[hl[djBed�je�Bcfhel[�Ye]dBjBed�Bd�P[j[hWdi�mBjA�Ye]dBjBl[�BcfWBhc[dj*

� Section 11 - Recruitment

11) Describe, step-by-step, the plans for recruitment of subjects (or selection of subjects as in record review). 
This description must include how, when, and where potential subjects are approached as well as procedures 
for identifying potential participants (through medical records, physician referral, third-party 
sources, etc.).  Include how selection is equitable.  Indicate if vulnerability to coercion may be present and if so 
plans to ensure voluntary participation.

NA[�ieb[�h[YhkBjc[dj�iekhY[�?eh�jABi�ijkZo�mBbb�X[�jA[�P;�;ifBh[�=[dj[h(�W�0,)X[Z�L[iBZ[djBWb�
L[AWXBbBjWjBed�Nh[Wjc[dj�Jhe]hWc�i[hlBd]�Aec[b[ii�I+I+I�P[j[hWdi�mBjA�c[djWb�A[WbjA�
YedZBjBedi�ikYA�Wi�JNM>(�Z[fh[iiBed(�WdZ�N<C*�Ne�?WYBbBjWj[�h[YhkBjc[dj(�ekh�JC�WdZ�ijkZo�ijW??�
mBbb�X[�AB]Abo�lBiBXb[�Wj�jA[�;ifBh[�=[dj[h�WdZ�mBbb�YeehZBdWj[�mBjA�fhe]hWc�BdjWa[�ijW??�$mBjA�jA[�
ikffehj�e?�>[XehWA�>ecBdBYa(�F=MQ(�=AB[?�e?�jA[�;ifBh[�=[dj[h%*�CdZBlBZkWbi�mAe�c[[j�jA[�
BdYbkiBed�YhBj[hBW�mBbb�jA[d�X[�WffheWYA[Z�?eh�fej[djBWb�fWhjBYBfWjBed�Bd�jA[�ijkZo�WdZ(�B?�
Bdj[h[ij[Z(�mBbb�Yecfb[j[�jA[�Yedi[djBd]�fheY[ii�WdZ�jA[�XWi[bBd[�Wii[iic[dj*�Q[�mBbb�Wbie�feij�W�
?bo[h�Wj�jA[�;ifBh[�=[dj[h�je�b[j�P[j[hWdi�adem�WXekj�jA[�ijkZo*

� Section 11.1 Recruitment Materials

11.1) Identify all recruitment materials (flyers, advertisements, letters, etc.) that will be used; include the web 
address for any web-based advertisements. The text of all communications with prospective participants must 
be reviewed and approved by the IRB before it can be used.  You will be reminded to attach copies of 
recruitment materials to the initial submission packet.  Note:  Posting of flyers with pull tabs is not permitted 
within VASDHS (including the VMRF building).  However, you may request to advertise on the e-boards (located 

 at the elevators and throughout the facility) or on the VASDHS Research Opportunities web-page.

Q[�mBbb�AWl[�W�?bo[h�feij[Z�Wj�jA[�P;�;ifBh[�=[dj[h*

� Section 12 - Informed Consent

12) Indicate whether or not each category of consent is involved in this study:



12a) Will the study team obtain information or biospecimens for the purpose of screening, recruiting, or 
determining the eligibility of prospective subjects without (or prior to) obtaining informed consent of the 
prospective subject or the prospective subject’s LAR?

��S[i�� ��He

12b)  informed consentSigned

�S[i�� �He

12c) Waiver of documented consent (e.g., consent) for all or part of the study.oral 

��S[i�� ��He

12d) Request for a  of consent for all or some study activities.waiver

��S[i�� ��He

12e) Alteration of  of consent.other required elements

��S[i�� ��He

12f) assent to participate (Director approval will be required)Child 

��S[i�� ��He

12g) Will any language  be used by those obtaining consent and understood by the other than English
prospective participant or the legally authorized representative?

��S[i�� ��He

12h)  to determine if participants have the capacity to consent for themselves.Decisional Capacity Assessment

�S[i�� �He

12i)  consent (legally authorized representative)Surrogate

��S[i�� ��He

� Section 12.1 Informed Consent Process

12.1a) Will consent be obtained before any study procedures are performed (including screening procedures 
 except screening procedures with Consent and/or HIPAA waiver when required)?

�S[i�� �He

12.1b) Will the information being communicated to the participant or legally authorized representative 
during the consent process include exculpatory language through which the participant or legally authorized 
representative is made to waive or appear to waive any of the participant’s legal rights or release or appear to 
release the Researcher, Sponsor, the VA or its agents from liability for negligence.

��S[i�� ��He

12.1c) A master list of all VA subjects consented (written or not) under this protocol will be maintained.

�;]h[[ �>BiW]h[[

12.1d) Identify the circumstances under which consent will be obtained including where the process will take 
place; any waiting period between describing the research and obtaining consent including sufficient time for 
the prospective participant to consider participation, and any steps taken to minimize the possibility of 
coercion or undue influence.



=edi[dj�mBbb�X[�eXjWBd[Z�ed)iBj[�Wj�jA[�;ifBh[�=[dj[h�Xo�>h*�NmWcb[o�eh�jhWBd[Z�ijkZo�ijW??*�
Jej[djBWb�fWhjBYBfWdji�cWo�jWa[�W�Yefo�e?�jA[�Yedi[dj�je�h[lB[m�WdZ�YediBZ[h�X[?eh[�iB]dBd]*�>h*�
NmWcb[o�eh�ijkZo�ijW??�mBbb�X[�WlWBbWXb[�je�Wdim[h�Wdo�gk[ijBedi�fej[djBWb�fWhjBYBfWdji�cWo�AWl[*

� Section 12.6 Decisional Capacity Assessment

12.6a) Describe the method(s) for determination of decisional capacity: (see  for guidance)  ? Please note that 
 documentation of the assessement is required.

Jeij)Yedi[dj�gkBp�$WjjWYA[Z%*

12.6b) If subjects with limited decisional capacity will be enrolled, describe methods for obtaining subject 
assent or why they are not indicated:

H+;(�fWhjBYBfWdji�mBbb�edbo�X[�[dhebb[Z�B?�jA[o�Z[cedijhWj[�Z[YBiBedWb�YWfWYBjo*

12.6c) If subjects with limited decisional capacity will be enrolled, describe procedures for respecting subject 
dissent and any additional safeguards or why these features are not needed:

H+;

12.6d) If subjects with limited decisional capacity will be enrolled, describe the risk and, if greater than 
minimal, the relation to potential benefits:

H+;

12.6e) If subjects with limited decisional capacity will be enrolled, describe the justification for the inclusion of 
any incompetent persons or persons with impaired decision-making capacity:

H+;

� Section 12.9 HIPAA Authorization

For each category below, indicate whether or not this study involves the indicated process:

12.9a)  HIPAA Authorization.  Signed **New Template is available in the ?  Help section**

�S[i�� �He

12.9b) HIPAA waiver to cover the entire study

��S[i�� ��He

12.9c) HIPAA waiver for recruitment, screening, and/or for a portion of the study.

��S[i�� ��He

12.9d) HIPAA Authorization or waiver is  for some or all of the study subjects (e.g. no health data).not required

��S[i�� ��He

� Section 13 - Alternatives to Participation

13) Describe the alternatives to participation in this research study (see  for guidance)?

NA[�Wbj[hdWjBl[�je�fWhjBYBfWjBed�Bi�dej�je�fWhjBYBfWj[*



� Section 14 - Potential Risks

14) Describe any potential or known risks or discomforts and assess their likelihood and seriousness (see  for ?
guidance)

;*�#WjB]k[(�Xeh[Zec(�eh�ijh[ii�mABb[�Yecfb[jBd]�jA[�Wii[iic[dji*�NA[i[�Wh[�dej�hWh[(�Xkj�Wh[�dej�
i[hBeki*
<*�;i�mBjA�Wdo�h[i[WhYA�ijkZo(�jA[�feiiBXBbBjo�e?�Xh[WYA�e?�Yed?BZ[djBWbBjo�[nBiji*�NA[i[�Wh[�hWh[*�
>h*�NmWcb[o�AWi�X[[d�YedZkYjBd]�h[i[WhYA�mBjA�AkcWd�ikXC[Yji�?eh�.,�o[Whi�WdZ�AWi�d[l[h�AWZ�
W�Xh[WYA�e?�Yed?BZ[djBWbBjo�Bd�A[h�bWX*�P[j[hWdi�mBbb�fhelBZ[�BZ[djB?oBd]�ZWjW*�Cd�WZZBjBed(�m[�mBbb�
eXjWBd�Bd?ehcWjBed�?hec�P[j[hWdiu�c[ZBYWb�h[YehZ*�>WjW�eXjWBd[Z�?hec�P[j[hWdi�Wh[�hB]ehekibo�
fhej[Yj[Z�Xo�BZ[djB?oBd]�ikXC[Yji��ZWjW�Xo�YeZ[�dkcX[h*�NA[�a[o�je�jABi�YeZ[�mBbb�X[�ijeh[Z�Bd�W�
beYa[Z�YWXBd[j�Bd�jA[�;ifBh[�=[dj[h�IYYkfWjBedWb�NA[hWfo�I??BY[*�Idbo�jA[�fheC[Yj�Bdl[ijB]Wjehi(�
O=M>�CL<(�WdZ�P;�L">�mBbb�AWl[�WYY[ii�je�jA[c*�BWhZ�Yefo�fWf[h�iYh[[di�mBbb�X[�a[fj�BdiBZ[�
beYa[Z�?Bb[�YWXBd[ji�BdiBZ[�beYa[Z�e??BY[�ifWY[�BdiBZ[�jA[�P;)Z[iB]dWj[Z�e??BY[�ifWY[�?eh�jA[�ijkZo*�
NA[�jWXb[ji�mBbb�X[�a[fj�Bd�W�beYa[Z�YWXBd[j�Bd�jA[�;ifBh[�=[dj[h�IYYkfWjBedWb�NA[hWfo�I??BY[�
mA[d�dej�Bd�ki[*�JWiimehZ�fhej[Yj[Z�be]Bd�ed�jA[�jWXb[j�Bi�Zed[�Xo�ijkZo�ijW??�edbo(�cBdBcBpBd]�
jA[�hBia�e?�fWhjBYBfWdji�AWlBd]�WYY[ii�je�ejA[hiu�Bd?ehcWjBed*�Cd�WZZBjBed(�jA[�tNhBfb[�Ct�YedjhWYj�
if[YB?B[i�jAWj�jA[�Bd?ehcWjBed�Yebb[Yj[Z�ed�jA[�jWXb[j�mBbb�X[�Bcc[ZBWj[bo�kfbeWZ[Z�je�W�i[hl[h�
X[ABdZ�jA[�P;�?Bh[mWbb�WdZ�mBbb�dej�X[�ijeh[Z�ed�jA[�jWXb[j(�?khjA[h�h[ZkYBd]�jA[�hBia�e?�fhBlWYo�
Xh[WYA*�

� Section 15 - Risk Management

15) Describe the procedures for protecting against or minimizing any potential risks/discomforts, and the 
adequacy of resources for conducting the study and resources participants may need as a consequence of the 
research.  When applicable, include detail of the following safety measures:   (a) The type of safety 
information to be collected, including AEs; (b) Frequency of safety data collection; (c) 
Frequency or periodicity of review of cumulative safety data; (d) Statistical tests for analyzing the 
safety data to determine if harm is occurring; and (e) Conditions that trigger an immediate suspension 
of the research.  See  for further requirements.?

;ii[iic[dj6�>khBd]�Bdj[hlB[mi�WdZ�d[khefioYAebe]BYWb+?kdYjBedWb�j[ijBd](�jhWBd[Z�hWj[hi�mBbb�
Ybei[bo�cedBjeh�?eh�iB]di�e?�ijh[ii(�?WjB]k[(�WdZ�ZBijh[ii*�L[ij�Xh[Wai�mBbb�X[�fhelBZ[Z�Wi�d[[Z[Z�
ZkhBd]�Wbb�Wii[iic[dji�je�h[ZkY[�?WjB]k[�WdZ�Xeh[Zec*�;bie(�ikXC[Yji�cWo�h[?ki[�je�Wdim[h�Wdo�
if[YB?BY�gk[ijBedi�eh�je�Yecfb[j[�Wdo�]Bl[d�j[iji*�NA[o�mBbb�Wbie�X[�WZlBi[Z�jAWj�jA[o�YWd�
mBjAZhWm�?hec�jA[�ijkZo�Wj�Wdo�feBdj*�C?�W�fWhjBYBfWdj�ZBiYbei[i�jAWj�A[�eh�iA[�Bi�[nf[hB[dYBd]�
ikBYBZWb�BZ[WjBed�ZkhBd]�ZBW]deijBY�Bdj[hlB[mBd]�eh�ed�ijWdZWhZ�YbBdBYWb�c[Wikh[i(�jA[�hWj[h�mBbb�
Bcc[ZBWj[bo�YedjWYj�jA[�JC�WdZ�jA[�;ifBh[�=[dj[h�YbBdBYBWd�ed�YWbb�je�[dikh[�jAWj�ij[fi�Wh[�jWa[d�
je�[dikh[�jA[�fWhjBYBfWdjui�iW?[jo*�

=ed?BZ[djBWbBjo6�Cd�ehZ[h�je�fhej[Yj�Yed?BZ[djBWbBjo(�Wbb�fWhjBYBfWdj�ZWjW�mBbb�X[�Z[)BZ[djB?B[Z�Xo�
WiiB]dBd]�[WYA�fWhjBYBfWdj�W�kdBgk[�C>�Bd�Yecfkj[h�?Bb[i(�WdZ�Wbb�fAoiBYWb�?Bb[i�?hec�jA[�ijkZo�mBbb�
X[�a[fj�Bd�W�beYa[Z�YWXBd[j�Bd�W�beYa[Z�e??BY[�Bd�jA[�;ifBh[�=[dj[h*�;bb�[b[YjhedBY�ZWjW�WdZ�?Bb[i�mBbb�
X[�ijeh[Z�ed�W�i[Ykh[�P;�i[hl[h*�Idbo�ijkZo�Bdl[ijB]Wjehi�WdZ�f[hiedd[b�mBbb�AWl[�WYY[ii�je�
jA[i[�ZWjW*�;bb�ZeYkc[djWjBed�mBbb�BZ[djB?o�fWhjBYBfWdji�edbo�Xo�jA[Bh�OdBgk[�C>�dkcX[h�WdZ�dej�
ejA[h�f[hiedWbbo�BZ[djB?oBd]�Bd?ehcWjBed*�L[i[WhYA�GWj[hBWb6�>WjW�eXjWBd[Z�?hec�P[j[hWdi�WdZ�
i[hlBY[�fhelBZ[hi�Wh[�hB]ehekibo�fhej[Yj[Z�Xo�BZ[djB?oBd]�ikXC[Yji��ZWjW�Xo�YeZ[�dkcX[h*�"WYA�
P[j[hWd�mBbb�X[�WiiB]d[Z�W�kdBgk[�BZ[djB?B[h�mABYA�mBbb�X[�ki[Z�Wi�W�ijkZo�C>�dkcX[h�ed�Wbb�
[b[YjhedBY�WdZ�AWhZ�Yefo�ZWjW*�BWhZ�Yefo�fWf[h�iYh[[di�mBbb�X[�a[fj�BdiBZ[�beYa[Z�?Bb[�YWXBd[ji�
BdiBZ[�beYa[Z�e??BY[�ifWY[�BdiBZ[�jA[�P;)Z[iB]dWj[Z�e??BY[�ifWY[�?eh�jA[�ijkZo*�NA[�jWXb[ji�mBbb�X[�
a[fj�Bd�W�beYa[Z�YWXBd[j�Bd�jA[�;ifBh[�=[dj[h�IYYkfWjBedWb�NA[hWfo�I??BY[�mA[d�dej�Bd�ki[*�
JWiimehZ�fhej[Yj[Z�be]Bd�ed�jA[�jWXb[j�Bi�Zed[�Xo�ijkZo�ijW??�edbo(�cBdBcBpBd]�jA[�hBia�e?�
fWhjBYBfWdji�AWlBd]�WYY[ii�je�ejA[hiu�Bd?ehcWjBed*�Cd�WZZBjBed(�jA[�tNhBfb[�Ct�YedjhWYj�if[YB?B[i�
jAWj�jA[�Bd?ehcWjBed�Yebb[Yj[Z�ed�jA[�jWXb[j�mBbb�X[�ZemdbeWZ[Z�je�W�i[hl[h�X[ABdZ�jA[�P;�?Bh[mWbb�
WdZ�mBbb�dej�X[�ijeh[Z�ed�jA[�jWXb[j(�?khjA[h�h[ZkYBd]�jA[�hBia�e?�fhBlWYo�Xh[WYA*�

;ZZBjBedWb�Bd?ehcWjBed�ed�ZWjW�i[YkhBjo�fbWd�Bi�Z[jWBb[Z�Bd�jA[�P;M>BM�JhBlWYo�WdZ�>WjW�M[YkhBjo�
JbWd*

Nh[Wjc[dj6�;bjAek]A�jA[�==N�WdZ�[ZkYWjBed�Yedjheb�YedZBjBedi�Wh[�dej�[nf[Yj[Z�je�Yed?[h�hBia�
X[oedZ�kikWb�YbBdBYWb�YWh[(�jA[o�mBbb�X[�Z[bBl[h[Z�Xo�jhWBd[Z�c[djWb�A[WbjA�fhe?[iiBedWbi�kdZ[h�>h*�



NmWcb[oui�ZBh[Yj�ikf[hlBiBed*�;bb�fWhjBYBfWdji�mBbb�X[�cedBjeh[Z�?eh�ceeZ�YAWd][i�WdZ�Wdo�
BdZBYWjBedi�e?�BZ[WjBed�e?�AWhc�je�i[b?�eh�ejA[hi�mBbb�X[�Bcc[ZBWj[bo�WZZh[ii[Z�Xo�>h*�NmWcb[o�
WdZ�jA[�;ifBh[�=[dj[h�ijW??(�BdYbkZBd]�jA[�G[ZBYWb�>Bh[Yjeh(�>h*�MYejj�GWjjA[mi*

� Section 17 - Potential Benefits

17) Discuss benefits that may be gained by the subject as well as potential benefits to society in general  (see  ?
for guidance)

MkXC[Yji�cWo�b[Whd�Ye]dBjBl[�ijhWj[]B[i�jAWj�Bcfhel[�jA[Bh�ZWBbo�?kdYjBedBd]*�NA[�h[i[WhYA[hi�mBbb�
b[Whd�ceh[�WXekj�Aem�je�Bcfhel[�?kdYjBedBd]�lBW�Ye]dBjBl[�jhWBdBd]*

� Section 18 - Risk/Benefit Analysis

18) Discuss why the risks to subjects are reasonable in relation to the anticipated benefits to subjects and in 
relation to the importance of the knowledge that may reasonably be expected to result.

ABl[d�jA[�bem�hBiai�e?�jABi�fioYAeieYBWb�Bdj[hl[djBed�WdZ�jA[�fej[djBWb�?eh�X[d[?Bj�WdZ�d[m�
ademb[Z][(�jA[�hBia+X[d[?Bj�hWjBe�Wff[Whi�?WlehWXb[*

� Section 20 - Compensation for Participation

20) Provide all details and justifications of the compensation plan.  See  for detailed requirements.?

JWhjBYBfWdji�mBbb�X[�Yecf[diWj[Z�?eh�jA[Bh�jBc[�if[dj�Bd�Wii[iic[dji�$ .1�f[h�Wii[iic[dj�R�0�
Wii[iic[dji�9� -,,�cWnBckc�jejWb�Yecf[diWjBed%�Wi�W�mWo�je�[dAWdY[�h[j[djBed*�NABi�Wcekdj�
mWi�?[bj�je�X[�ik??BYB[dj�Yecf[diWjBed�?eh�jBc[(�Xkj�dej�ie�AB]A�Wi�je�X[�Ye[hYBl[*

� Section 21 - Responsibilities and Qualifications

Here are the identified study staff members

"bBpWX[jA�Q*�NmWcb[o(�JA>

;co�D*�DWa(�JA>(�GWjjA[m�L*�Geh]Wd(�GBbB�JWhBaA(�JA>(�;cX[h�PBYjehBW�E[bb[h(�#[bBYBW�PWd�MYAB[(�
DWdW[�LkjA�QoYae??(�DBbbBWd�G*�=bWha(�JA>(�JWkbW�GBYA[bb[�M[[mWbZ(�G;(�D[??h[o�B[hdWdZ[p(�
DWYgk[bBd[�"*�GWo[(�JA>(�NWhW�;kijBd(�JA>

21) For each staff member listed above, describe their role and qualifications.  Also indicate which of the 
study staff are authorized to obtain consent, when applicable to the study. 

"bBpWX[jA�NmWcb[o�)�JC(�L[i[WhYA�B[WbjA�MYB[dY[�Mf[YBWbBij
;co�DWa�)�Ye)C(�d[khefioYAebe]Bij
JWkbW�GBYA[bb[�M[[mWbZ�))�YbBdBYWb�h[i[WhYA�WiieYBWj[
GWjjA[m�Geh]Wd�)�YbBdBYWb�h[i[WhYA�WiieYBWj[�$fioYAec[jhBij%
GBbB�JWhBaA�))�ijkZo�fioYAebe]Bij
DBbbBWd�=bWha�))�feijZeYjehWb�?[bbem
DWYgk[bBd[�GWo[�))�feijZeYjehWb�?[bbem
DWdW[�QoYae??�))�YbBdBYb�h[i[WhYA�WiieYBWj[
;cX[h�E[bb[h�))�YbBdBYWb�h[i[WhYA�WiieYBWj[�+�ZeYjehWb�ijkZ[dj�
#[bBYBW�PWd�MYAB[�))�h[i[WhYA�WiieYBWj[
NWhW�;kijBd�))�feijZeYjehWb�?[bbem

;bb�ijkZo�ijW??�mBbb�X[�WkjAehBp[Z�je�eXjWBd�Yedi[dj*

D[??h[o�B[hdWdZ[p�mBbb�fhelBZ[�j[YAdBYWb�ikffehj�?eh�jA[�[MYh[[dBd]�Z[lBY[i*�Me?jmWh[�ikffehj�
cWo�h[gkBh[�jAWj�A[�AWl[�WYY[ii�je�BZ[djB?B[Z�ZWjW(�BdYbkZBd]�JBC*



� Section 22 - Bibliography

22) List relevant articles that the IRB can use to provide necessary background for the protocol. Do not 
include an extensive NIH-grant-style bibliography.  (Up to 5 recommended, but use more if needed to support 
the protocol or citations above.)

>[ff(�=*;*(�P[bbW(�F*(�Ih??(�B*D*(�"�NmWcb[o(�"*Q*�$.,-1%*�;�gkWdjBjWjBl[�h[lB[m�e?�Ye]dBjBl[�
?kdYjBedBd]�Bd�Aec[b[ii�WZkbji*�DekhdWb�e?�H[hleki�WdZ�G[djWb�>Bi[Wi[(�.,/(�-.2)-/-*

Mj[h]Befekbei(�P*(�<khhW(�N*(�Lekha[(�M*(�"�BmWd](�M*�$.,--%*�BekiBd]�ijWjki�Wi�Wd�BdZ[f[dZ[dj�
fh[ZBYjeh�e?�?kdYjBedWb�YWfWYBjo�Bd�fWjB[dji�mBjA�iYABpefAh[dBW*�DekhdWb�e?�H[hleki�WdZ�G[djWb�
>Bi[Wi[(�-55(�410)42,*

NmWcb[o(�"*Q*(�DWa(�;*D*(�>[bBi(�>*=*(�<edZB(�G*Q*(�"�FeAh(�D*<*�$.,-0X%*�=e]dBjBl[�Mocfjec�
GWdW][c[dj�WdZ�L[AWXBbBjWjBed�NA[hWfo�$=e]MG;LN%�?eh�P[j[hWdi�mBjA�jhWkcWjBY�XhWBd�BdCkho6�;�
fBbej�hWdZecBp[Z�Yedjhebb[Z�jhBWb*�DekhdWb�e?�L[AWXBbBjWjBed�L[i[WhYA�WdZ�>[l[befc[dj(�1-(�15)25*

NmWcb[o(�"*Q*(�NAecWi(�E*L*(�Ah[]eho(�;*G*(�DWa(�;*D*(�<edZB(�G*Q*(�>[bBi(�>*=*(�"�FeAh(�D*<*�$Bd�
fh[ii%*�=e]MG;LN�Yecf[diWjeho�Ye]dBjBl[�jhWBdBd]�?eh�jhWkcWjBY�XhWBd�BdCkho6�"??[Yji�el[h�ed[�
o[Wh*�DekhdWb�e?�B[WZ�NhWkcW�L[AWXBbBjWjBed*

NmWcb[o(�"*Q*(�P[bbW(�F*(�<khjed(�=*T*(�B[Wjed(�L*E*(�"�D[ij[(�>*P*�$.,-.%*�=ecf[diWjeho�
=e]dBjBl[�NhWBdBd]�?eh�fioYAeiBi6�"??[Yji�Bd�W�hWdZecBp[Z�Yedjhebb[Z�jhBWb*�DekhdWb�e?�=bBdBYWb�
JioYABWjho(�3/(�-.-.)-.-5*

� Section 27 - Privacy, Confidentiality, and Information Security

27a) Provide a brief description of how participant privacy and confidentiality will be protected in this study. 
Describe the circumstance under which it may be possible for a research team member to identify subjects 
and any related protections or assurances to prohibit or avoid identification. Describe how the number of 
people with access to identifiers for research purposes is limited in order to protect a participant’s privacy.

JWhjBYBfWjBed�Bd�jABi�ijkZo�cWo�Bdlebl[�W�beii�e?�fhBlWYo(�Xkj�Bd?ehcWjBed�mBbb�X[�AWdZb[Z�Wi�
Yed?BZ[djBWbbo�Wi�feiiBXb[*�JWhjBYBfWjBed�Bd�ijkZo�Wii[iic[dji�WdZ�Wdo�ijkZo�h[bWj[Z�jh[Wjc[dj�
mBbb�X[�ZeYkc[dj[Z�Bd�oekh�[b[YjhedBY�c[ZBYWb�h[YehZ*�L[i[WhYA�h[YehZi�mBbb�X[�bWX[b[Z�mBjA�W�
YeZ[�dkcX[h*�NA[�bBij�jAWj�cWjYA[i�jA[�fWhjBYBfWdj�dWc[�mBjA
jA[�YeZ[�dkcX[h�mBbb�X[�a[fj�Bd�W�beYa[Z�?Bb[�Bd�jA[�h[i[WhYA�j[Wcui�e??BY[*�;do�h[i[WhYA�h[YehZi
jAWj�BZ[djB?o�jA[�fWhjBYBfWdj�mBbb�X[�a[fj�edbo�Wi�fWf[h�h[YehZi�Bd�W�i[Ykh[�P;M>BM�beYWjBed(�eh�Wi�
?Bb[i
X[ABdZ�jA[�i[Ykh[�P;M>BM�Yecfkj[h�?Bh[mWbb*�;do�fh[i[djWjBedi�eh�fkXbBYWjBedi�?hec�jABi
Bd?ehcWjBed�mBbb�dej�BZ[djB?o�jA[�fWhjBYBfWdj*�;kZBe�h[YehZBd]i�e?�jh[Wjc[dj�i[iiBedi�mBbb�X[�ijeh[Z�
ed�W�P;
i[Ykh[�i[hl[h�WdZ�mBbb�X[�WYY[ii[Z�Xo�>h*�NmWcb[o�eh�A[h�ijW??�?eh�jA[�fkhfei[i�e?�hWjBd]�jA[
fioYAebe]Bijui�WZA[h[dY[�je�jA[�jh[Wjc[dj�cWdkWbi*
Q[�mBbb�a[[f�Yed?BZ[djBWb�Wbb�h[i[WhYA�WdZ�c[ZBYWb�h[YehZi�jAWj�BZ[djB?o�jA[�fWhjBYBfWdj�je�jA[�
[nj[dj�Wbbem[Z
Xo�bWm*�Bem[l[h(�jA[h[�Wh[�iec[�YBhYkcijWdY[i�Bd�mABYA�m[�cWo�AWl[�je�iAem�fWhjBYBfWdj�
Bd?ehcWjBed�je�ejA[h�f[efb[*�#eh�[nWcfb[(�jA[�#[Z[hWb�I??BY[�e?�BkcWd�L[i[WhYA
Jhej[YjBedi(�jA[�A[d[hWb�;YYekdjBd]�I??BY[(�jA[�P;M>BM�L">�=eccBjj[[(�jA[�P;M>BM�
CdijBjkjBedWb�L[lB[m�<eWhZ(�WdZ�?[Z[hWb�YecfbBWdY[�e??BY[hi�cWo�beea�Wj�eh�Yefo�fehjBedi�e?
h[YehZi�jAWj�BZ[djB?o�jA[�fWhjBYBfWdj*

27.b) Entry of a CPRS is required when subjects will be  Research Informed Consent Note admitted as 
for research the study inpatients or treated as an outpatients  and involves research medical care or may affect 

medical care.

If a Research consent Note is required, then a  should also be entered for each Research Progress Note
procedure or intervention.
Scanning the Consent and HIPAA Authorization into CPRS is .  Linking the Consent to the not required
Research Informed Consent Note may be permitted and can be useful for trials involving the Research 
Pharmacy or when research will be performed in conjunction with clinical procedures.



For Non-Veterans, if Research Informed Consent Notes are entered, then the  NOPP Acknowledgment
must be scanned into the record.  Otherwise a copy of the signed NOPP must be retained with the 
Investigator's research records and a copy sent to the Privacy Officer; see the   Help for more information. ?

27.b1) Is entry of CPRS notes required based on the above criteria?

=JLM�dej[i�Wh[�d[[Z[Z�?eh�;FF�ikXC[Yji�

=JLM�dej[i�Wh[�d[[Z[Z�?eh�MIG"�ikXC[Yji�

=JLM�dej[i�Wh[�HIN�d[[Z[Z�?eh�Wdo�ikXC[Yji�

27c) Select the VA Sensitive Information (VASI) use category

NABi�ijkZo�Ze[i�dej�Yebb[Yj�eh�ki[�Wdo�P;MC�

NABi�ijkZo�ki[i�Xkj�Ze[i�dej�iWl[(�Yebb[Yj(�Yefo(�eh�h[YehZ�P;MC�

NABi�ijkZo�Ze[i�Yebb[Yj�eh�h[YehZ�P;MC�

� Section 27.1  VA Sensitive Information (VASI)

27.1a) For each type of VASI, indicate all that apply:

Indicate which of the following will be collected/recorded:

Jhej[Yj[Z�B[WbjA�Cd?ehcWjBed�$JBC%

HWc[i

>[lBY[�BZ[djB?B[hi�WdZ�i[hBWb�dkcX[hi

")cWBb�WZZh[ii[i

G[ZBYWb�h[YehZ�dkcX[hi

OLFi�$OdBl[hiWb�L[iekhY[�FeYWjeh%

;bb�[b[c[dji�e?�ZWj[i�$[nY[fj�o[Wh%�eh�Wdo�W][�el[h�45

B[WbjA�fbWd�X[d[?BYBWho�dkcX[hi

CJ�;ZZh[ii[i�$Cdj[hd[j�JhejeYeb%

N[b[fAed[�dkcX[hi

;YYekdj�dkcX[hi

<Bec[jhBY�CZ[djB?B[hi�BdYbkZBd]�?Bd][h�WdZ�leBY[�fhBdj

#Wn�dkcX[hi

=[hjB?BYWj[�eh�bBY[di[�dkcX[hi

#kbb�?WY[�fAeje]hWfABY�BcW][i�WdZ�YecfWhWXb[�BcW][i

;bb�][e]hWfABY�ikXZBlBiBedi�icWbb[h�jAWd�W�ijWj[

P[ABYb[�C>�WdZ�i[hBWb�dkcX[hi�BdYbkZBd]�bBY[di[�fbWj[�dkcX[hi

MeYBWb�i[YkhBjo�dkcX[hi�eh�iYhWcXb[Z�MMHi�$Z[iYhBX[�X[bem%

IjA[h�kdBgk[�BZ[djB?oBd]�dkcX[h(�YAWhWYj[hBijBY(�eh�YeZ[�$Z[iYhBX[�X[bem%

27.1b) Consent Forms and/or HIPAA Authorization

�S[i�� �He

27.1c) Images with personal identifiers are used for this study (x-rays, MRI images with patient names, record 
numbers, dates, etc.)?



��S[i�� ��He

27.1d) Photos with faces or audio video recordings are used for this study.

��S[i�� ��He

27.1e) Biological specimens with identifiers are used for this study.

��S[i�� ��He

� Section 27.2  Data Collection, Tools, and Resources

27.2a)  Will any specially obtained software be used?

�S[i�� �He

27.2a1) Describe the software, and identify license requirements and the ownership of the software or 
license.  Identify on what computer/network the software will be used (e.g., VA, VA Research/VMRF, local 
hard drive) and any data that will be stored in temporary files on the computer’s hard drive

Ne�Wiikh[�fWjB[dj�Yed?BZ[djBWbBjo�WdZ�BCJ;;�YecfbBWdY[(�m[�mBbb�ki[�P;))Wffhel[Z�ie?jmWh[(�ikYA
Wi�jA[�P;�PBZ[e�=edd[Yj�fbWj?ehc�Ykhh[djbo�Bd�ki[�mBjABd�jA[�P;*�NA[i[�ie?jmWh[�fWYaW][i�Wbbem�
ijWdZWhZ�Yecfkj[hi�mBjA�ijWdZWhZ�Yedd[YjBedi�je�j[b[Yed?[h[dY[�$lBZ[e�WdZ�WkZBe%�Bd�h[Wb�jBc[(�
kiBd]�?[Z[hWb�]el[hdc[dj�j[ij[Z�WdZ�Wffhel[Z�[dYhofjBed*�CcfehjWdjbo(�jA[i[�ie?jmWh[�
[dYhofjBed�fWYaW][i�c[[j�#[Z[hWb�Ael[hdc[dj�MjWdZWhZi�?eh�[dYhofjBed�Wj�W�b[l[b�jAWj�Ze[i�dej�
h[gkBh[�W�lBhjkWb�fhBlWj[�d[jmeha�$PJH7�Aem[l[h(�jA[�ie?jmWh[�Bi�PJH�YecfWjBXb[%�WdZ�jABi�
[dYhofjBed�Bi�Wbh[WZo�#[Z[hWb�Cd?ehcWjBed�JheY[iiBd]�MjWdZWhZ�$#CJM%�-0,).�Y[hjB?B[Z�WdZ�YWd�X[�
BdijWbb[Z�ed�#[Z[hWb�]el[hdc[dj�WdZ�P;�Yecfkj[hi*

27.2b) Will any mobile devices (laptop, tablet, portable hard-drive, etc.) be used in support of this study?

�S[i�� �He

27.2b1) Provide details of the device/s.  Indicate whether the device is FIPS 140-2 encryption validated and 
confirm that the device is listed in the VA EIL.  Provide details regarding the nature of the data that will be 
stored or transmitted on the device and confirm whether a copy of all data will be stored on the VA network. 

JWhjBYBfWdji�mAe�kdZ[h]e�B<PN�Z[bBl[ho�e?�YWh[�cWo�ki[�ed[�e?�jA[Bh�emd�Z[lBY[i�eh�Yecfkj[hi�
WlWBbWXb[�Wj�jA[�;ifBh[�=[dj[h�P;�YbBdBY*�JWhjBYBfWdji�mBbb�X[�BdijhkYj[Z�je�Yecfb[j[�jh[Wjc[dj�
i[iiBedi�?hec�W
fhBlWj[(�gkB[j�i[jjBd]�e?�jA[Bh�YAeeiBd]*�L[i[WhYA�j[Wc�ijW??�mBbb�X[�WlWBbWXb[�?eh�Aec[)XWi[Z�
[gkBfc[dj�i[j)kf�WdZ�jhWBdBd]�B?�d[Y[iiWho*
Ne�Wiikh[�fWjB[dj�Yed?BZ[djBWbBjo�WdZ�BCJ;;�YecfbBWdY[(�m[�mBbb�ki[�P;)Wffhel[Z�ie?jmWh[(�ikYA
Wi�jA[�P;�PBZ[e�=edd[Yj�fbWj?ehc�Ykhh[djbo�Bd�ki[�mBjABd�jA[�P;*�NABi�ie?jmWh[�fWYaW][�Wbbemi�
ijWdZWhZ�Yecfkj[hi�mBjA�ijWdZWhZ�Yedd[YjBedi�je�j[b[Yed?[h[dY[�$lBZ[e�WdZ�WkZBe%�Bd�h[Wb�jBc[(�
kiBd]�?[Z[hWb�]el[hdc[dj�j[ij[Z�WdZ�Wffhel[Z�[dYhofjBed*�CcfehjWdjbo(�jA[i[�ie?jmWh[�
[dYhofjBed�fWYaW][i�c[[j�#[Z[hWb�Ael[hdc[dj�MjWdZWhZi�?eh�[dYhofjBed�Wj�W�b[l[b�jAWj�Ze[i�dej�
h[gkBh[�W�lBhjkWb�fhBlWj[�d[jmeha�$PJH7�Aem[l[h(�jA[�ie?jmWh[�Bi�PJH�YecfWjBXb[%�WdZ�jABi�
[dYhofjBed�Bi�Wbh[WZo�#[Z[hWb�Cd?ehcWjBed�JheY[iiBd]�MjWdZWhZ�$#CJM%�-0,).�Y[hjB?B[Z�WdZ�YWd�X[�
BdijWbb[Z�ed�#[Z[hWb
]el[hdc[dj�WdZ�P;*�



27.2c) Does the study require use of an electronic data capture system? 

��S[i�� ��He

27.2d) Will any other web-based applications be used (e.g., for recruitment, completing online questionnaires, 
or processing data)?

�S[i�� �He

27.2d1) Provide the web address, details regarding their security features, the nature of the data involved, and 
the research purpose.  Also include a description of how VA retains a copy of the data generated using these 
tools.

Ajjfi6++lWmm*[iYh[[dBd]*lW*]el+iZY+�"iYh[[dBd]�Bi�WlWBbWXb[�ed�jA[�P;�d[jmeha�X[ABdZ�jA[�
i[Ykh[Z�?Bh[mWbb*�"WYA�fWhjBYBfWdj�ki[i�W�P;�Yecfkj[h�je�WYY[ii�WdZ�?Bbb�ekj�gk[ijBeddWBh[i*

27.2e)  Will coded data that excludes personal identifiers be used?   Coded data excludes HIPAA identifiers all 
(per VHA Handbook 1605.1 Appendix B), including dates

��S[i�� ��He

� Section 27.3  Data Sharing and Transportation

27.3a) Does this study involve collecting, sharing or transporting any type of data outside of the local VA?

��S[i�� ��He

�

Section 27.4  Research Record Storage and Retention

For each type of record, indicate whether it is collected for this study

27.4a) Hardcopy records/data (includes paper, pictures, film, etc.)

�S[i�� �He

27.4a1) Identify precisely where hardcopy data will be stored to include physical site, building, and room 
number, etc.  For each location identify whether VASI or non-sensitive information is stored at that 
location.  For VASI, identify how the data is secured. 

BWhZ�Yefo�ZWjW�Bi�ijeh[Z�Bd�W�beYa[Z�?BbBd]�YWXBd[j�beYWj[Z�Bd�W�beYa[Z�e??BY[(�mBjABd�jA[�;ifBh[�
=[dj[h(�W�i[Ykh[Z�XkBbZBd]�beYWj[Z�Wj�.-.-�MWd�>B[]e�;l[(�MWd�>B[]e(�=;�5.--,*�M[YedZ�?beeh(�
heec�.,/*



27.4a2) Are all of the above locations at VA?

�S[i�� �He

27.4b) Electronic study records (includes computer files, removable disk files, digital files, etc.).

�S[i�� �He

27.4b1) Identify precisely where electronic records/data will be stored to include the full map  non-sensitive
drive, network location/server name, etc., and a brief description of what data/information is stored at each 
location.

Cd?ehcWjBed�Bi�ijeh[Z�X[ABdZ�jA[�P;�?Bh[mWbb�Bd�jA[�NmWcb[o�iAWh[Z�L�ZhBl[*�JWhjBYBfWdj�YedjWYj�
Bd?ehcWjBed(�YeZBd]�iA[[j(�WdZ�ZWjW�[dj[h[Z�Bdje�jA[�;YY[ii�ZWjWXWi[�Wh[�Wbb�ijeh[Z�ed�jABi�
i[Ykh[Z�ZhBl[*

27.4b2) Identify precisely where electronic records/data will be stored to include the full map drive,  VASI
network location/server name, etc., and a brief description of what data/information is stored at each location.

If no VASI is collected or recorded for this study, simply indicate that the “Study does not collect or record 
VASI”.

Cd?ehcWjBed�Bi�ijeh[Z�X[ABdZ�jA[�P;�?Bh[mWbb�Bd�jA[�NmWcb[o�iAWh[Z�L�ZhBl[*�JWhjBYBfWdj�YedjWYj�
Bd?ehcWjBed(�YeZBd]�iA[[j(�WdZ�ZWjW�[dj[h[Z�Bdje�jA[�;YY[ii�ZWjWXWi[�Wh[�Wbb�ijeh[Z�ed�jABi�
i[Ykh[Z�ZhBl[*

27.4b3) Are any of the locations described in 27.4b outside of the VA Secure Network? Note: this includes 
storage on a computer local hard drive.

��S[i�� ��He

27.4c)  Record Retention - VHA requires compliance with Records Control Schedule (RCS-10) for retention 
of electronic and hard copy records.  Following study closure, these temporary records must be retained 
for six years and then destroyed.  Longer retention may be permitted if requred by other Federal regulations 
or requirements.  Will RCS-10 requirements be followed (i.e., 6-year retention)?

C�mBbb�WZA[h[�je�PB;�L[YehZi�=edjheb�MYA[Zkb[)-,�h[gkBh[c[dji�

C�h[gk[ij�Wd�[nY[fjBed�je�L=M)-,�h[gkBh[c[dji�

� Section 27.5  Additional Privacy or Information Security Details

Provide any other privacy or information security details here.

� Section 27.6  Attestations

In the event of real or suspected breach of security, the Information Security Officer, Privacy Officer, VA 
Police (if appropriate), and the individual’s supervisor will be notified within one hour of learning of the event.

�;]h[[ �>BiW]h[[



Study staff will be up to date on any required VHA Privacy Policy and Information Security training or they 
will not be allowed access to VA Sensitive Information.

�;]h[[ �>BiW]h[[

Access to research sensitive information, if any, will be removed when study personnel are no longer part of 
the research team.

�;]h[[ �>BiW]h[[

At least one copy of all study records (whether sensitive or non-sensitive) will be retained under VA control 
and only destroyed in compliance with the approved Records Control Schedule

�;]h[[ �>BiW]h[[

The VA retains ownership of the research data.  Should the investigator leave the VA, custody of the research 
records will be assigned to another investigator and the Research Service notified in writing, or custody of the 
research records will be transferred to the Research Service.

�;]h[[ �>BiW]h[[

� Section 28 - Protocol Association to New or Existing Project

  28) Is this a new R&D Project?  Before you go on to complete the  (which is Initial Review Submission Form
used for attachments), please address the association of this Protocol to an R&D Committee Project.  This 
Protocol may represent a new R&D Project, or it may be an additional Protocol under an existing R&D 

  Project (such as when a single grant supports multiple Protocols).  Will this Protocol be submitted to the 
R&D Committee as a new Project?

��S[i�� ��He

� Section 29 - Existing Project Association

  29) The associated R&D Project should already exist in the database.  Identify the R&D Project(s) that 
correspond to this protocol.

�PMHCAR��R?RSQ �PMNMQ?-��SK#CP �PMHCAR��GR-C
�PGLAGN?-�
2LTCQRGE?RMP

He�JheC[Yji�Wh[�FBda[Z�je�jABi�MjkZo

� The Protocol Application is now complete for a Protocol attached to an existing Project.
 
Next you will go on to the Initial Review Submission Form.  This form is used to collect the Application 
and any other needed attachments for submission to the IRB for review.

Press Save and Continue


