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After approval of a
study in webIRB
Amendments (AMS)
and Continuing
Reviews (CRs) are
submitted through
webIRB.

AMs and CRs are
created in the
approved study
workspace using:

[ New Amendment

[ New Continuing Review

Creating Amendments &
Continuing Reviews in webIRB

)
] >

Current State

==

| B view Study |

&, printer Version |
[ view pitterences |

| &b 55-print ail Request Wotes |

Owner (IRB Staff):
IRE Stafft

My Activities

[ Send Notification to FS
© 7 forFS Assurances

@ PI Azsurances
(@) send Training

Reminder
IP Edit PI Proxy
() Copy Study

!E! Send Inquiry er Reply
to IRB

Ffﬂ PI Suspend

Study Team - Log
" Private Comment

m Nivw Post-Approval Report

| or Single Subject Exception |
|G wew Amendment |
| @R Hew continuing Review |

Study: Sample Approved Study for webIRB Training (1)

Full Title of Study:  Sample Approved Study for webIRE Training (1)

Protocol ID: IRE=03-000016
Principal APIL Study Contact Study Staff75
Investigator: Person:
Faculty Sponsor: Initial Submission ~ 12/26/200%
Date:
Review Type: Full IRE Review Committes: Medical IRE 2
Approval Date: 1/4/2011 Letter of Approval:  [View]
Expiration Date: 1/4/z2012
PI Proxy:
PI Assurances: Completed
F5 Assurances: Mot Required
Request to Continue Participants during Approval Lapse:
Continuing  Post-Approval Reports & Approved Completed Conditions and Training Change
M HEEIEIE Reviews Single Subject Exception Documents  IRE Requests  Determinations Camsmnime Log
Activity Author

%0, Project Snapshat Generated
[ view Project Snapshot
(§)|Amendment Completed - Approved

(ty|Cantinuing Review Deadline Reminder

(§) | Amenoment Opened

Michellz Lzonard

Michelle Leonard
System Administrator

APIL
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ucLa How many AMs can |
OQHRP " s bmit at the same time?

Office of the Human Research Protection Program

« Only one amendment can be created at a time.

 When an amendment is submitted, the sections of the
application that are being modified are locked to further
changes until the amendment is reviewed and
approved.



ucLA Steps for preparing an
'HRP AM application

Step 1: Start the AM application by clicking @ aneren
In the approved study workspace of the study you are
modifying.

Step 2: Describe the amendment (i.e., proposed
changes to the study application).

Step 3: Revise the study application and study
documents, if applicable.

Step 4: Submit the Amendment.
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* In the approved study workspace |:--

Step 1: Create an AM

Current Slale

l:l |r.d|nnenfsu,= Sample Agproved Study far webIRD Treiniag (1]

e ‘ Pratocol 10: IRE#03-000016

Sludy: Sample Approved Sluli\r fur webIRB Training (1)

CIiCk On: [ Mew Amendment

* The Description of Amendment
section will appear.

1.0

2.0

r Description of Amendment

e | Priscipal ar
B vew cmeresces TInvestigator:
) | Facalty Sponson:
JoR TR T e——
Review Types Full IR8 Rewiew
Approval Date: ir4izoLe
Expiration Date:  1/4/2012
1 Prawcyn
M Assurances: Campleted
F5 Assurances: Nat Required

Kequest to Lontinue Participaats dunng Approval Lapse:

Fistory Lostinuing  Post-Approval Regorts & Appraved  Uemplated
Reviens oH Excepton  Documests  [RERequests  Decemminatkns

Shudy Contart
Person:
Initial Submission  12/26/2003
Iate:

Commmil Lee: Medical IRBZ

Letter of Approvak:  [viza!
fraining  Change

Comespondence = oo

Note: there is 1 open Amendment for this study.

Warning: Save your work at least every 15 minutes by clicking "Save” or "Continue.”

* Short Title:
Amendment #8 for webIRB Study IRB#11-000045

* Change in study staff and/or other personnel.
Check all that apply:

= Principal Investigator

[[] Contact Person

[] Key Personnel (Study Staff and/or Other Personnel)
[] Not applicable
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Step 2: Describe the
Amendment

Complete the Description of Amendment section:

r Description of Amendment

1.0

2.0

3.0

4.0

| Note: there is 1

Warning: Save your work at least e}

* Short Title:
Amendment #8 for webIRB Study IRB#11-000045

* Change in study staff and/or other personnel.
Check all that apply:

[] Principal Investigator

[[] Contact Person

[ Key Personnel (Study Staff and/or Other Personnel)
[] Not applicable

If this amendment includes a change to the Principal investigator and the current person filling this rol

* Minor Amendment - Types of change(s) proposed.

* 1.0- Provide a short title
The title will appear on the
AN.

» 2.0- Indicate whether or
not there is change in
study staff and/or key
personnel
New study staff/personnel
will have access to the
study when the AM is
approved.

Check all that apply:




uca Step 2: Describe the
'HRP amendment (cont’'d)

* Minor Amendment - Types of change(s) proposed.

Check all that apply: Sel eCt t h e

Clarification or technical change

Minor increase/decrease in number of Study participants C h eC k
Marrowing of the inclusion criteria

Broadening of the exclusion criteria

Changes in the dosage or form (e.g., tablet to liguid) but not the route of administration of an approved drug b O X (eS) t h at

Increase or decrease in the number of safety monitoring visits provided that there is no impact on subject safety.

Addition or deletion of study sites

Change in payments to study participants b eSt

Minor changes to recruitment materials

Minor changes to screening procedures

Change in funding source(s) d eS C r I b e t h e
Other
MNone of the above
proposed
* Major Amendment - Types of change(s) proposed.
Check all that apply: C h an g e(S) ]

Change in study design of a protocol approved by the full board of the IRB

OoEoooEooEnom

5.0

Change in status of study participants (e.g., study participant becomes prisoner, ward, or pregnant in a protocol not approved for these populations
(Note: This primarily applies to medical or treatment studies.)

Addition of a procedure not approvable using expedited review procedures (e.g., ionizing radiation)
Changes that increase risk or discomfort to study participants

Substantive changes to a consent form or other study documents distributed to subjects.

Other

None of the above

OEEOom @O

6.0 If you selected "other"” to any of the items above, list the type of change.



gCO%HRP Step 2: Describe the
mammecresen @Mendment (cont’d)

7.0 * Provide a summary of the proposed modifications and describe the reason(s) for the modifications. 7 . O' P I OVi d ea d escCr | p t| on an d

justification for the changes
you selected in Items 2.0, 4.0,
and 5.0.

 If applicable, describe

procedures for re-consenting
7.1 Attach a summary of changes here (if applicable). Su bJ eCtS .

Add

name
There are no items to display

version

Note: All other materials - such as consent forms, recruitment flyers, etc - must be attached to the appropriate section of the application - not here,

7.1- If applicable, attach the summary of changes provided by
the sponsor.

*Use Item 7.0 to describe the changes that apply to the study.
* Do not attach new or modified study documents.




ucLa Step 2: Describe the
S HRP

s AIMIENAMenNt (cont’d)

8.0

* Are any participants currently enrolled in the study?

7 Yes

8.0 Indicate whether there are

= Not Applicable

any subjects currently enrolled
1 s, answer the folowing ter: in the stud y.

8.1 Should current study participants be notified or re-consented?

« If applicable describe

@ No

procedures for re-consenting
subjects in Item 7.0.

8.2 Should participants who have completed the study be notified?

© Yes
© No
=) Not Applicable - No study participants have been enrolled

Clear

8.3 If you indicated "No" for items 8.1 and/or 8.2, indicate the rationale.

Addendum Consent Templates are available at
http://ora.research.ucla.edu/OHRPP/Pages/ConsentTemplates.aspx#addendum

10
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ucLa Step 2: Describe the
S.HRP amendment (cont’d)

Office of the Human Research Protection Program

9.0 * Is a Post-Approval Report included in this amendment?

UYes ONo Clear | 9 0- Indicate whether you are submitting a Post-

Approval Report (PAR) with the Amendment.

» The application will branch with the PAR questions.

 |f the PAR has been submitted as a separate
application, select “No”.

» Click “Continue” to go to the next section.

- Finish Finish
Please ensure \@_hmpdated the appropriate items on the original study application form i When you re aCh FI n IS h
SmartForm . “ ”
click “SmartForm” to go

If you have completed the amendment smartform and updated the appropriate items on the study application smartform, click “Finish" to return to the

amendment workspace. Then click "Submit Amendment” under "My Activities” to submit the amendment to the IRB. tO the StUdy app“Catlon
o Section 1.1 of the study
application will appear.

11
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<< Back

Save | Exit | Hide/Show Emors| Print... | Jump To: {11 - Study Tle

) Reviewer Notes (0 Notes Total) K
1.13 - Other Personncl
1.2 - Conflict of Interest Information
Warning: Save your work at lcast every 15 minutes 21 - Frojedt |dentification Information
2.2 - 1ay Summary and Keywaords
5.1 - Type of Study Review
All items marked with a red asterisk () are required. Items without an asterisk may or may not be required depending 6.1 - Funding and Other Study Charactenistics
7.1 - Study Locations

- General Information

L0 ecian: §
*Full Title of the Submission: & 7.2 -UCLA or UICLA Netwark Sites
Sample Approved Study for webIRB Training (1) 21 NethodsfProced Desaript
.1 - Methods/Procedures - Desariptors
8.3 - Clinical Trial of a Behavioral Intervention, Drug, Bickogic
8.6 - Drugs/Biclogics/Dietary Supplements
£.10 - Ragulatory and Committee Approvals
11 Protocol Version Date and,/or Number: & 9.2 - Information about Study Data
9.2a - Privacy
9.3 - Data Sequrity
9.4 - Data Seunty Plan
& *Working or Lay Title: @ g
sample Approved Study for webIRB Training (1)
30 Drincinal Tnuackinatoe:

1.1 - Study Title and Key Personnel
" 1.1a - Other Personnel
1.2 - Conflict of Interest Information

' 2.1 - Project Identification Information

_| 2.2 - Lay Summary and Keywords

CRC1.1 - Continuing Review - Type of Study

| crC1.6 - Continuing Review - Research Involving Direct Corl
CRC1.7 - Continuing Review - Research Involving Direct Cor

CRC1.8 - Summary of Research Results
CRC1.9 - Information for Studies that have Expired or that v
CRC2.1 - Post-Approval Reports (including Unanticipated Prc

CRC2.5 - Summary of Recent Literature

5.1 - Type of Study Review

5.2 - Expedited Review

6.1 - Funding and Other Study Characteristics
6.2 - Funding - Description

7.1 - Study Locations

4| I r

Step 3. Modify the
study application

Confinue >>

* Review all sections of the study
application. Use Jump To or
Continue to navigate through the
sections.

» Modify all relevant sections of the
study application.

» Click Save after revising each
section.

« DO NOT modify the response in
the CRC sections. Studies
converted to webIRB at the time
of continuing review contain the
CRC sections.

12
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Step 3. Modify the study

e A@PpllCation (cont’d)

Upload copies of the advertisements/flyers/information sheets/internet postings below. If you will be using announcements on the radio, TV, etc.
provide a copy of the script, or a video or audio clip.

Document Name
[ [Edi] print ad.Prob.6.30.09.doc

[ [Edit] OCRC Radio script.6.30.09.doc
7] [Edit] (Opioid Radio script.7.29.09.doc

Revised Documents:

» Use Edit to replace previous versions of documents
with the updated versions.

» Use Add to upload new documents in the application.

» Update the document title to distinguish between the
marked and clean copy. Include the version date.
(e.qg., “child assent_marked 010111", “child
asssent_clean_010111").

» To remove documents, click on the checkbox of the
document you want to remove. Then click on Delete.

13




ucL4 Step 3. Modify the study
'HRP application (cont’d)

Example: The Pl is adding a youth assent and revising the HIV
consent form in section 20.3.

Modify the consent form and save the marked and clean copy on your
desktop. Name them “HIV Consent Form-marked 081211” and “HIV Consent

Form- clean 081211".

Section 20.3 before uploading the youth assent and revised consent forms.

3.0 * Attach copies of the informed consent documents, information sheets, consent scripts as applicable to this study. Include copies of
translated forms, if applicable.
(a2
D t N B] t Version #
- H?;L:ngizentag:;n - marked.docx Df:]cfmen e
F (et IVsagsent. 6.30.09.doc 0.01
Use Add Use Edit to upload the updated marked and clean version of
to upload the consent form.
the youth
assent.

14



UCLA Step 3: Modify the stud
SHRPP ~ P / 4

e @PPlICALION (CcONt’d)

Section 20.3 before uploading the youth assent and revised consent form.

5.0

* Attach copies of the informed consent documents, information sheets, consent scripts as applicable to this study. Include copies of
translated forms, if applicable.

Document Name Document Version #
[[] [Edit] HIV Consent Form - marked.docx

0.01
[ [Edit] HIVconsent.6.30.09.doc 0.01

Section 20.3 after uploading the new youth assent and revised consent form.

2.0 * Attach copies of the informed consent documents, information sheets, consent scripts as applicable to this study. Include copies of
translated forms, if applicable.

Note document
Document Name ent Version # VeI‘Sion # Of the
[0] [Edit] HIV Consent Form - marked 081211.docx @ d t d d t
[ [Edit] HIV Youth Assent 81211.docx Q0 up ate ocuments.
[ [Edit] HIV Consent Form - clean 081211.docx @

15



UCLA Step 3: Modify the study
O HRP application (cont’d)

Office of the Human Research Protection Program

Save | Exit | Hide/Show Errors| Print... | Jump To: (11"

M) Reviewer Notes (0 Notes Total)

-| « Click Exit when you are

1.1 - Study Title ar

1.13 - Other Perso done updatlng the StUdy

1.2 - Conflict of Int

Warning: Save your work at least every 15 minutess"{ojit;iiti ap p I I Catl O n .
2.2-Llay ary|

General Information 5.1 - Type of Studyf

All items marked with a red asterisk (%) are required. Items without an asterisk may or may not be required dependini 6.1 - Funding and o YO U WI I I retu r n tO th e

7.1 - Study Locatio

M Finish section of the
Amendment Smartform.

<< Back Save | Exit | Hide/Show Errors| Print... | Jump To: Finish - Finish
) Reviewer Note (0 Notes Total)
Finish

Please ensure you have updated the appropriate items on the original study application form
SmartForm

If you have completed the amendment smartform and updated the appropriate items on the study application smartform, click "Finish” to return to the amendment workspace. Then click "Submit Amendment”
under "My Activities” to submit the amendment to the IRB.

Click Finishtogoto [
the Amendment
workspace to submit.

<< Back Save | Exit | Hide/Show Errors|

16
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wehIRR Home BLERZHTNS

Current State

= Edit Amendment |

IRB Protocols > Sample Approved Study for webIRB Training (1) > Amendment £12 for webIRE Study IRB209-000016

SANDBOK......

Amendment:Amendment #12 for webIRB Study IRB#09-0

Amendment 10: IREZ09-000016-AM-00012
Study Name: Samgle Approved Study for webIRB Training (1)

Owner (IRB Staff):

Parenl Sludy:
State: Approved

Principal APl
| Faculty Sponsor:
PI Proxy:
Date Created: 8/7/2011 3:50

Linked to Projects:

Nama Project Type

Step 4: Submit

 The Submit Amendment activity is
available only to the Pl and PI Proxy.

« Study Staff can use the Send Ready

Notification to let the PI/PI Proxy know
the Amendment is ready to be submitted.

@ Send Ready Notification

m IRB Requests  New or Modied Docs Change Log

Activity Luthar
APIL

mcfif:id Amendment

Activity Diate 3
8/7/2011 4:00 PM PDT

17
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Continuing Reviews

18



ueLa Steps for preparing a
'HRP CR application

Step 1: Start the CR application by clicking @ e coniuing revew )
In the approved study workspace.

Step 2: Complete the CR application.
Step 3: Submit the CR.

— If you are modifying the study application at the time of
continuing review, create and submit a separate amendment.

— If you are submitting a PAR at the time of continuing review,
create a PAR in the approved study workspace. The PAR will be
reviewed with the CR.

19
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et Step 1: Create a CR
0

HRP

Office of the Human Research Protection Program

apphcanon

* In the approved study
workspace click on:

[ New Continuing Review

 The Continuing Review-Type of
Study section will appear:

| Study: Sample Approved Sty for webTRB Training (1)

Fr—) | Drokncnt 10: 1RE=09-000016
E
1| Principal
JE em oerences Tveatigaton
Farulty Spansor:
£} S5-Priat AN Resurst Notes
Teview Type: Full IR0 Review

1RE Staffl Approval Date:  L/4/2011
Expirabion Dater  1/4/2012

b FI Proxy:

PT Acamancec:  Camplstad
TS Assurancess  Nat Required

M s Comiing l‘ut-."gprwll!np ik [Agpevedl] [Couptoud ] andiane and

ubject Frraptisa  Dacuments  TAA Raquasts Detuiilnwiee

Sludy Contacl
Person:

tudy SuefiT 5

Imibial Subaussion  12/2B/200%
Date:

Committee:

Medical IRD 2

Letter of Approval:  [1o20]

Fequest to Coatiase Participaats duing Approval Lapse:

mnnu UCLAwebIRB
ek |

Sirve | | Frnt...

Warning: Save your work al keast every 15 mimutes by clicking "Save” or "Continue.”

Continuing Review - Type of Study

TRI# for the stisdy:
IRE#09-000016

20 “Indicate the type of report you are submitting:

 Progress report for cantinuing review
 Study Closure
Cloar

Guldance: If any of the:
alomomnnhm Inﬁrm

t lncalummmﬂm

§ it e
inkarvenhons ane
B-I.vcaimnloluwwu
4 Dot anabysis o manuscrpt
preparation that svalved use
or access to indridualty
identiiable information 1

20
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uct Step 2: Complete the
'HRP CR application

Wﬁiﬁi UCLAwebIRB
<< Back

MNew: Continuing Reviews !

Save | | Print... . Continue >> |

Warning: Save youl

 The SmartForm will branch depending on

v m P the type of report you are submitting:
T  Progress report for continuing review

« Study Closure

* Click Continue to navigate through the
sections.

» Complete the CR by providing a
e e e el response to all the questions in each
section.

4.0 UCLA TRB Expiration Date of this Study:

1/4/2012 ‘
A S =l

[ [ [ [ | [ mntemnet]protected Mode: OfF v:{ E [ 0% - A

21
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UCLAwebIRB

<< Back

¥’ Reviewer Note ‘

Exit | Hide/Show Errors| Print... | Jump To: 2.1 - Post-Approval Reports (Including Unanticipated Problems Involving Risks to Participants or Others) =

Type

Reviewer Modified

There are no items to display

1.0

Warning: Save your work at least every 15 minutes by clicking "Save” or "Continue.”

_Post-Approval Reports (including Unanticipated Problems involving Risks

to Participants or Others)
*Did any of the following occur during the past approval period for this study?
Check all that apply:
[~ Unexpected or serious adverse events
DSMB report or new information regarding the safety of the study
Protocol violations, incidents or complaints

Study audit or monitoring from an outside group (e.g., study speonsor, FDA, etc.)
None of the Above

H W ®E®

1.1 If you indicated that any of the above occurred, did you submit the required reports for those that should have been reported within 3 or 10 weorking days during the past approval Guidance item 1.1:

period? Please click on the following

link for a list of reporting
Guidance: Please click on the follawing link for a list of reporting requirements and timeframes. (link} requirements and timeframes.

T yes ©No (link)

1f yougnswered 'No' above, create and submit a separate post-approval report(s) within webIRB referencing the IRB number of this continuing review application.

Done

Step 2. Complete the
CR application (cont’d)

If you have not submitted all the required post-approval
reports during the past approval period:

» Go to the approved study workspace and create a PAR.
 The PAR will be reviewed along with the CR.

e Submit the PAR at the same time you submit the CR.

22



ucLA Step 2: Complete the
'HRP CR application (cont’d)

(») Reviewer Note

<< Back Save | Exit | Hide/Show Errors| Print... | Jump To: 4.0 - Continuing Review or Closure Report = Finjsh

Type

There are no items to display

Reviewer Modified

rContinuing Review or Closure Report

Instructions for Submission

When you are ready to submit this report, please use the following steps to submit the application to the IRB for review,

. Click the "Finish" button on this page to return to the Continuing review/Study Closure workspace.

If you have any amendments to submit at the same time as the repart, use the "Create Linked Amendment” button under "My Activities.”
. Submit the report by using the "Submit Continuing Review" activity

. Once the report is submitted, the state indicator at the top left of the workspace will no longer display "Pre-Submission.”

£ e

Contact OHRPP/IRB office if you have any questions.

+ Callthe General Campus IRB staff at 310-825-7122 or email gcirb@research.uda.edu,
o Call the Medical IRB staff at 310-825-5344 or email mirb@research.uda.edu.
+ For exempt protocols only, contact Wendy Brunt at 310-825-4810 or email wbrunt@research.ucla.edu.

OHRPP Guidance #17 on this topic is posted on the OHRPP website at http://ohrpp.research.ucla.edu.

1f you are closing your IRB Approved or Certified Exempt study, submit this completed form within 30 days of completion or termination of all research activity, even if the current approval period has expired.

Click Finish when you
reach Section 4.0-
Continuing Review or
Closure Report to go to
the CR workspace.

<< Back Save | Exit | Hide/Show Errors| Print... | Jump To: 4.0 - Continuing Review or Closure Repart = Finish |

23
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Step 3: Submit the CR

[ ]
mﬁiﬁi UCLAW&b«ERB
web]RB LR IRB Protocols
IRB Protocols > Sample Approved Study for webIRB Training (1) > 2012 Review for IRl
Project State Continuing Review: 2012 Revig L4
Continuing Review IRB#09-000016-CR-00006
1D:
[E Edit Continuing Review ] Study ID: IRB#09-000016
% Printer-Friendly Version
Principal Investigator:

The Submit Continuing Review activity is
available only to the Pl and PI Proxy.
Study Staff can use the Send Ready
Notification to let the PI/PI Proxy know
the CR is ready to be submitted.

[_% S5-Print All Request Notes ] Faculty Sponsor:
SAE since last Continuing Revi

Total enrolled for this site sj
last progress review:

Owner (IRB Staff):

Parent Study: Committ
State: Approved
Review Type: Full IRB
Review

My Activities

Send Notification,

for FS Assura

Subm\tc

Review

o \mthdra
7] Edit PI Proxy

PI Assurances: Pending...
FS Assurances: Not Required

Request to Continue Participants during Approval Lapse:

ﬁ Study Team - Log

Private Comment

IRB Requests

Medical IRB 2

Correspondence

Consent requires modification?:
Significant new findings to disclose?:

Study expiration date:

Review Type:
Meeting Date & Time:

Documents Amendments Reportable Events

Change Log

24
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Project Stats

[E Edit Continuin 0 Review
[E. Pri dly

[E ss-

Owner (IRB Staff):

Parent Study:

State: Approved
Review Type: Full IRB
Review

My Activities
=] Sen

aview
o | Withdraw
ar Edit PI Proxy

[ﬂf]sth Lg

Private Comment

Continuing Review: 20

Continuing Review IRB#09-000416-CR-0f
ID:

Study ID: IRB#09/000016

Principal Investigator

Any mogffications not approved prior
atio ?:

Submit the CR

Wﬁﬁi UCLAwebIRB

N e - IR« If you have a faculty sponsor (FS) use Send

IRB Protocols Sample Approved Study for webIRB Trainin (1) = 2012 R

Before submitting:

Notification to FS for FS Assurances to obtain
your FS assurances.

To submit the CR:

 Submit Continuing Review available only to
the Pl and Pl Proxy.

« Send Ready Notification - available only to
study staff to let the PI/PI Proxy know the CR is

Request to Continue Participants during A

ready to be submitted.

After Submitting:

e The activity (@™ will appear.

* The Pl must provide his/her assurance by clicking on
this activity.

25




UCLA

o HRP Pl Assurances
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The PI must provide the appropriate Pl Assurances.

PI Assurances

PI Assurances

If Progress

R e p O rt fo r 1.0 | certify that the information provided in this application is complete and correct.

- N Closure was
C O n t I n u I n g 2.0 1 understand that as Principal Investigator, I have ultimate responsibility for the conduct of the study, the ethical

performance of the project, the protection of the rights and welfare of human subjects, and strict adherence to any 1
. stipulations imposed by the IRB. Se e C e I n
Review was ~ e
3.0 1agree to comply with all UCLA policies and procedures, as well as with all applicable federal, State, and local laws S e Ctl 0 n

Se I e Cte d I n regarding the protection of human subjects in research, including, but not limited to, the following:
Ensuring that the personnel performing the project are qualified, appropriately trained, and will adhere to the 1 1/' te m 2 O
provisions of the approved protocol, [ » ]

mplementing no changes in the approved protocol or consent process or documents without prior IRB approval

Se Ctl 0 n (except in an emergency, if necessary to safeguard the well-being of human subjects and then notifying the IRB

as soon as possible afterwards), th e P I m u St
- Obtaining the legally effective informed consent from human subjects or their legally responsible representative, £
1 1 I m 2 and using only the currently approved consent process and stamped consent documents, as appropriate, with
. . y human subjects, .
Reporting serious or unexpected adverse events as well as protocol viclations or other incidents related to the
protocol to the IRB in writing within 10 working days. p rOVI e e

e Assure that adequate resources to protection research participants (i.e., personnel, funding, time, equipment and
e I I I u S space) are in place before implementing the research project, and that the research will stop if adequate
resources become unavailable.
. « Arranging for a co-investigator to assume direct responsibility of the study if at any time I will be unavailable to u y
direct this research personally, for example, when on sabbatical leave or vacation or other absences. Either this
p rOVI e e person is named as a co-investigator in this application, or I will advise IRB by letter in advance of such

S arrangements. CI O S u re

Continuing e
i Assurances.
Review

ASS u ran C eS 1.0 I certify that all study activity involving contact with study participants, or use or access to personal identifiable
information has ceased and the information provided in this report is complete and correct.

#1-#3.

26



UCLA

VoY
*HRP

Office of the Human Research Protection Program

« If you are submitting a
PAR with the CR, go
to the approved study
workspace to create
the PAR using:

New Post-Approval Report
or Single Subject Exception

3

* The PAR application
will appear.
Complete the
application.

* When you complete
the application the
PAR workspace will
appeatr.

Create and complete

the PAR

Current State Study: Sample Approved Study for webIRB Training (1)
| | Full Title of Study:  Sample Approved Study for webIRB Training (1)
!W! Protocol 1D: IRB=053-000016
&L Printer version J
b T — Principal APIL Study Contact Study Staff7 5
i
| A view oimrerences ! Investigator: n
Faculty Sponsor: Initial Submission ~ 12/28/2003
| &b s5-print All Request Notes | Date:
Review Type: Full IRE Review Committea: Medical IRB 2
Owner (IRB Staff):
IRB Staffi Approval Date; 1/4/2011 Letter of Approval:  [View]
Expiration Date: 1/4/2012
My Activities
[E) Send Notification to FS P1 Proxy:
"~ for FS Assurances
@ PI Assurances
(@) Send Training PI Assurances: Completed
Reminder F5 Assurances: Mot Requirad
|?| Edit PI Proxy
Request to Continue Participants during Approval Lapse:
IT Copy Study
(&) Send Inquiry or Reply
(a]
to IRB
(%) P suspend . " _
) Amendments Continuing  Post-Approval Reports & Approved Completed Conditions and Correspandence Training Change
Study Team - Log Reviews Single Subject Exception Documents  IRBE Requests  Determinations P Log Log
" Private Comment Activity Authar
20, Project Snapshot Generated Michellz Leonard
o New PostApproval Raport [ View Project Snapshot
| %= g Single Subject Exception | {#)|Amendment Completed - Approved Michellz Leonard
G wew amenament ) ()| Continuing Review Deadline Reminder System Administrator
|ED new continuing Review | [(@)Amendment Openzd APl
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‘webIRB Home RCEEZAGISL

Current State

(T) Edit Post-Approval Report
or Single Subject Exception

&L printer Version
FE View Differences

&L ss-Print All Reguest Notes

SANDBOR

IRB Protocols > Sample Approved Study for webIRB Training (1) > tuiuir

Post-Approval Report &
Single Subject Exception: tuiuir

Post Approval Report / Single Subject Exception ID: IRB#09-000016-PAR-000|
Study Name: Sample Approved Study for webIRB Training (1)
Study ID: IRB#09-000016

Principal Investigator: A P11

Faculty Sponsor:
Date Reported to IRB:

Owner (IRB Staff):

Parent Study:

State: Approved
Review Type: Full IRB
Review

My Activities

&> Submit

D Withdraw Post-Approval
Report or Single Subject
Exception

] Cepv Post-Approval
Report or Single Subject
Exception

ﬁ Study Team - Log

Private Comment

Type: Updated Study Safety Informzi#@h / Protocol Clarification

Stamped Study
SR Amendments  IRB Requests  Changelog  Corre:

History

Submit the PAR

API1 | MyHome |

Activity
?\Ej Created Post-Approval Report or Single Subject Exception

Submit the PAR:

The Submit activity is available only

to the Pl and PI Proxy.

Study Staff can use the Send
Ready Notification to let the PI/PI
Proxy know the Amendment is

ready to be submitted.
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Off of the Human Research Protection

Amendments and Continuing Reviews are
created In the approved study workspace.

If you are submitting a PAR the time of
continuing review, go to the approved study
workspace to create the PAR.
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Questions?
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