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RESEARCHER

.l INSTITUTIONAL REVIEW BOARD

S ) Suffolk University 73 Tromont .

Boston, A 02108

Office of Research and Phone: (617) 7254169
Sponsored Programs Fax: (617) 7254166 Protocol Number:

Email:irb@suffolk.edu

FOR IRB USE ONLY Type of Review; [] FullBoard [| Expedited
REQUEST FOR CONTINUING REVIEW

Instructions: Please complete this form no later than 45 days prior to the study expiration date and submit with current
approved consent documents (if applicable) bearing the IRB approval stamp. Also, include a clean version of consent
documents that can be stamped and returned upon approval of the continuing review. Identify any requested changes and
provide the IRB with all the necessary information to conduct a thorough and substantive continuing review.

Check here if this includes a modification [_] and complete sections 5 and 6 below.

1. GENERAL INFORMATION

Protocol Title:

E-mail Address: | Faculty: [ Staff: [ ] Student: [ ]
Date:

.2. PRINCIPAL INVESTIGATOR AR i
Name: | CITI Certified: Yes [ ] Date:
SchoollDepartment: '
Campus Mailing Address: Telephone Number: ( ) -
E-mail Address: Facu!ty |:| Staff ]

- 3. CO-INVESTIGATOR ‘ SRS
Name: | CITI Certified: Yes [ ] Date:
School/Department:
Campus Mailing Address: - ] Telephone Number: ( )

4. CONTINUING REVIEW TYPE

[ ] Continuing Review Only

[_] Continuing Review with a Modification (must complete sections 5 & 6)

[ ] Continuing Review for Data Analysis Only

5. MODIFICATION INFORMATION (If Applicable)

Please provide a detailed description of the requested change(s) lnclud[ng rattonale for why change is necessary:

In your opinion does the change alter the risk/benefit ratio of the research study? Yes[ | No[ |
If yes, how?

Will the change affect the safety and/or welfare of research subjects? ' Yes[ ] No[ |
If yes, how? : '

Will the change affect the informed consent process or documents? ' Yes[ | No[|
If yes, how?

- 6. ATTACHMENTS If change involves the modification of any study materials make sure toinclude a tracked changed version, a clean
| version without track changes and new version dates. : . 2

[_] Protocol Summary (Version Date: )

[] Advertisements (printed, audio, or video)

[ ] Study Instruments (surveys, questionnaires, etc.)

[ 1 Scripts

[ | External Approvals (IRB, Schools, or Centers)

f Grant Application

|| Flyers, Posters and Brochures

[ | Informed Consent Forms/Assent Forms

[_] CITI Certificates

Suffolk Universily Institutional Review Board Page 1 0of 2
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7. PARTICIPANT INFORMATION

Maximum Number of Subjects Approved hy the IRB for Enrol!ment Based on [mtlai Appl:catlon or Subsequent Modification:

Number of Participants Scraened fo Date!

Number of Participants Enroliad to Date:

Participant Demographics (Enrolled): Number of males: o Number of females: Number of minorities:
8: WITHRAWALS o B : '
Have any participants withdrawn from the study since ItS start or since the fast continuing Yes[ | Nol |

review? If yes, list the reason for each participant {only list those not previously reported)

9. DROPS

Have any paftm;pants been dropped from the study by the mvest:gator since the last Yes[ | No[ |
continuing review? [f yes, list the reason for each participant (only list those not previously
reported)

- 10. ADVERSE EVENTS OR UNANTICIPATED PROBLEMS

Have there been any unanticipated problems or adverse events from the last 12 months'? | Yes | | Nal:}
if yes, please report them below.

".11.. RECENT RELEVANT LITERATURE.

Has there been any publication of recent literature that may be relevant to thls study? ' Yos[ ] No[]
If yes, please identify helow.

12. PREVIOUS PROTOCOL MODIFICATIONS:

Have there been any protocol maodifications made to the protocol and appruved by the IRB in Yes D' No[ |
the last 12 months? H yes, please list dates of modifications approved below.

13. PARTICIPANT COMPLAINTS

Have there been any complaints made about the protocol in the last 12 months? if yes, Yes| | 'NOEII
please describe the nature of the complaint and remedy helow.

-14. CONFLICTS OF INTEREST

Have you previously disclosed any eonﬂlcts of inferest related fo this study" ' ' Yes ] Nol]

Do you presently have a conflict of interest, financial or otherwise, related to this study? If Yes[ | Nol |
yes, describe the nature of the conflict of interest and complete and attach an approved COI
Management Plan.

15. OTHER RELEVANT INFORMATION Please list any other relevanl ;nformatlon of which the IRB should be made aware (such as
change in study personnel or change in sponsor). .

16. SUMMARY OR PROGRESSIPRELIMINARY FINDINGS

*E—SIGNATURES ARE REQUIRED PRIOR TO SUBMISSION from the following:

Department Chair or Dean

Principle Investigator

Co-Investigator(s)

Faculty Advisor (for students only if different from PI)

Please contact the Office of Research and Sponsored Programs if you need assistance with setting up an
account on www.irbnet.org.

Suffolk Universily Institutional Review Board Page20f2
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Appendix J

Continuing Review Checklist







'REVIEWER

Suffolk University . Institutional Review Board (IRB)
Office of Research and Sponsored Programs Reviewer Worksheet

§46.109(e) CONTINUING REVIEW CHECKLIST (EXPEDITED)

‘rotocol Number:

Protocol Title:

PI: | Co-Pl: *

INITIAL PROTOCOL REVIEW
[] Yes Was the research initially reviewed and approved at a convened meeting of the IRB? I[fNO =2 continue. If YES= STOP continuing
[ No review must take place at a convened meeting of the IRB (the only exceptions are for continuing review under categories 8a, 8b, 8c ar

category 9)
RISK ASSESSMENT AND MONITORING -- §46.110 Determination of Risk
[]Yes Does the research present more than minimal risk fo subjects as determined by initial review of the protocol by the IRB? I[fNO >
[1No continue. If YES = STOP continuing review must take place at a convened meeting of the IRB.
[]Yes Is new information presented by the investigator, such as new procedures or a modification of procedures that would likely increase
[ 1No risk to subjects? If NO-2 continue. If YES—= STOP continuing review must take place at a convened meeting of the IRB,
" Comments:
[T Yes Are risks to subjects minimized (i) ny using Erocedures which are consistent with sound research design and which do not
] No unnecessarily expose subjects to risk, and (ji) whenever appropriate, by using procedures already being performed on subjects for
diagnostic or treatment purposes? - 46CFR46.111(a)(1).
Comments:
[ Yes Are risks fo subjects reasonable in relafion to the anticipated benefits, if any, and the importance of the knowledge that may be
[]No reasonably expected to result? — 45CFR46.111(a)(2)
Comments:
"1 Yes Does the investigator make adequate provisions in the research plan for monitoring the data collected to ensure the safety of
1No subjects?
Comments:
[ ]Yes Are adequate provisions in place to protect the privacy of subjects and to maintain confidentiality of data?
[ INo
Comments:
[AREEVAGY OB AR ED ENEET TREEESS o O A O O e
[ |Yes Does the confinuing review include a modifi cataon to the mformed consent process whereby a waiver of mformed consent or waiver of
[INo documentation of informed consent is requested by the investigator? If NO—= continue. If YES = STOP continuing review must take
place at a convened meeting of the IRB.

[]Yes s there any new information that should be considered fo represent such a significant new finding that it should be communicated to

[ ]No subjects who have already enrolled in the research? If NO= continue. If YES, indicate in the comments section below, if the
investigator included provisions for communicating such findings to research participants.

Comments:

[[]Yes Is informed consent sought from each prospective subject or the subject's legally authorized representative.

[ 1No

[ 1Yes s informed consent is appropriately documented or did the investigator receive IRB approval for a waiver of documentation of

[ INo informed consent or waiver of some or all of the elements of informed consent?

Comments:

[]Yes s the investigator using the most recently approved version of the informed consent document and does the document contain the

[[INo most accurate and up-to-date information about the research?

" |NA

Jmments:

Review Worksheet Version 7/1/2013




Suffolk University
Office of Research and Sponsored Programs

Institutional Review Board (IRB)
Reviewer Worksheet

[]Yes Does the informed consent document or process provide an accurate and up-to-date description of the reasonably forseeable risks
[ 1No and discomforts,
Comments:
[ 1Yes If applicable, does the informed consent document or process disclose alternative procedures or courses of treatment that might be
[INo advantageous to the subject?
[INA
Comments:
[ Yes Is any ew information presented by the investigator (or others) that raises concerns about the circumstances under which informed
[ | No consent is being obtained (e.g. conflicts of interest)?
Comments;
| EVALUATINGTHE INVESTIGATOR AND/INSTITUTIONA
E Yes Have there been any changes in the mvestlgators situation or qualifications?
No
[]Yes Have there been any complaints by research subjects or others related to the investigator's conduct of the research?
[1No
[]Yes Have there been any changes in the acceptability of the proposed research in terms of institutional commitments and applicable
[ INo regulations (State & local law or standards of professional conduct)?
[]Yes Have there been any reports received from any third party observations of the research?
[ INo
Comments:
[:] Yes s the information prowded by the lnvestrgator con31stent with the research protocol previously approved by the IRB?
[INeo
[]Yes Is enroliment consistent with the planned number of subjects described in the IRB-approved protocol and are enroliment targets being
[INo met?
[]Yes Is enrollment occurring at a rate expected with the ability to provide sufficient data to answer the scientific question being addressed?
[]No
[]Yes Is the rate of subject withdrawal and the reasons for withdrawal reasonable?
[1No .
[CIN/A
Comments:
ILGMEON s :‘7-‘..;'__. e Lok, i s
([]Yes | Seiectron of subjects is eqwtable 45CFR46 111( )( )
[]No
[ IYes Appropriate safeguards are in place to protect subjects that are likely to be vulnerable to coercion or undue influence and when the
[ No research involves pregnant women, fetuses, or neonates; prisoners; or children, the research satisfies the additional requirements for
IRB approval 46CFR46.111(b) and subparts B,C, an D respectively. -
Comments:

Provide Protocol Specific Comments

Review Worksheet Version 7/1/2013




Suffolk University Institutional Review Board (IRB)
Office of Research and Sponsored Programs Reviewer Workshest
[] Approved
[ ] Referred to Full Board
[[] Requires Information or Modifications
Reviewer: Date:

Review Worksheet Version 7/1/2013
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Protocol Modification Request







‘RESEARCHER

Suffolk University O omant 5.
Office of Research and Phoﬁ;f{g’?;,“;gﬁ:gg

Sponsored Programs Fax: (617) 7254166 Protocol Number:
Emailirb@suffolk.edu

FOR IRB USE ONLY =sesee Type of Review: [ ] Full Board [] Expedited
PROTOCOL MODIFICATION REQUEST

Instructions: All changes to previously IRB-approved research must be IRB reviewed and approved prior to implementation.
Please complete this form to identify the requested changes and provide the IRB with all the necessary information to conduct

a thorough and substantive review.

1. GENERAL INFORMATION

Protocol Title:

Date:
2. PRINCIPAL INVESTIGATOR 5 : '
Name; | CITI Certified: Yes [ ] Date:
School/Department:
Campus Mailing Address: Telephone Number: ( )
E-mail Address: Faculty:[ | Staff: [ |
3.CO-INVESTIGATOR , j O Gk
Name: | CITI Certified: Yes [ ] Date:
School/Department:
Campus Mailing Address: I Telephone Number: ( ) -

. 4. MODIFICATION TYPE

| L] Minor (e.g. administrative edits to recruitment malerials or informed consent document(s), minor changes in study procedures, addition
of research staff)

[ | Major (e.g. significant changes to research study which may alter the risk and/or benefit ratio)

5. AMENDMENT INFORMATION

Please provide a detailed description of the requested change(s) including rationale. for why change is.necessary:

In your opinion does the change alter the risk/benefit ratio of the research study? Yes [_] No[ ]
If yes, how?
Will the change affect the safety andlor welfare of research subjects? | Yes [ ] No[]
If yes, how?
Will the change affect the informed consent process or documents? Yes [ | No[ |
If yes, how?

' 6. ATTACHMENTS If change involves the modification of any study materials be sure o include a tracked changed version, a clean version
_ without frack changes and new version dates. L

[_| Protocol Summary (Version Date: )

Advertisements (printed, audio, or video)

Study Instruments (surveys, questionnaires, efc.)

L

Scripts

External Approvals (IRB, Schools, or Centers)

Grant Application

Flyers, Posters and Brochures

Informed Consent Forms/Assent Forms

CITI Certificates

LI

| [] Other

Suffolk University Institutional Review Board Page 1 of 2
Protocol Modification Request Version 1.29.14




*E—SIGNATURES ARE REQUIRED PRIOR TO SUBMISSION from the following:

Department Chair or Dean
Principle Investigator

Co-Investigator(s)
Faculty Advisor (for students only if different from PI)

Please contact the Office of Research and Sponsored Programs if you need assistance with setting up an

account on www.irbnet.org.

Suffolk University Institutional Review Board Page 2 of 2
Protocel Modification Request Version 1.29.14



Appendix L

Modification Reviewer Checklist







Suffolk University
Office of Research and Sponsored Programs

MODIFICATION REVIEW WORKSHEET

REVIEWER Institutional Review Board (IRB)

Reviewer Worksheet

Protocol Number:

Protocol Title:

Principal Investigator: ' Co-Investigator:

§46.110(b) (2) An IRB may use the expedited review procedure to review minor modifications of already approved research:

Is this a minor change to previously approved research? If YES 2continue. If NO= STOP the
amendment cannot be reviewed via expedited review,

[]Yes | | No

Does the change alter the risks/benefit ratio? If NO = continue; If YES = STOP change is not minor and [ Yes []No

amendment cannot be reviewed via expedited review,

Will the modification likely impact the subjects’ willingness to participate? If NO= continue; If YES > [ Yes [ ] No

STOP change is not minor and amendment cannot be reviewed via expedited review.

Please describe the requested changes and any protocol specific comments below:

[ | Approve [ I Recommended for Full Committee; please provide
rationale in space provided below,

Comments:

Reviewer: Date:

Review Worksheet Version 7/2/2013







Appendix M
Report of Unanticipated Problems

Involving Risks to Subjects or Others







RESEARCHER

Suffolk University e remant St UPRTSO Repar
Boston, MA 02108 epo

Office of Research and Phone: (517) 7254169 Nuriber: P

Sponsored Programs Fax: (617) 7254166 :

Emailirb@suffolk.edu

FORIRB USE ONLY  Typeof Event: [ ] Protocol Deviation [ ] Adverse Event [] Unanticipated Problem

REPORT OF UNANTICIPATED PROBLEMS INVOLVING RISKS TO SUBJECTS OR OTHERS

Instructions: Federal regulations [45 CFR 46.103(b)(5) and 21 CFR 56.108(b)(1)] require the prompt reporting by investigators "any
adverse events or unanticipated problems involving risk to subjects or others (UPIRTSO)" The IRB defines unanticipated problems or risks
to others as any problem or event which in the opinion of the local investigator was unanticipated, serious and at least possibly related to
the research procedures. Report to the IRB within 5 working days, all protocol deviations, adverse events, serious adverse events, and
unanticipated problems. Non-serious problems/events do not meet the IRB's definition of UPIRTSO and should be reported in summary
form only at the time of continuing review or in the final report.

1. GENERAL INFORMATION

Protocol Title:

Protocol Number: l Date of Report: ] Initial Report: [] | Follow-up Report: [_]
Name of Person Reporting: Email Address of Individual Reporting: '
Date of Event: Location of Event:  Onsite: [ | Off site: []

2. PRINCIPAL INVESTIGATOR ' :
Name: | Faculty: [ ] Staff: [ ]
School/Department:
E-mail Address: | Telephone Number: ( )

3. CO-INVESTIGATOR : ' ‘ :
Name: [ Faculty: [ ] Staff: [ | Student:[ ]
School/Department:

Campus Mailing Address:
E-mail Address: Telephone Number: ( )

4. TYPE OF EVENT : i ‘

The event is believed to be related to the research [_] The event is not believed to be related to the research [ |

[_1 Protocol Deviation (Please describe deviation below and risk fo subject that was eliminated as a resulf)
e Any deviation from the profocol taken without prior IRB review to eliminate an apparent immediate hazard to a research subject
°__ Any serious accidental or unintentional change to the IRB-approved protocol that involves risk or has the potential to recur

[_] Unanticipated Problem (Please describe the nature of unanticipated problem below and the change in the risk-benefit ratio if
applicable)

o Any serious event, including on-site and off-site adverse events, injuries, side effects, deaths or other problems which in the
opinjon of the local investigator was unanticipated, involved risk to subjects or others, and was possibly refated to the research
procedures

e Any publication in the literature, safety monitoring report, inferim resuit or other finding that indicates an unexpected change to the
risk-henefit ratio of the research

[_] Adverse Event (Please describe the event and the nature of the risk to subjects below)
e Any breach in confidentiality that may involve risk to subject or others
»  Any complaint of a subject that indicates an unanticipated risk that cannot be resolved by the research staff
e Any serious and possibly related event which in the opinion of the investigator constitutes an unanticipated risk

"5, INFORMED CONSENT PROCESS : e

" Does this problemlevent alter risk to past, present or future subjects? | Yes [[] No [ ] Don’'t Know[ |

Based on your judgment, should this problem/event be added to the consent form as a Yes|[ | No []
potential risk? Explain rationale.

Suffolk University Institutional Review Board Page 10of 2
UPIRTS0O 2.28.13



Based on your analysis of this problem/event, should currently enrolled subjects be notified? | Yes[ | No[. |
Explain rationale.

7’:E—SIG‘NA[HJRES ARE REQUIRED PRIOR TO SUBMISSION from the following:

Principle Investigator
Co-Investigator(s)

Suffolk University Institutionat Review Board Page 2 of 2
Profocol Modification Request Version 2.25.13



Appendix N

Report of Protocol Deviation Not
Involving Risk to Subjects







RESEARCHER
SIJ.ff olk UIllV eI Sl.ty INSTITUTIONAL R%’lﬁ: Ifgillgl

otoco iation
Offeof Rsearth and T W b
Sponsored Programs Fax: (617) 7254166 P '

Emailirb@suffolk.edu

REPORT OF PROTOCOL DEVIATION NOT INVOLVING RISK TO SUBJECTS

Instructions: Federal Regulaions require that human subject research be conducted only with prior IRB approval and in accordance with
IRB approved procedures. Any modification made to a study which has not received IRB approval prior to implementation is considered a
protocol deviation and is not in compliance with regulations or IRB policy. Reports to the IRB should be submitted via IRBNet within 5
working days of the deviation being discovered or made known, Once discovered, no additional work that deviates from the approved
pratocol is to be carried out. Deviations should also be summarized in the next continuing review of the study or final report.

1. GENERAL INFORMATION

Protocol Title:

Protocol Number: | Date of Report: | Initial Report: [] | Follow-up Report: []
Name of Person Reporting: Email Address of Individual Reporting:
Date(s) of Event: Location of Event:  Onsite: [ | Off site: | |

2. PRINCIPAL INVESTIGATOR
Name: | Faculty: [ Staff: [ ]
School/Department:
E-mail Address: : ~ | Telephone Number: ( ) .

3. CO-INVESTIGATOR
Name: | Faculty:[ | Staff:[ | Student:[ |
School/Department;

Campus Mailing Address:

E-mail Address: Telephone Number: ( ) -

4. TYPE OF DEVIATION (Check appropriate (box and describe in detail below)

|| Research conducted without IRB approved protocol (includes confinuing research after lapse in IRB approval)

[ 1 Research modified without prior IRB approval (includes use of consent document not stamped by the IRB, over-enrollment of
subjects, extension of study dates, addition of study procedures, elc)

5. PLAN FOR CORRECTIVE ACTION

Describe below the plan for corrective action

*E—SIGNATURES ARE REQUIRED PRIOR T0 SUBMISSION from the following:

Principle Investigator
Co-Investigator(s)

Suifolk University Institutional Review Board Page 1 of 1
Protacol Deviation 2.25.14
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Human Subjects Research Final Report







RESEARCHER

. - INSTITUTIONAL REVIEW BOARD
Suffolk University 73 Tremontst.
Office of Research and Phoﬁ;“{;{‘;fi%”ﬂ o

Sponsored Programs Fax: (617) 7254166 Protocol Number:
Email:irb@suffolk.edu

HUMAN SUBJECTS RESEARCH FINAL REPORT

Instructions: Principal investigators have the responsibility of informing the IRB when a study has been completed. A study is
considered to be open and active until either it is closed administratively by the IRB or the investigator has submitted a Human
Subject Research Final Report to the IRB for the applicable study. Complete this form when an approved human participant
research project is CONCLUDED. Attach a copy of all relevant materials to this form to be reviewed by the IRB.

1. General Information j b : S _ ;
Protocol Title: } | Protocol Number:

Date of Report:

2. Principal Investigator
Name:

Email Address: | Telephone Number: | Faculty: [] Staff: [ ]

3. Co-Investigator
Name:

Email Address: | Telephone Number: | Faculty: [] Staff: [ ] Student:[ |
4. Reason For Closure ' f

[ | The only remaining activity involves the analysis of aggregate data sefs without individual subject identifiers

|1 All research related acfivities, including data analysis, has been completed

[ ] Study closed at this site by sponsor. Please Explain:

[ | Other. Please Explain:

5. Subject Enrollment: Enter “0” Where there are no numbers to report. Please do not leave any spaces blank.
Maximum number of subjects/records approved for enrollment:

Since Last IRB Approval Since Initial IRB Approval?

Number of subjects screened

Number of subjects enrolled

Number of subjects who were dropped

Number of subjects who voluntarily withdrew
Number of female participants enrolled

Number of male participants enrolled

Number of minors enrolled
6. Criteria For IRB Closure of Research: Please make sure to answer all questlons (please respond with N/A or NONE if

question is not pertinent to study

a. In the past year have there been any of the foflowmg’P

o  Any expected/unexpected and/or serious/non-serious associated adverse events: [] Yes* [ INo
e Unanticipated problems or adverse events involving risks fo subjects or others: : [IYes* [INo
o  Withdrawal of Subject(s) from the research, including reasons: : [ ]Yes* [ INo
e  Complaints about this research study: [ JYes* [ INo

*If the answer is “YES” to any items in 6a, explain each:

h. Were all events, problems, withdrawals, or complaints reported promptly to the IRB? [1Yes [INo [ INA

*If “NO” to Question 6, explain:
¢. Provide copies of andlor summarize* helow:
All monitoring reports, Sponsor’'s reports, preliminary results, abstracts of recent scientific literature with full citation

[] Attached [ _N/A

Suffolk University Office of Research and Sponsored Programs Page 1 of 2
Clocure Form Version 7 11 123




Any other information that has become available since the last IRB review related to the risks and benefits associated with this
study.  [] Attached [IN/A

*Summary: (if applicable)

d. Please provide a brief summary?, report or abstract of the study findings (if available)
[ IFindings attached [ IN/A
*Summary: (if applicable)

e. Did the research consent form include a statement that subjects would be provided with additional information
(preliminary and/or study findings, randomization arm, etc.)?

[1YES* [INO []N/A

*If “YES” to Question 6e, have subjects been provided with this information?
[1YES (Please include a copy of what was sent to subjects)

[ 1NO (Please explain):

f. Are identifiable data still being stored for this study? Identifiable data include:

e  Paper or electronic records that are connected to name, address, email address, phone number, medical record
number, student record number or any code that could make it possible to link the data fo an individual
e  Voice or video recordings
[ NIA (protocol did not include the collection of identifiable data)
[1 YES*
[ 1 NO- Data has been de-identified as specified by the IRB-approved protocol

*If “YES” to Question 6f was this approved by the IRB? Explain, in detail, the measures that are being taken to protect
the confidentiality of the records/recordings:

7. Publication and Data Collection

a.Were there any publications, presentations, manuscripts derived from this research?

[ ]YES* []NO

*If “YES” to Question 7a, please list or attach findings:

7':E—SIGI\H!&’I'URES ARE REQUIRED PRIOR TO SUBMISSION from the following:

Principle Investigator
Co-Investigator(s) (if applicable)
Faculty Advisor (for students only if different from PI)

Please contact the Office of Research and Sponsored Programs if you need assistance with setting up an
account on www.irbnet.org.

Suffolk University Office of Research and Spensored Programs Page20f2 -
Closure Form Version 7.11.13
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IRBNet User Information







National )
Research New User Energizer

Network ® Training Energizer

e e e ===

IRBNet provides the research community with an unmatched set of secure; web-based collaboration tools to
support the design, management, review and oversight of research involving humarn subjects, animal models, ——
recombinant DNA, and more.

This Energizer covers how to register an account in IRBNet and
manage your User Profile. It will illustrate how to:

Create and activate your account in IRBNet

Manage your affiliations from your User Profile

and submit necessary Training & Credential
records '

N e Mdintain your T&C records on an on-going basis

N

RESEARCH DATAWARE // © 2001 - 2012 Research Dalaware. LLC

Innovation in Research Management Alf nghls reserved.



i)

New User Energizer

New User Registration

Training Energizer

IRBNet

‘ To begin the registration process, go
click the New User Registration link.

to www.irbnet.org and

Innovative Solutions for -

Compliance and Research Management

IRBNet

The IRBNet Difference

Demo Contact Us FAQ

Homi

Comprehensive Solutions

-

R

Jv" Users that are not

&

/'\/

Login: |8~ _
@ Mew User Registration (? Forgol Your Password?
- i, ™

semame Passvyord

rive [RF.Net _

If you have forgotten
your password, click
here.

registered on IRBNet [~ .
The Industry's Most Complete Solutio maY click here to self-
IRBNet's unmatched suite of electronic solution reQISter'
Administratdrs, Committee Members, Researc| Bsign,
managernent and oversight tools support your |RE; TRCOTC, 0 T OUTEr B0 T unified

solution.

Flexible, Intuitive and Easy to Use

Your.own forms. Your own pracesses. Your own standards. Powerful reporting and-performance
metrics. The data you need. From electronic submissions to form wizards, o agendas, minutes, and
more. Our easy to use, web-based tools are rapidly launched and backed by our best practices
expertise and the industry’s leading supporl team.

Secure, Reliable and Cost-Effective
IRBNet's secure web hased solullun is accesstble to your research cummunlty anytime, anywhere.. Our

went 5o smoothly! It was over
so fast the members didn't know
what to do. They just sat there
for a few minutes in disbelief.”

- Brace Day
Direcior, Office of Research Infesrity
Marihall Usiversity

Lo iazas ma s Aa Lol ST M L e
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= New User Energizer
Training Energizer

Basic Account Information ]RBM

password.

v" Always use your

Fill out your first and last name, and choose a username and

proper name'_ W[th i Account Information
standard capitalization
as this information is

ust be REGISTERED to access IRBNet. Registration is free.

characters.

used throughout the
system.
 FirstName #-
 Last Name #*°
o e ;
User Name %
v Passwords must P P e OT T
contain 8 (eight) Confirm Password # |

Password Hint |

% required fields




New User Energizer .
Training Energizer Individual Terms of Use [RBhNet

- All IRBNet users must agree to the Individual Terms of Use in
order to register on the system.

IRBNet: Individual User Terms of Use

To register on IRBNet, you must read and agree to these Terms of Use, inciuding any fulure amendments (collectivaly, the
"Agreement").

X i

|

1. Acceptance of Terms.

This Agreernent governs your participation as an individual user of IRBNet. IRBNet is a senice provided
by Research Dataware, LLC and both the company and senvice name are used interchangeahly in this
Agreament. In addition, when using particular [RBNet owned or operated senices, you shall be subject
ta any posted guidelines or rules applicable to such senices which may be posted from time to time. All
such guidelines or rules are hereby incorporated by reference into this Agreement. IRBNet may also
offer other senices that are governed by different Terms of Use.

i

-
I

If this Agreement or any future thanges are unacceptable to you, your sole remedy is to terminate your
use of the Sewice. Ifyou do not accept and abide by this Agreement, you may not use the senices
offered by IRBNet. By accessing or using the Senice, you confirm yuuracceptance of, and agree to be
haung by, this Agreement and any future changes to this Agreemerit. You agree to use the Senice only
zordance with this Agreement. Nothing in this Agreement shall be deemed to confer any third party
or benefits.

v" Click “Accept” to accept the gl
terms of use and continue. ' qﬁ e — A St v i

T o 7 m“l'_,wy.,—




New User Energizer . .
Training Energizer SeleCt Your Ol‘ganlzatlon RBM

Search to find your local institution. Contact your local
coordinator if you are unclear where you should register.

i,
N R el

Registration

zation with which you are affiliated. If you are affiliated with mare than oné organization, you may add

| I :
H& Search to find yaur local Ins after you complete the registration process by loggirig in to IRBNet and accessing your User Profile.

institution. You may
search for your institution

using any terms, such as [oran organizatn metro " DT
“metro”. on types to display 7] Research Institutions [ Boards [T Sponsors |_

_| Metropelitan University, Frederick, MD

% Highlight your institution,
and click continue.

ffynu do ot see your digaﬁ_iggtign.liﬁed:ynu,may add a new organization.

# required ields il ~ el T :




= New User Energizer .
Training Energizer Contact Information [RBNet

' Fill in your contact information. Be sure to use a valid email
address. You will need to be able to receive emails from
IRBNet in order to activate your account.

Registration

Your Contact Information

Specify your contact information at Metropolitan University, Frederick. MD. The email address that you specify will be used
for communications related to Metropolitan University projects.

Telephone Numbers [ J-[  ]-[ Jex.[ I
F““mb“ I |- ||

# required fields

{v' Use your institution-approved email to ensure that you receive your
activation email and all automatic notifications from the system. Failure

to use an appropriate email address may result in your account not being
activated.




4 New User Energizer . . . . :
Traifing Energlzer Finalize Registration IRBXNet
‘ Verify that the information you have entered is correct. If any

of the fields need to be edited, you may do so using the
yellow “Edit” links.

b

Registration

Confirm Registration Information

Please review your information and click "Register” to complete the reg ) i .
may update your account information, and add or update gffiliatione=ats v' Click Reglster“ and
continue. An automated

User Profile.
activation email will be

your

C R
sent to your email
address.
v Take a moment to confim§{ Tt Mo Redeaichied
that the correct email is — e
listed. It can be corrected fiiations
by clicking “Edit” and re-  |ssaieher at Metiapolitan University, FroderiehQMD iz
entering the address. ~ Telephone Number (555) 555-6555—
Email jresearcher@mailinator.com
T i i ol s T
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Training Energizer Registration Complete IRBNet

‘ Once you finalize your registration, an activation email will be
sent to your registered email address. You will need to click
the link within that email to activate your account.

Registration

Regisiration is Complete

An activation email has been sent to your contact email address, You must click on the activation link withifi the email to
activate your account. ;

Having {rouble receiving your activation email from IRBNet? Try the following:

1. Chack your spam box lo make sure imporlanl JRBNat emails aren't getting accidentally fillered.

2. Make sure o whitelist all emails coming from irbnet.org to assura you rsceive them properly

3. Ganerate a new activation email by logging in to IRBNet and clicking on your User Profile Make a simple update
4

v" Click “Continue” to
finalize your
registration and send

the activation email. \

{such as adding a fax number) and a new activation email will auloma‘llcally be genaraled for you.
. Contact the [RBNet Coordinater at your local Research Office who can provide more helpful information and can

assist you in registering your account.




4 New User Energizer . .
Training Energizer Complete Actlvatlon IRBM
' Visit the inbox of your registered email address and click the

link within the “IRBNet Activation Required” email to activate
your account

v" From your email inbox, |}
open the “IRBNet
Activation Required”
message.

RBNet Activation Requlred

s S sttt ot L B
.. complete your
: Weélcome to IRBNet! _ / activation.

hitps Jivawnw irbnet. ora 44 3/releasevublic/act jsp?i=8R6946&a=seBpZUXLwz

if'_yau cannot click on the above link, you may copy and paste the link into your browser to confirm your affiliation,

Thank you,
The IRBNet Support Team

{ vewwitbnet.org

i Congratulatlons you are now a member of the
e A A8 Natl@nal Research Network! J




New User En.c;'rgizer . .
@ Training Energizer Manage AfﬁhatIOI’IS

IRBNet

‘ From the User Profile page you can add addi

tional affiliations

and trigger additional activation emails, if needed.

User Profile

v Use the Add an Additional Your User Profile
Affiliation link to add research

access this page at any time o update your account information, change your password, manage your affiliations

affiliations. lage your Training & Credentials records.
v' This is helpful if you are if you add or update an affiliation you will be sent an activation email to your contact email address. You must
affiliated with multiple e link in the activation email to confirm your changes.
institutions, or if you are both § ST . R
a researcher and a board ~ UserName jmesearcher
member. ¥ Fimﬂame.!nhn
_ LastName Researcher

1 Sendmnnmhnhnefmi )

'Telephone Number (123}455»7390 >
Ema!l lrbdefaultlmallmamr nam

Training & Credentials

IRBNet allows you to track and share your training records, certifications, resumes and nth1
.added to your profile, yourtraining and credentials can be easlly linked to your projects fror
by -your project teams and can be quickly accessed and trackéd by the boards that review

permit you to directly submit your training and credentials without requiring you to link thes

There are currently no doguments in your profile.

v" Click the “Send me an
activation email” link to
trigger an additional
activation email to your
registered email
address.




New User Energizer
Training Energizer

Add Training & Credential Records IRBNet

Upload appropriate Training & Credential (T&C) documents to
your User Profile, as required by your local institution.

User Profile

Manage Your User Profile

You may access this page at ainy time to update your account informationi, change your password, manage your affiliations
and manage your Training & Credentials records.

MNote that if you add or update an affiliation you will be sent an activation email to your contact email address. You must
click on the link in the activafion email to confirm your changes.

y LlserNama jnnsearchar
Fllslﬂa e John
 Last Name Researcher

Affiliations
» Add an Additional Affiliation

Ema-ﬂ nbﬂefatilt@mai!mator ‘com

Training & Credentials

IRBNet allows you to track and share your training records, certifications, resumes and other personal credentials. Once

r training and credentials can be easily linked to your projects from the Designer, are accessible
d can be quickly accessed and tracked by the boards that review your projects. Some boards also

v Click here to upload mit your training and credentials without requiring you to link these records to specific prajects.
T&C documents.

\'ﬂre:e are currently no documenits in your profile,




New User Energizer B
Training Energizer Enter Record Information IRBM

Enter the appropriate information and select the correct T&C
document. Be sure to enter accurate Credit Hours and
Expiration Date if applicable.

Training &

Credentials Record

Profile Owner: John Researchér

Attach a document to this Training & Credentials record by clicking the "Browse...” button 1o locate your document and
then by clicking “Attach”.

l)ocumem‘l’;vpei@lcvmmm . ' B B [
Description: [My CV — : ]
i L B
Effective Date: # [05/03/2011 | [
.Eﬁpimﬂm_bite_: -
File: %

#irequired fields

v’ Click Attach to v’ Click Browse to
upload the select the correct
document. T&C document to

upload.




New User Energizer

Training Energizer Smelt T&C DOCU mentS

IRBNet

- Submit uploaded T&C documents to the correct committee,

according to local committee SOPs.

and manage your Training & Credentials records.

click on the link in the activation email to confirm your changes.

¥ il#st-Name Researcher

Affiliations
s Add an Additional Affiliation

* Email |rhdefaun@mm’l’natar com

Note that if you add or update an affiliation you will be sent an activation email to your contact email address: You must

WD [ R

Training & Credentials

IRBNet allows you to track and share your training records, certifications, resum
added to your profile, your training and credentials can be easily linked to your p
by your project teams and can bé quickly accessed and tracked by the boards
permit you to directly submit your training and credentials without requiring you t

v" Click to submit the
document to your
committee.

| Shod all Versions |




New User Energizer . ,
Training Energizer Manage your Usel‘ PrOﬂIe IRBM

- Upload additional T&C documents as needed and keep your
existing documents up to date as credentials change.

Note that if you add or update an affiliation you mII be sent an activation email to your contact email address. You must
click on the link in the activation email to confirm your changes.

Last Name Researcher
-Affiliations
+ Add an Additional Affiliation
Researcher at Metropolitan s Frederick, WD ([0 [Ba it

“Telephone Number (123} 455-7390
 Email irbdefault@mailinator.com

27 e S N

Al ISR

4 v Manage eac
T&C document
using these
icons.

Training & Credentials

IRBNet allo v sumes and other per; v" To update a
added to you Highlighted Expiration Date ur projects from the document, use
by your proj indicates this document will rds that review your p the Pencil icon
permil yout expire within the next 60 days, [ t© linkthese reco

‘cm3. Pfh:hllnrAsu
Investigators Biomedical
‘Research- Basic Course

474 CViResume My cv : 0510302011 0SH8R011 Accepted
02:26 Pi

I 7



P New User Energizer
Training Energizer Where to Get Help o

L

Your Committee Office can offer
you assistance and training on
IRBNet as well as advice on how
to comply with important policies
and standards as you use IRBNet.

RESEARCH DATAWARE y © 2001 - 2012 Ressarch Dataware. [LC

All ightsireserved.

Innovation in' Research Management






National Committee Member
Research /

Network ® - Training Energizer

IRBNet provides the research community with an unmatched set of secure; web-based collaboration tools to
support the design, management, review and oversight of research involving human subjects, animal models,

recombinant DNA, and more.

e Manage your Submission Manager

workspace
P
" e Raview project submission details,
including documents, Training &
N\ Credentials, and COI Disclosures

e Communicate with committee \“‘\\
administrators and members

~_e__Add comments and reviewer documents
to a submission r

e Manage your review work queue

RESEARCH DATAWARE y ©2001 - 2012 Research Dataware. LLC

Innovation in Research Management Al nghts reserved.



Committee Member
7 Training Energizer

Log into IRBNet at: www.irbnet.org

IRBNet

Home The IRBNet Difference Demo | Contact Us

Innovative Solutions for
Compliance and Research Management

Comprehensive Solutions

The Industry's Most Complete Solution

IRBNet's unmatched suite of electronic solutions drives compliance and productivity for your
Administrators, Committee Members, Researchers and Sponsors. These powerful research design,
management and oversight tools support your IRB, JACUC, IBC, COI and other Boards with a unified
solution.

Flexible, Intuitive and Easy to Use

Your own forms. Your own processes. Your own standards. Powerful reporting and performance
metrics. The data you need. From electronic submissions to form wizards, to agendas, minutes, and
mare. Our easy to use, web-based tools are rapidly launched and backed by our best practices
experise and the industry's leading support team.

Secure, Reliable and Cost-Effective

IRBNet's secure web-based solution is accessible to your research community-anytime, anywheré. Our
enterprise-class technology is cost-effective and designed to accommadate institutions of any size.

ot 1 cur Passwerd?

e [RBNet

Demo

Satisfied Members

"Qur first electronic meeting
went so smoothly! It was over
so fast the members didn't know
what to do. They just sat there
for a few minutes in disbelief."

- Bruee Day
Directas, Office of Rescarch Integrily
Marihall University




Committee Member
Training Energizer

Access your Submission Manager

IRBNet

i The Submission Manager provides you with quick access to all

submissions that have been shared with you, as well as
administrative meeting documents such as agendas and minutes.

ISER PROFILE 0GOUT

v'Advanced search tools allow
you to search within agenda
dates by keywords and Tags.
You may also search all
agenda dates at once using
the “Search All” tool.

Lick on the project fitle to view more information about the

Search All:l

v" Access reviewer

and committee
guidance documents
here.

templates, checklists,

Agenda: [ 0416010 07:00 4 | Search: |

[] oOnly show submissions awaiting Board Action.

‘ otID | Project Titl gator  Typ : Date [B))
X 1630732 7Y Motvations of Research  Researcher  Revision EXP Pending 1045 03000 f@
Subjects: A Mixed Met... Review

I d1-1011 b bi[10 ¥]

Agenda, Minutes and other Administrative Documents for this Mei 4 Agendg documents
&) B and Minutes can be

found here.

Edveatieral




Committee Member
Training eergzer - Manage your work queue [RBNet
- Your default view is the next upcoming agenda date. Use the

Submission Manager to manage the reviews you have been
assigned for the next meeting.

— AR

OGOUT

g BT ISER PROFIL
SR i i
\'-, . -l.‘.‘ ) ‘ . ——— 4 ]
[ . x i S f o

Submission Manager

Submissions for: Metropolitan IRB

The following submissions are available for your review. Click on the project title to view more information about the
submission and to access project documents.

Search All: |

Agenda: [ 0010 0700 AN %) Search: | |

[ only show submissions awaiting Board Action. Search By Tag: r_ sj i
[#] Only show submissions not marked Review Compleled,

¥v'One Star indicates you
» Z 1-10f1
are the primary reviewer. AL

v The flag indicates an
active reminder,
which may be read in

| Show Agenda fem Numbers |

etiD  Projegaide

. u. T Motivations of Research 4 Revisio n -
the My Reminders ot e g - ! Review
Page. (Seecialeop.

——

v Coordinator-defined Tags allow
custom organization of submissions.
Clicking the Tag will display all

R submissions with that Tag.

Agenda

Agenda, Minutes and other Admij
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Committee Member . | .
Training Energizer VIEW My Remlndel’s ]RBM

v' Indicates an

‘ Notifications sent to you across all of your submissions will appear
here. An email will be sent to your registered email address.

My Reminders

An IRBNet personal reminder is automatically activated for you each time you receive a new message or alert. You can

also set additional remmders for yourself on the Messages & Alerts page. Other IRBNet users do not see your personal

reminders. You can turn on or silence a personal reminder without affecting other IRBNet users. You can also choose to
view recently silenced reminders (within the past 30 days) in addition to your active reminders.

4110t p pl[10 V]

] Shnw Silenced. Rurmders ) SienmAIRmdm |

Heﬁuhuns of Research Suhiecls : erAceeu Granted

03/20/2010 08:10 AM

41100 p pi[io w

active Reminder.

v" Click the Project Title to go to v" Click here to view
the Submission Detail page. the message.
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Training Energizer V|eW Sme|SS|On Detal|5 ]RBM

- Click on the title of a submission to access the Submission Detail
page and associated information about the project.

Submission Detail

Metropolitan IRB
e [163073-2] Motivations of Research Subjects: A Mixed Methods Study 5

v Project Status Project Status as of: 08/23/2012 ¥ Reviewing Board: Metropolitan IRB, Frederick, MD

Project Status: Deferred - Modifications Required Project Expiration Date:
Project Risk Level: Minimal Risk Initial Approval Date:

v Package Information ‘
Send Froject | 5

Principal Investigato
. LockSt

1 View History |

Review Details:

04/16/2010 07:00 AM J

B Pending Review

New and Revised Documents in this Package:

tion

fip

v' Package Documents , : ,
Research Team Member Addtion 0372072010 08:04 Al
&f consent Form Consent Form vZ 0272020100826 Al

Training/Certification Training Cerlification - Murray Rogers 02/3072010 08:02 AM

s

There is 1 Training & Credentials record linked to this package. | View Linked Recerds | Show Project Team Tracking |
There is 1 COI Disclosure record linked to this package. | View Linked COI Disclosures |
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Training eergzer  VieWw Submission Detail (continued) IRBM

- Scroll down to see additional information.

* Browse the complete list of project documents, and access historical documents, on the Designer.

This Package has been Signed By:

D |slgnedBy _
033072010 08:06 A Murray Rogers teamnd ¥ Click here to send a

0373072010 08:05 AW Enrico Palazzo Advizor] Message to any member
03/30/2010 08:04 AN John Researcher pincipal  with whom the submission
has been shared.

v'Electronic Signatures

This submission is currently shared with the following Committee Me

v ommittee / Admin
dccess list

Special De

signation

Halway, An S
Not Applicable

Franklin, Lis Primary Reviewer
Halway, Ann Not Applicable

Lang, Ji Secondary Reviewer 0 . Lhak:
X Committee Messages (1) B4 Send Committee Mail to Members and Administrators.

1y

03/30/2010 08:10

v Reviewer
comments. The
check indicates the

Add comments and reviewer documents to this submission.

| spporl approval of this amendment. See attached Approve

:' 03/30/2010  03/30/2010 View

user has completed reviewer worksheet. 08:12AM  08:12AM
their review. “# Halway, Al proper documentation has been submitted. 03/30/2010  03/30/2010 View
Ann Please complete and attach the appropriate 08:10 AM 08:10 AM
reviewer worksheet.

Copyright & 2002-2010 Research Datavare. All Rights Reserved.
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Training eergizer  OtArt yOUr review process , IRBM

‘ Click on a document to open the document for viewing,
downloading, or printing.

Submission Detail

Metropolitan IRB
[163073-2] Motivations of Research Subjecis: A Mixed Methods Study

Project Status as of: 08/23/2012 ¥ Reviewing Board: Metropolitan IRB, Frederick, MD
Project Status: Defered - Modifications Required Project Expiration Date:
Project Risk Level: Minimal Risk Initial Approval Date:

© IRBNetiD 1630732 i :
Title Motivations of Research Subjects: A Mixed Methods Stul

Investigator Researcher, Trent, PhD

Principal .
~ LockStaws fA Locked | ViewHitory ||

~ Submission Date 03/30/2010
‘Submitted by John Researcher
Submission Type Revision
Local Board Reference Number 10-15

Review Details:

04/16/2010 07:00AM ] EXP B Pending Review

New and Revised Documents in this Package:

SR

v'Open any submitted

wodmea ||
02202010 080421 )
B
B

Research Team Member Addition

document by clicking
the blue Ilnk q Consent Form Consent Form v2 0IRW2010 0825 AN
Training/Certification Training Cerlification - Murray Ragers 02/2072010 08:02 AM

There is 1 Training & Credentials record linked to this package. | View Linked Records | Show Project Team Tracking |
There is 1 COI Disclosure record linked 1o this package. | View Linked COIDisclosures |




Committee Member . . .
Training Energizer VleW prOJeCt detaIIS IRBM

- Project Administration buttons (on left) allow complete read-only
access to historical project information as seen by the
investigator.

Metropolitan IRB V . Designer
[163073-2] Motivations of [163073-2] Motivations of Research Subjects: A Mixed Methods Study

ndas and Minutes Project Status as of: 08 Thjs package is: @ Locked | View History |

Ind P[p]Bcf Status
Project Risk Level

Get stamped documents, approval letters and other board documents, and track reviews for this'package: Review details.

New and Revised Documents in this Package:

4 Pocumeant Type —Description’

Amendment/Modification ResearchTeamlfember Addtion 03302010 08:04 Al 3]
Princiy ~ ConsentForm Consent Form v2 03/20/2010 08:26 AN )y
Training/Certification Training Certification - Murray Rogers 0273072010 08:02 AM j

v'Designer: review all
documents submitted in
previous packages.

There is 1 Training & Credentials record linked to this packdge. | View AllLinks |
There is 1 COI Disclosure record linked to this package. | View AllLinks |

i} ) i ) Documents from Previous Packages:
v Reviews: view historical :

review details for all
packages, decision letters,

1  IRB Basic Application Part1 [RB Basic Application Part 1 031'2'"2010 0272472010 Ap ed I
and other board v = MR aoiem e 2
documents. 1 Protocol ASUSG! C2439 Protocolpdf 03242010 03242010 Approved
03:03 P14

v Project History: view the ¥ 1 T Wodified |
PR Research Team Member Addttion 03/30/2610 08:04 AN _'[

complete submission werne B
h iStO ry- Consent Form v2 2 J
———— — Training Certification - Murray Rogers 0373072010 08:02 AN 3

There is 1 Training & Credentials record linked to this package. | View Linked Records | Show Projedfgnm‘{racm§ i
There is 1 COI Disclosure record linked to this package. | View Linked COIDisclosures |

B o AL b e W TR




o Add reviewer comments
Training Energizer and dOCLImentS ]RBM

‘ You may record your review comments and attach documentation
such as reviewer worksheets.

* Browse the complete list of project documents, and access historical documents, on the Designer.

This package has been signed by:

Date Message

03/30/2010 08:06:15 Signed by Mrr Raogers as Team Member
03/30/2010 08:05:38 Signed by Enrico Palazzo as Advisor
03/30/2010 08:04:49 Signed by Trent Researcher as Principal Investigator

This submission is cumently shared with the following Committee Members and Administrators:

ecial Designation

Frankiin, Primary Reviewer 03/30/2010 08:10 AM v View comments by
Halway, Ann Not Applicable administrators and
Lang, Ji Secondary Reviewer 03/30/2010 08:10 AM other members.

1 Committee Messages (1) &4 Send Committee Mail t

Add comments and reviewer dociments to this submission.

v Click “Add”

to record { ommen _ D e
gl ¥ Llang.Ji |support I of this amendment. See attached Approve | 002010 033010 VI
ang. Ji support approval of this amendment. See attache ove ew
comments reviewer worksheet. 08:12AM  08:12AM
' Halway.  All proper documentation has been submitted. 03/30/2010  03/30/2010 View
Ann Please complete and attach the appropriate 08:10 AM 08:10 AM

reviewer worksheet.




Committee Member

Training Energizer

Add comments

IRBNet

‘ Use this page to record any comments you have regarding this

submission.

Agandas and Minutes T

S RIL Do malodaes f44

v Record your
comments in the
rich text editor.

Sign this Package
Send Project Mail
Reviews

v Be sure to save your
comments first before

Reviewer Comments:

"B I U 8| === = |Cromae v rontamiy-

X@@E@Iﬁ%l;EEiié}il _|u§m@

| = Font siza— \ﬂ :

" Ihave reviewed the study and support approval as well. See the attached
reviewer worksheet. ‘

The consent form is very clear. Only a few grammatical edits. See attached.

Recommendation: |Appmve v|

Last Updated: 03/30/2010 10:37 AM
[ Mark my personal review as complete.
Completed Date:

P

doing anything else.

v'You may attach
completed reviewer
worksheets, edited
consent forms and

Reviewer Documents:

There are no reviewer documents aftached.

other documents
here.

Retum to Submission Detail.
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Attach worksheets and more...

IRBNet

\Back to Submission Detail |

v Attach completed reviewer
worksheets, edited consent
forms and other documents
here.

Project History

i ga!

v If your institution uses a
reviewer checklist wizard, it}
will be located here.

Reviewer Comments:

B J U s E=E =S ||-romat- v[-Fortfmy-  v[-Ferrsza- v
AaB@m@ AY|EE| - E | e 2

1 have reviewed the study and support approval as well. See the attached
reviewer worksheet, ' |

The consent form is very clear. Only a few grammatical edits. See attached. |

Reviewer Documents

[163073-2] Motivations of Research Subjects: A Mixed Methods Study

You may altach documents to this comment by clicking the "Browse..." button to locate a document and then by clicking
"Attach”.

Documemtype v

Description | |
File |

[ Browse...

* required fields

You may also use the IRBNet Document Wizards to create documents on-line. Documents that you create on-ine are
automatically altached in PDF format.

mmemmesl>  On.Line Document |Reviewer Checklist ¥




Committee Member . . i
Training mergzer  El€CErONIcally Sign” your review IRBNet

' Checking the “Mark my personal review as complete” box will
indicate a completed review on the Submission Detail page. It
will also help you track your work on your Submission Manager.

| liave reviewed the study and support approval as well. Sed  Note: Accomplishing

reviewer warksheet,
steps 1, 2, and 3
The consent form is very clear. Only a few grammatical edi‘ verifies you have

completed your review.

v'Step 1: Record your
recommendation for this i
submission here. !
|

L \
1 Rewmmtendartriﬁui:r IA;pmue . g—ﬂl -

Last Updated: 03/30/2010 10:37 AM
v'Step 2: When your —

review is complete, be —»@rk my personal review as complete. )
gt ’ Completed Date:
sure to check this box.
v'Step 3: Save and exit
when finished.

~

eviewer Documents:
‘

Delete

ascription i
,_,Lda”r-,u. ‘Modifie

023072010 10:38 Al ] Update Delete

ICF-Minoredts

¥ Reviewer Worksheet Reviewer Checkbst 02/20/2010 10:28 A :‘l Update Delete

Return to Submission Detail,
_— e
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Training eergzer COMplete your review ]RBNet

- Once you have completed your review, use Committee Messages
as a checklist.

This package has been signed by:

o |5
v
SO m[m Itt?]e M??SE%ES w;:" 38 Signed by Enrico Palazzo as Advisor
Ispiay all DOLIICAtion:s Iar 19 Signed by Trent Researcher as Principal Investigator

this submission (including

important r_nessages from currently shared with the following Committee Members and Administrators:

your Coordinator). — = B =17 SharedBy
|9 [t _ ahare Date .

Franklin, Lisa Primary Reviewer 03/30/2010 08:10 AM Halway, Ann

alway. Ann Mot Applicable Not Applicable

% - Beeandary Reviewer 03/30/2010 08:10 AM Halway, Ann
1 Committee Messages (1) B4 Send Committee Mail to Members and Administrators.

Update your comments and reviewer documents.

+ Franklin, | have reviewed the study and support approval s~ Approve _] 033012010
Lisa well. See the attached reviewer worksheet. The 10:37 AM  10:39 AM
consent form is very clear. Only a few grammatical
edits. See attached.

Vi Lang, Ji | support approval of this amendment. See attached ~ Approve _J 03/30/2010  03/30/2010 View

View

v Your comments are
recorded.

reviewer worksheet. 08:12 AM 08:12 AM
) Halway,  All proper documentation has been submitted. Please 03/30/2010  03/30/2010 View
Ann complete and attach the appropriate reviewer 08:10 AM  08:10 AM
worksheet.

Copyright & 2002-2010 Rez==zrch Datavare. All Rights Reserved.
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waining Energizer - COMMittee Messages & Alerts IRBM

- All messages from your administrator relating to this submission
are filed in the Messages & Alerts page as a permanent part of the

audit trail.

USERPROFILE  LOGOUT

[163073-2] Motivations of Research Subjecis: A Mixed Methods Study

The following|
reminder o

RBNet users
IRBNet users
viewed in the

v" The red number will

decrease every time a
message is “silenced.”

n posted for this submission. You can set an IRBNet personal

5 will automatically appear in your My Reminders list. Other
turn on or silence a personal reminder without affecting other
communications between the project team and the board can be

| IRBNet
19 1630732

| Sience Al Reminders |
| D 1 ?;'.7'-. T'r:;; e

Motivations of Research Subjects: A
Mixe...

IV_.‘.'T_.'.“.“CT.W.TF:'?- : Detel, ]

411001 ) pi[i0 ]

=Tk = = AL R

¥X Reviewer Access Granted 02/20/2010 08:10 ALY

v Click the red flag and
“silence” the message as
an easy way to keep track

of completed reviews.

4 41-10t1p bi[10 v]

S Awigelaplie e

3'1; r;- =




Committee Member
Training Energizer TI‘aCk YOUI‘ prog Fress IRBM

-' Your Submission Manager will show you which submissions you
~ have completed your review on.

Submission Manager

Submissions for: Metropolitan IRB

The following submissions are available for y

liun about the
submission and to access project document

v The filter tool hides your
completed reviews.

|| A

Agenda: 041162010 07:00 A ¥ Search:|

[ oOnly show submizsions avating Bosrd Attio

n. Search By Tag: [7 ﬁ
Only show sutmissions not marked Review Completed.
; [CClear ]

1441-2002p bi10 ¥
| Show Agenda tem Numbers |

SR e g - Lo r—
incipal 2 ! v E G
e < i —r I e o |

Researcher

emlG20Z3200 ) T Motivalions of
Research Subjects: A Mixed
Met.
spacilPop
164612-1 17, ECOG 8557: Phase il Wison Hew FULL Pending 1012 027202010 E
Comparison of Adjuvant C... Project i
HUD Stusy

v “Check mark” indicates
you have completed
your review.

4 41-2012p pif10 !l
Agenda, Minutes and other Administrative Documents for this Meeting:

Agerda Educatonsl




=2 Committee Member
Training Energizer Where tO Get HEID. " IRBM

Your Committee Office can offer
you assistance and training on
IRBNet as well as advice on how
to comply with important policies
and standards as you use IRBNet.

RESEARCH DATAWARE y © 2001 - 2012 Research Dataware. LLC

Innovation in Research Management All mghts reserved.







National
Research
Network ® Tralnlng Energlzer

IRBNet provides the research Commumfy with an unmatched sef of secure, web-based coﬂabo;anon too/s to /
support the design, management, review and oversight of research involving human-subjects, animal models;
recombinant DNA, and more.

As a Researcher, Research Manager, or Research Coordinator you
should know how to:

_~=e=Build Your First Electronic Project Package

o S}are with Your Research Team

o C mmunicate with Your Team

e

e \quqn Your PrOJect Package

[ ]
0]
S C
[ =
=
D
c
=
-
o
S,
]
aQ
-
Q
0O
o
Q
(@]
(D
o
-
3
<.
D
=
f

&

Rewse Incomplete Submissions

Access Review Decisions and Board
Documentation

RESEARCH DATAWARE y © 2001 - 2012 Research Dalaware. LLC

Innavation in Research, Management Alf:nghts reserved.



Researcher 1
ﬁ Training Energizer  LOQ IN t0 IRBNet

IRBNet

‘ Enter your User Name and Password at: www.irbnet.org

IRBH Innovative Solutions for
Compliance and Research Management

Home The [IRENet Difference Demao Contact Us

Comprehensive Solutions
| T ~—=

The Industry’s Most Complete Solution

IRBNet's unmatched suite of electronic solutions drives effectiveness and productivity for your
Administrators, Committee Members, Researchers and Sponsors. These powerful research design,
management and oversight toals support your IRB, IACUG, IBG-and other Boards with a unified
solution.

Flexible, Intuitive and Easy fo Use

Your own forms. Your own pracesses. Your own standards. The data you need, From electronic
submissions to form wizards, to-agendas, minutes, and more, Our easy to use, web-based tools are
rapidly launched and backed by our best praclices experlise and the Industry's leading support team.

Secure, Reliable and Affordable

IRBNét's sépure web-hased solution is accessible to your research community anytime, anywhere. Our
enterprise-class technology is affordable and designed to accommodate institutions of any size.

|

Satisfied Members

"IRBNet makes our entire operation
more efficlent, saving time and
money. It is amazing how much
more we gel done, in less time and
with the same staff. It's fantastic.”
- Ken Grissert
IRB Manager
Sacred Flear? Health Sysitem

2008 Events - Join Us

i B i L e S

i

el 20% L IR o e e ) T S S R Sadade
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Researcher 1 .
Training Energizer ACCGSS My PFOJeCtS RBM

‘ The My Projects page provides you with quick access to all
of your projects.

Sy,
My Projects
Your "My Projects” workspace shows projects that you have created and projects that have been shared with you by other

users on the National Research Network. Use Reminders, Tags and Archiving to help organize your workspace and keep it
running smoothly. (Leam More)

y

Search: Search By Tag: I :f,—‘l

Forms and Templates |

Md1-2012p Ml 0

reate and Manage Tags | Show Archived Projecls {4) |

-
|

v Access your

SRS

institution’s forms e o s i ype lus ;
and guidance Double-Bind, Mulicsnter Phase 3 Study . Researcher Adverse Ackriovdedged 021162010 [5)
documents here. £A Oneology Dept , a e

A Phase 3, Randomized, Placebo-Contrale.., Bird- Vorkin

‘NesdSignawr., a progress

MHd1-2012b Pl a0 «

v NOTE: The search feature at the top allows you
to search by Project Tags, as well as fields such
as Internal Reference Number and Sponsor.

e




Researcher 1

mraining Energizer - MaNage your My Projects page IRBM

v Create and edit

Project Tags by 1076452  APpase3, Randomized, Placebo-Controle... Work in
clicking this link. NeedSignatr, progress
/ v Add any existing Project Tag as a

iOrganize your projects and mariage workflow using Project
Tags and Archiving.

My Projects
Your "My Projects" workspace shows projects thiat you have created and projects that have been shared with you by other

users on the National Research Network. Use Reminders, Tags and Archiving to help organize your workspace and keep it
funning smoothly. (Learn Mare)

Search:

Personel tags & can only be seen by you. Shared
tags &3 cen also be seen by cthers, (Learn More)

o & &8
© @ & [ NesdSignawr, T
@ (% 3 Oncology Dept :

+ 1B

Cregte and Menage Tags

&8 Oncology Depr

Personal tag (only you can see
it) or a Shared tag (everyone
with access can see it).

v Click here to Archive
projects which are
no longer active.

T e




Researcher 1

Taining Energizer - Create your New Project

. Provide basic information about your project.

Project Information

Create a New Project

project dotumentation and share the project with other users,

To treate a pew project, first provide the basic project information below. Once your project is created you may attach

Molivations of Research Subjects: A Mixed Methcﬂé )
Study 3

| K% The asterisk
indicates a
required field.

FirstName: #[ighy |

Reibqicﬁlmﬂﬁlllnn: lf‘{leimﬁ-ﬂhiar}-Ur'n'-.'ess.-lg.f'_ Fradetick B0l - 7 l ;

‘ tqcal' Prim;lpéi"l:l’ivm' ator:
IR Lt ame:  [Rossacher ] negmm-

Keywordi' [Incentive, Extra Credit

‘Sponsor: |National Research Foundation

l

‘rou may spen@ an i n'lema! accaumalmnber, lelfng 1derin
rmmherforihls  project,

Internal Reference Number: | ]

‘?req%!:i‘mﬂ-ﬁeld's

ifie gz
rormfwence

T P ae T s SR Rade B aSi SR i




Researcher 1 . .
Training emergzer  BUIl yOur project package [RBiNet

‘ Attach your electronic project documents.

v Drop down
menu for
institution-
specific
libraries.

Designer

[137618-1] Motivations of Research Subjects: A Mixed Methods Study

Step 1
Download blank forms, documerit templates and reference materi

agsist you in assembling your document-package.

Select a Library: [Matrupolﬁan IRB, Frederick, MD .j]

e
Daow

Selecta Document: |IRB Submission Checklist If-l | Downlosd |

Step 2:

Assemblé your document package. In addition to adding project documents to your package, IRBN :
link your project team’s Training & Credenfials to your package. v’ Select
Documents in this Package: appropriate
document and
There are cumently no documents in this package. download.

There are no Training & Credentials records linked to this package. | Link/Un-Link Records |

v Add project
documents
here.

- @




= Researcher 1
Training Energizer AttaCh document IRBM

‘ IRBNet provides two mechanisms for entering documents
into the system.

Attach Document

[137618-1] Motivatidns of Research Subjects: A Mixed Methods Study

‘You may attach ddacuments to this package by clicking the "Browse..." button 'to locate a document and thén by clicking
“Attach”. The "Document Type" and optional "Description” are informational fields to assist you in managing your attached
documents. '

' Document Type ] vl
Description |
File'*

v Browse your hard drive
for completed
documents and attach

Sign this Package

Submit this Package
Delets this Packaga PR oman as required by your
N Hrequired flelds institution.

s :

£ e g s0 use the IRBNet Document Wizards to create documents on-line. Documents that you create on-line are
v’ If your institution requires the J attached in PDF format.

completion of an online
IRBNet Document Wizard, it
will be located here.

S

~ On-Line Document

TR Y RISy T T R - VT T T TR

=




Researcher 1 .
Training Energizer Complete YOUF pl‘OJeCt paCkage IRBM

‘ Attach as many documents as necessary. Be sure to link
any required Training & Credential (T&C) documents.

/[

Designer

‘ [137618-1] Metivations of Research Subjects: A Mixed Methods Study

Step 1:
Download blank forms, document templates and referernice materials to assist you in assembling your document package.

Select a Library: IMetmpoh'tan IRB, Frederick, MD .—i}f o View
Selecta Document: l IRB Submission Checklist o Update

Step 2: o Delete document
Assemble your document package. In addition to adding project documents io your package, IRBNet alsla:'llows 31u 1\1
1

link your project team's Training & Credentials to your package,

Documents in this Package:

[ Document. [ype e SRR |CLastModified SRy |
~ Application Form IRB Application 973012009 12:04 Pit 1 ¢

w ConsentForm Consent Form 09/30/2009 12:04 F1 I @ K

v Protocol ASMBB1 C2438 Profocolpaf 0873072002 12:04 P I ex

There arg no Training & Credentials recdrds finked to this packag

o Link/ Ui-Link Records |-

v" NOTE: For information on uploading
and submitting T&C documents, see
the New User Registration energizer.

v" Click to Link any necessary
T&C documents to this
package.




Researcher 1 .
Training Energizer Shal‘e Wlth yOUF ResearCh Team RBM

1 Give access to any colleague with whom you will be
collaborating.

AN Pis N T ."
Bhare Project

[137618-1) Motivations of Research Subjects: A Mixed Methods Study

You may share this project with other Researchers, Commiftes Members, Administrators and Sponsors. You may also
send a complete copy of this project to a Principal Investigator at another site if this is a multi-site project. You may also

transfer ownership of this project to another individual.

_» Share: Use thig Btion if you wish to share your project with other Researchers, Committee Members,
RermmStAtors or Sponsors at your own institution or any other institution. Far example, you may wish to share this
project with other members of your research team so that you may collaborate in the design and development of the
project, or with a selected Committee Member or Administrator to solicit feedback prior ta submitting your project for
review. You may provide any individual with Full, Write or Read access.

bmit this Package & » Multi-site: Use this option only if your project is a multi-site project and you wish to send a complete and

D'_Tem lhi_.s'_Pankaga independent copy of this project ta a Principal Investigator at another site. The local Principal Investigator will be able
11Send Praject Mail 1o obtain project documents from the lead site and may modify their copy of these documents (such as consent
‘“Reviews forms} to meet the requirements of their local Board. You will be able to monitor the progress of this project at every

EWWS ;
local site. The other local Principal Investigators will also be zble to moniter the progress of this project at every local

site (including your awn).

v Almost every ‘ ) .
, p roject req uires ® Trqnsler: Transfer your nwnershi_q of this prdject to another user. _ln doing so you will reliriquish all access to this ]
E the "Shara” project and the designated user will be granted Full access. 3

-

] designation.

.

. @




Researcher 1 . . .
ﬁ Training Energizer Se|eCt your COlleague S inStltUtlon

[RBNet

Institutions in the course of your project.

v’ Select ‘Research
Institution’ to share
with a project

Share Prmect

i You may collaborate both within your Institution and across

collaborator.

Innersity. Fredenck MD ;
Metsch & Metsch, P.A., Miami, FL
Miami Children’s Hospital , Miami, FL

Al

-

e Toctar ek Miami Children's Hospital IRB, Miami, FL =
v Select the Institution [HEERRAERRSE M R o e L
in which your Michigan Cardio\'fasculs; Institute, Midiand, Ml
colleagues are Michigan State University, East Lansing, MI v The default
members. T institution
— f Select Organlzailpn ] highlighted is
% required fields. your home
- institution.
S——




Researcher 1
@ Taining Energizer  O€L the proper level of access IRBNet

‘ You may grant each member of your team the level of
access that they require.

Share Project

‘ [137618-1] Motivations of Research Subjects: A Mixed Methods Study

Specify the access thal you wish to grant to each user at Metropolitan University. You should grant each user only the
minimum level of access necessary to perform their work on this project.

» Signature Only {Read): Users whose pnly role is to sign off an project documentation should be granted “Read"
access. Users with Read access can view project documentation. communicate with the project team and add their
signalure. This would typically include advisors, depatment heads, and other individuals who are required to sign off
on the project documentation prior to submission but do not otherwise have a day-lo-day role on tha project.

Read: Users that are granted "Read" access can view project documentation, collaborate with other users and add
their signature, but may not edit project documets of perform any other’administrative functions.

Wirite: Users that are granted "Write" access can view and edit project documents, collaborate with other users and
add their signature, but may not grant access 1o other users, submit packages for review or perform any other
administrative functions.

Full: Users that are granted *Full” access can perform all functions without restriction. This includes editing project
documents, sharing the project with other users, submitting document packages for review and deleting document
packages. Only Project Owners with day-to-day responsibilily for the project should be granted Full access. Users
with Full access will receive automatic email copies of all project notifications and alerts thal are sent to the Project
Owners.

Search for a User; [chan

X

OFul OWie ORead O NoA
v Grant only the e Ona Userf; u_.‘af’ — i

level of access i
Each user will be automatically notified that they have been granted access to this project. You may also specify additional 1

requn—ed fOI' eaCh comments to be included in this notification:
collaborator.

Your Comments

[ Sae | [~ Cancel” | L




Researcher 1
Training Energizer

Communicate with your Project

Team IRBM

Use the Send Project Mail tool to quickly communicate with
your team.

New Project Message
‘ [137775.1] Motivations of Research Subjects: A Mixed Methods Study
Use this page lo send communications to the Praject Team or to the Board Contacts for any submitted package. Your
‘message will'also be autematically posted to the Project Messages & Alerls. Messages sent from this page become part
of the project record and can bé viewed by the Project Team and other users who have been granted access to this project
as well as by Committee Members and Administrators that review this project.
Project Team:
| Selecl AlProject Owners Only | Select Al
-Alser Organization. Tt ® 3¢
Chandry, Francia- MetropoRlan Universty, Frederick, O
‘Paiazzo, Enica Metropoitan Universty, Fredarick, LD O
Reseéarcher, Johri Metropoftan Universiy, Frederick, 1D 0
Board Contacts:
There are no submitled packages.
. Subject®|IRBNet message from John Researcher ]
ﬂesngi Re: [137775-1] Molivalions of Research Subjects: A Mixed Methods Study : "

Please login to IRBNet to review this project.

Regards,

John Researcher

. Send | | Cancel

required fields -

3 e i R L s D G R G L S s s wxmm#




Researcher 1 . .
ﬁ Training Energizer S'gn your pl”O_]ect paCkage

IRBNet

‘ Electronic signatures become a permanent part of your
electronic audit trail.

ign Package

| John Researcher, the] ead the documents in th

entirety and agree that they are ready for subnfiggion. | 2
OR If you must sign on behalf of someone who is nat able to electronically sign for him/herself, eng
mode.

v Choose your
project role from
the drop down
menu.

v’ Sign according
to your
institution’s
requirements.

v Anyone with
shared access
to the study

may sign a R
study. SR kit




Reseamhe” Submit your package for review IRBNet

Training Energizer

i You may submit your package to one or more boards for
review.

.

Packag

[137618-1] Motivations of Reseaich Subjects: A Mixed Methods Study

IRBNet supports multiple models of review. Using the [RBNet "Submit” feature, you'may electronically submit this
document package to either a single Board, or to multiple Boards. Each Board you submit to will be notified of your
submission and given access to view your electronic documents. Each Board will also be permitted to electranically record
their review decision, which will be stored as a permanent part of your project recard. You will be automatically notified

when the review decision is electronically recorded.

Please select a Board:

‘Search for an Organization |

i Metropolitan IRB. Frede
Metsch & Metsch, P.A., Miami, FL

Miami Children's Hospital IRB, Miami, FL
Michigan Technological University, Houghton, Mi =

Selectn Boardi® | 0.\ Tennessee State University, Murfreesboro, TN
Middlesex Hospital IRB, Middletown, CT
Mission Health Institutional Review Board, Asheville, NC .
Mission _HealthrCanct_ar [psllitgt]o'nal ngiew Board, Asheville, NC >
; _ . [Ee iiti;ii'i. ] [Ceance ] v The default
4 required fields ' ) i board for your
1 institution is
| highlighted.




il Submit to your Board IRBNet

Training Energizer

‘ The system enables you to send a message to your
coordinator, and indicate submission type. IRBNet knows

the coordinator of your committee.

ki =

Submit Packag

[137618-1] Motivations of Research Subjects: A Mixed Methods Study
The folowing IRBIet users at Metrapofitan IRB wil be aulomatically notied ofyour submission:

Halway, Ann _
Submission Type: % | New Project _ vl

You may alSﬁgﬁecw:addiﬁmal comments to be included ih_lhisj»npl,ﬁi;aﬁt_iri._.

; Thank you for your help!
el |l _ 7 v Send a kind
{{Submit this Package : Your Comments:
Delete this Package. || | i word 1:_0 your
; . | committee

coordinators!

Note: The package will be locked upon submission.




Did you submit an incomplete
Researcher 1
Training Energizer paCkage? IRBM

If you have forgotten to add a necessary
document or need to make a quick change
to a recently submitted project package,
CONTACT YOUR LOCAL BOARD
COORDINATOR.

For advanced topics, such as submitting subsequent packages (for
reportable events, continuing reviews, modifications, etc.), please refer
to the R2 Training Energizer. CONTACT YOUR LOCAL BOARD

COORDINATOR if you have questions.

il




Researcher 1 .
Training segzer . Managing unlocked packages IRBNet

. If revisions are needed before your submission is reviewed, your
coordinator may unlock the package for you to revise. Unlocked
projects can easily be managed from the My Projects page.

My Project:

Your "My Projects” workspace shows projects that you have created-and projects that have been shared with you by other
users on the National Research Network. Use Reminders, Tags and Archiving to help organize your workspace and keep it
running smoothly. (Learn More}

Search: Search By Tag: I L!‘~]

ek

Mixe,..

rch Subjects: A

X 1376181  Motiations of Resea
{0B4533  Double-Bind, Mulicenter Phase 3 Study .
£A Oncology Dept

1076452 A Phase 3, Randomized, Pacebo-Contrabd
|NeedSignamn.

v" Indicates your
Coordinator has
“unlocked” the package
for further revisions.

41-30f3p Ml 10 ~

B L R e e s e 2




Researcher 1 . .
Training Energizer Ma ke necessa I‘y F‘EVISIOI’IS IRBM

‘ While the package is “unlocked,” you may add new
documents or revise existing ones as needed.

Designer

[137618-1] Motivations tf Research Subjects: A Mixed Methods Study

This package is: ' Unlocked - Revisions Pending (Wihen should | do this?)

Get stamped documents, approval Jetters and other bua%lments, and track reviews for thisWaﬂew details. i

LS

v' View complete audit trail of
package locking and unlocking. v Indicate to your Coordinator
Instructions from your V| you have Comp]eted your
Coordinator may be found here. revisions. This will “re-lock”

the package.

Llaterials io

Step 2:
Assemble your document package. In additian to adding project documents to your package, IRBNet also allows you to

link your project team's Training & Credentials to your package.

Documents in this Package:

*Document Type

~ Application Form

¥ ConsentForm Consent Form 08/30/2009 12:04 P14 3 & X
+_Protocol : AGWSB1 £2429 Protocol pdf 09/30/2008 12:04 1A _] & X

Theré are 3 Training & Credentials records linked to this package. | View AlLinks | Link/Un-Link Records 1




Researcher 1 . . .
ﬁ Training Energizer  RECEIVE YOUr review decision

IRBNet

‘ Review decisions are available in real time from your Project
Overview.

Slatus Pending Hawaw

Lo':u Status B Locked- Revisions Complef

c!q_ Incentive, Exira Credit
* Sponsor.National Research Foundation

: Tillq Motivations of Research Suhjet:ts A Mixed Melhuds Study
Pﬂnclpal lmresﬁnator Researcher. Jnhrl PhD'

| ¥ Click “Review

The documents for this project can be accessed from the Designer.

Details.”

-~

Submitted to

Metropolitan IRB 09/30/2009 Pending Revi@r. Review details. >

Re&earcher
ncis Chandry
Enrico Palazzo

Shared with the following IRBNet users

i mﬂ“ —ﬂm WGy il :' .;,..:;,'l-..;}-.'_»_-";..,‘-- -. T

Melropohlan Unwersrty, Fredenck. MD
Metmpuhtan Umvetsnty Frederick, MD
Metropolitan University, Frederick, MD




Researcher 1 . . i
Training eergzer  VieW Review Details IRBM

i Details include Agenda Date, Review Type, Status, Effective
and Expiration Dates, and Board Documents.

[137618-1] Motivations of Research Subjects: A Mixed Methods Study
Metropolitan IRB, Frederick, MD

v Follow the review
process here.

Board Documents:

v' Board Documents and
review information for
all packages can be k |
found here. T ———————

v Board documents

There are currently no documents from Metropolitan IRA ’
will appear here.




= Researcher 1
: é Training Energizer Where tO Get HEID. "

Your Committee Office can offer
you assistance and training on
IRBNet as well as advice on how
to comply with important policies
and standards as you use IRBNet.

RESEARCH DATAWARE J © 2001 - 2012 Research Dataware. LLC

Innovation in Research: Management Allaghts reserved.







National - pesearcher 2: Post-Submission Advanced Topi ‘ g >\
Research R '

Network ® Training Energizer

IRBNet provides the research community with an unmatched set of securé,. web-based collaboration tools to J
support the design, management, review and oversight of research involving human-subjects, animal models, ——{j
recombinant DNA, and more.

This Energizer covers advanced submission topics for Researchers,
arch Managers, and Research Coordinators. This Energizer
"~ illustrates how to:

\ A}zjvanced My Projects Management
/>\‘f:{ anage My Reminders P
e Review Project Mes'sages & Alerts
h\_'j;>f:-r»<tj\reate a Subsequent Package
0 A%d- and Revise Documents

'.A_H"_.-__,AG‘fl)mplete and Submit Subsequent
~ Package

RESEARCH DATAWARE ﬂ © 2007 - 2072 Research Dalaware. LLC

Innovation in Research Management All:nghls reserved.



Did you submit an incomplete

package? [RBNet

P Researcher 2
//.'i Training Energizer

L

If you have forgotten to add a necessary
document or need to make a quick change to
a recently submitted project package,
CONTACT YOUR LOCAL BOARD
COORDINATOR.

Responses to board requests and normal actions in the project life
cycle (reportable events, continuing reviews, adverse events, study
team changes, investigator - and sponsor - initiated modifications,
etc.) require the creation of subsequent packages in a project.
CONTACT YOUR LOCAL BOARD COORDINATOR if you have questions.




2| Researcher 2 B :
Training energizer  AdVanced My Projects Management IRBNet

. Using the Search field combined with the Search By Tag
menu enables focused searching.

> ""_—"l_- T;’ '_" U e ma
v" Search Example: Find all Oncology

Department projects with Dr. Smith as the PI
(Search “Smith” + “"Oncology Dept” tag)

i

SR

My Projects

at have been shared with yyou by other
Ip ofganize your workspace and keep it

ey

‘Search By Tag: l li'fjl

H41-30f3p P90 +

RBNetID
X 1376181

Motivations of Reséarch Subjects: A Mixe...

1084533  Doublé-Bind, Mulicenter Pisse 3Study .. [1) Researcher  Adverse Acknowledged 09212009 (3
£A Oncology Depr ™4 Event i
X" 1076452 J¥ APnese 3, Randomized, Piacebo-Controle...  [7] Bird Work in
/. NesdSignarur., @ progieas
L 4 41-3013p 5 o

{ v Click any Project Tag to
search for all projects
with that Tag.




= Researcher 2 . . .
Trammg eergzer  RECEIVE Notifications IRBM

‘ Once the committee has rendered a decision you will receive
an automatic e-mail notification. That notification can be
found in My Reminders.

v" Click My Reminders
to view all active
notifications sent to : _ -
you concerning any My Projects

of your projects. s projects that you have created and projects that have been shared with you Uy Othe
work. Use Reminders, Tags and Archiving to help organize your workspace and keep it

‘running smoothly. (Lean More)

Search: Search By Tag: ! &I

4 41-30(3p bl 10 ~

1084593  Double-Bind, Mulicenter Phase 3 Study ... Researcher
& Oncology Depli . ]
v The flag indicates ¥ 1076452 Amma.mmmd.mmmu. (il Bia Work in
an active Reminder L T T &) progress
for this project. MET-Seap M T




4 Researcher 2 . .
Training eergrer - REVIEW My Reminders IRBXet:

‘ All notifications sent to you across all of your projects will
appear here. An e-mail will be sent to your registered e-mail
address.

Date: 10/05/2009 11:32 AM
“To: "John Researcher” <researcher_jchn@yahoo.com>
From: "Ann Halway" <no-raply@|rbnemrg>

Reply To: "Ann Halway” <ahalway@mailinator.cam>
Subject: IRBNet Board Action

An IRBNet personal remirider is automa g

also set additional reminders for yoursel Please n’dt'e that Metropolitan IRB has taken the following action on IRBNet:

reminders. You can turn on or silence a

view recently silenced reminders (within | Sybmission: [137518—1} Motivations of Research Subjects: A Mixed Methods
Sudy

A::tlcxl MODIFICATIONS REQUIRED

Effectiva Date: Ocﬂuber5 2009

i Shnw Slencednenhdeu i SknoeAlR

| Should you have any questions you may contact Ann Halway at
| ahalway@mailinater.com.

Y e

I BoardAcion | 10/05/200911:32 Al

‘ﬁ'ﬁﬂnumuh\ 10/0212009 05:01 A

se 3, Randomized, Pacebo- # mal : : i
v Click the project title to fote.. v Click action type to
view message.

go to the Project
Overview page.
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=l Researcher 2 . .
ﬁ Training Energizer  Sll€@NCE Reminders

IRBNet

i Reminders are indicated with red flags. Silencing the

Reminders will remove them from this page in the future.

I Shanﬂeaa:deeu [ Sience Al Reminders |

Motivations nlnumdnsmm A X Board Document Published

Y e
Mice..

¥ 1376181  Motivations of Research Subjects: A 5 Board Acton
Mixe... z

‘I\' ’1376_13-1 Motivations of Research Subjects: A 2 Package Unlocked

- Mixe...
A ¢ ‘%K A Phase 3, Randoiized, Placebo- 0 Project Access Granted

An IRBNet personal reminder is automatically activated for you each time you receive a new message or alert. 2
also set additional reminders for yourself on the Messages & Aleris page. Other IRBNet users do not see your personal
reminders. You can turn on or silence a personal reminder without affacting other IRBNet users. You can also choose to
view récently silenced reminders (within the past 30 days) in addition to your active reminders.

14 41-40r4 ) pi[10 3

10/05/2008.11:32 AM
10/05/2009 11:32 AN
10/02/2008 08:01 Al

1010172009 01:29 P1a

N v Indicates an active
Reminder. Clicking the
red flag will “silence”

14 41-401 ) M[70 9

the Reminder.

BB e e e T ——




4 Researcher 2 . ) :
Training eersier  REVIEW Project Messages & Alerts IRBM

' All project-specific notifications remain filed in the Messages
& Alerts page as a permanent part of the project file.

. [137618-1] Motivations of Research Subjects: A Mixed Methods Study

The following communications have been posted for this project. You can set an IRBNet pefsonal reminder on any message
ar alert. Your personal reminders will automatically appear in your My Reminders list.:Other IRBNet users do not aee your
peisonal reminders. You can turn on or silence a personal reminder without affecting other IRENet users.

v ens i ‘ rom John
Mixe.., Reszarcher)
¥ 1376184 Motivations of Résearch Subjects: A I Wsssape (RBMet message from Jobin 1010572008 0B:42 AN
Mixe., Researcher) v
¥ 1asiad :;?um of Research Subjects: A " Board Document Publshed 1070572008 11:32 Al
¥ 1376181 UctivaSons of Research Subjects: A 1 Bosrd Action 10/05/2008 19:32 AN
tixe..,
¥ 1378181 Uctivations of Research Subjects: A I Package Revisions Complets 10/02/2002 0%:01 AN
e, :
Y t1avsisd Vetivatons of Research Subjects: & X Package Unlocked 10/02/2008 09:01 Al
¥ 136181 Hotivations of Ressarch Subjecia: & by Submission Notification 0872072008 12:16 PM
4 Uixe...
¥ 1ame . 09730/2005 1210 P
:\.),, = v" Grey flags indicate messages Siiiits et
3\1 and alerts that are silenced, _ :
¥ tareie ‘ either because: 033072008 12:05 Pt '
v It was sent to another ,
q . M 41-100f11p plj1o ] 1
1 v ! [o] !
; Click here to access member of the team’ or; o e— o S

v" You have previously
silenced the message.

project-specific
Messages & Alerts.




= Researcher 2 . .
Training mergzer  REVISE YOUr Project IRBM

‘ You can easily revise your project by creating a new
package. All versions of your project become a permanent
part of your electronic project record.

v Note that this is the
first package in the
sequence.

ﬁmarch lnsﬂmﬁnn Metmpohtan Unwersrty Frederick, MD
T'tla Motivations of Research Subjects: A Mixed Methods Study
Prlncipal lnvesﬁgatnrRasemher John, PhD
~ Status Modifications Required
Loek Shms E Locked
Keywotdatncentlve Extra Credit
SpnnsnrNaunnal Research Foundation

The documents for this project can be accessed from the Designer.

Submitted to:
Metropolitan [RB 09/30/2009 Modifications Required 10/05/2003. Review details.

Shared with the follnwing IRBNet users

= "';-"""‘lﬂrgm "}H"f‘“ﬁnn'm AR e TR T T T e
v To create a new ler Metropnllian Unwemlty Fredenr.k MD Fuil
package from an Y Matropolitan University, Frederick, MD Read
existing package, click Metropolitan University, Frederick, MD Write

on “Project History.”

=T e B s e Tl o i = 3 - e o




Researcher 2
Training Energizer Create a NeW PaCkage ]RBM

. The Project History page displays all packages in this
project. From here you can create a second package.

[137618-1] Motivations of Research Subjects: A Mixed Methods Stady

The following document packages are available in Project History:

> You arz cunrently viewing Bz packass.

Your current document package has already been submitted and is presentliy locked by your Board. You may prepare new
‘or medified documents (such as Revision/Amendment materials, Renewal/Continuing Review materials, and Adverse Event
Reparts) by creating a new document package.

4 v Click “Create New
! Package.”




Researcher 2
Training mergzer ACcess New Package IRBNet

‘ The new package has a status of Work in Progress and is
editable.

[137618-2] Motivations of Research Subjects: A Mixed Methods Study

The following dociiment packages are available in Project History:

Mr&:‘ D - S Briaage ¢ kf‘
>

2 {_New Document Package

1 NewProfeet——— W, Hadifica

Woikinpogress 10062000
lodifications Requited 093072009 09/30/2009  10/0572009

’ You =12 sumently wisiwing this paciaga,

v Note that a second

package is created. v Now click on the New
Document Package to
v'The Project History begin building the
lists all packages in package. e ——

the project lifecycle.

©




2| Researcher 2 ' .
é Training Energizer Add or ReVlse DocumentS

i Bring forward and revise documents previously submitted, or

add a new document as required.
€ Designer )i
Step 1: .

Download blank forms, document templates and reference materials 1o assist you in assembling your document packags.

[137618-2] Motivations of Research Subjects: A Mixed Methods Study

Select a Library: Metropolitan IRB, Fraderick, MD  ~

Select a Docament:  Application for Continued Approval

Step 2:

Assemble your document package. In addition to adding project docurng el
link your project team's Training & Credentials to your package. v To revise an older document:

New and Revised Documents in this Package:

Download the previous
0 version to your computer,

There are cumrently no documents i

Click on the pencil icon (see

Th ) Training & Credentials records linked to this pack \ next page for more
ere are no iral redaentials recoras iin IS pacKage. . u
a s A information).

modify as required and save.

IRBNet allows you to revise your existing project documents and maintak Eac 7
" your package. Learn more.

v'To add a new
document, click
“Add New
Document”.

v All documents

from previously SR r
submitted 5l puae oS ]5?5}'11}&@1;3&«
packages are s o it e e e
listed here. Application Form IRB Application 0373072008
. i 12:04 PI§

1 ConsentForm Consent Form 02302009

T s 2 i Lo

0873072009




Researcher 2
Training Energizer AttaCh a DOCU ment ]RBM

i Browse and locate the revised or new document on your
computer, and attach by clicking the Update button.

Attach Documen

[137618-2] Motivations of Research Subjects: A Mixed Methods Study
You are updating an attachment. To help you identify the file that was attached:

e This attachment was loaded from the file Censent Form.doc.
s |t was attached on 09/30/2009.
e |t has a size of 93184 bytes.

Document Type'#| Consent Farm >l
Description |Consent F orm v2 == )
Filﬁ'{i'l I Browse..

v' Browse your hard drive
for documents, and
attach. o

v' This view is for —
updating a document
from package 1. The

view for attaching a

new document is

similar,




Researcher 2
Training Energizer

Document Management Tools IRBNet

v Note that after
revising, the
document is
removed from the
visible list of
documents from

previous packages.

‘ IRBNet provides powerful tools to update and review project

documents.

[137618-2] Motivations of Research Subjects: A Mixed Methods Study

Designer l

L

Step 1: :

Download blank forms, ducume_nl templates and re_f'erence matgﬁ_ais to assist you in ass o View

Select a Library: Metropolitan IRB, Frederick, MO ' o View revision history
Selecta Document:  Application for Continued Approval o Update

. @ Delete document
Step 2: . |
Assemble your document package. In addition to adding project documents to your package, IRBNel alsf allgvs ypu t
link your project teant's Training & Credentials to your package.
New and Revised Documents in this Package:
1582]

“Bocument Type - Descrip

1szomoszAN —

There are no Training & Credentials recards linked to this package. | View AllLinks | Link/Un-Link Records |

IRBNet allows you ta revise your existing project documents and maintain version history, or add entirely new docurnents to
your package. Learn more.

wDocument | (When should | do this?)

OR

Documents from Previous Packages that you can Revise: (When should | do this?)

M R T B e ¥R
o R A sk aidit
¥ ','.‘1 iy 3
08/30/2009
“12:04 P

IRB Application




Researcher 2 .. .
Training Energizer REVISIOI‘I HIStOI"y ]RBH

‘ The document revision history tool reveals all versions of a
document type in the project.

Designer

[137618-2] Motivations of Research Subjects: A Mixed Methods’ Study

Step 1:
Download blank forms, document templates and reference materials to assist you in assembling your document package.

Select a Library: Metropolitan IRB, Frederick, MD  ~

L2 o .
Select a Document: Application for Continued Approval The Document Revision HIStory

lists the most recent document
Step 2 and every previous version

Assemble your decument package. In addition to adding project documents to yo submitted by package.
link your project fearm’s Training & Credentials to your package. I J

New and Revised Documents in this Package:

|y new documents 1o

/067200 Work in
09:28 AM ) progress
09/30/2009 09/30/2009 Modifications )
12:04 PM Required

1 Protocol ASMBE1 C2430 Protocolpdf  08/3072009 0073072009 Hudificafions
Required




Resemherz- - Complete Submission Process [RBNet

Training Energizer

- When project documentation is completely assembled, sign
and submit according to your institution’s SOPs,

Designer |

: [137618-2] Motivations of Research Subjects: A Mixed Methods Study

Step 1:
Download blank forms, document templates and reference materials to assist you in assembling your document package.

Selacta Library: Metropolitan IRB, Frederick, MD  ~

Select a Document:  Application for Continued Approval

Step Z: .
Assemble your decument package. In addition to adding project documents to your package, IRBNet also allows you to
link your project team's Training & Credentials to your package.

New and Revised Documents in this Package:
I
“onsent Form Consent Formv2
There are no Training & Credentials recérds linked to this package ( I

%int&in version history, or add entildy new do¢uments ta

IRBNet allows you o revise your existing project documents
your package. Learn more.

v Attach T&C
documents to this
package is
necessary.

v View T&C
documents linked
to any package
within this project.

Documents from Pred (When shoild 1 do this?)

i Srenih | " mASord g I ;.-, iR i
1  Application Form IRB Application 09/30/2009 01973072009 HModificaticns j &
3 12:04 PI Required

1  Protocol ASI4281 C2439 Protocal pdf 083072009 09/30/2009 Hodifications _J @
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Researcher 2
g,,‘ Training Energizer Whel"e tO Get Help. . IRBM

Your Committee Office can offer
you assistance and training on
IRBNet as well as advice on how
to comply with important policies
and standards as you use IRBNet.
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