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Calling all Faculty
Advisors!

| RBNet 6sesigmd i ne
very conducive to a
iResear c modéleMemo
encourage Advisors working
with Student Researchers to
make full use of the various
tools IRBNet puts at your

di sposal . Lehig
Coordinators (x83021)

welcome the opportunity to

work with faculty to help

makel RBNet 6 swumam |
subjects review process an
educationally rewarding part

of your student
experience.

So what about this IRBNet?

Lehighoés Office of Research and
the move to an online submission process in early 2008 as part an
effort to standardize and improve the review of Human Subjects
applications. ORSP chose IRBNet for several reasons including,
advanced system features, ease of implementation, ease of use, and
cost effectiveness. According to IERBNet s

IRBNet helps Researchers:

e Project Manager dashboard

e Electronic submissions

e Cross Institutional collaboration

e Best Practices library

e Multi-Site studies

¢ Instant notification of Project approval
e Automated continuing review alerts

IRBNet helps Institutional Review Boards:

e Streamline the submission and review processes

¢ Reduce paper, and time wasted on redundant clerical
work

e Reduce administrative tasks and offer more support to
Researchers

¢ Facilitate clear, coordinated communications and track
correspondence

¢ Enable Members, Researchers and Administrators
easy access to data

e Maintain a clear audit trail with appropriate
documentation and versioning

e Improve quality of documentation/Project design
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The research community, like most academic entities, has a rich tapestry of descriptive
language (or at times what may seem like a confusing collection of discipline-specific jargon) at
its disposal. In an attempt to help standardize the online review of Human Subjects applications,
Lehigh will adopt the naming logic used by IRBNet. In most cases these are terms that have
widespread acceptance by Institutional Review Boards and are used by the United States
Department of Health and Human Services. Please take a few minutes to look at the following
glossary (or even better, print it out to use with the tutorial); it may make it a little easier to
navigate the IRBNet waters.

Project

AProjecti s an online version of the research proposg

for review.

Project Package

A Project Package, or | u s tisdisPhmisdion @prtaining any number of documents that
are required by the IRB to conduct their review of a research Project. The initial Project Package
will include the appropriate Human Subjects Application, the full research proposal, any surveys
or instruments, consent forms and any other documents requested by the IRB. Subsequent
Project Packages will contain one or more modifications of previous documents that the
Researcher makes in response to IRB requests.

Submission
IRBNet uses the term Submission to denote a Project Package that has been submitted for
official review.

Researcher
A Researcher is the individual submitting the Project for IRB review. There are three
Researcher categories that will be used by IRBNet:

Lehigh Faculty Researchers
Lehigh Student Researchers
Lehigh Staff Researchers
Non-Lehigh Researchers

Principal Investigator

IRBNet uses the term Principal Investigator (or P.l.) to designate the person with overall
responsibility for studies submitted by Lehigh Student Researchers, Lehigh Staff Researchers
or Non-Lehigh Researchers. All studies must have a Lehigh Faculty member as the Principal
Investigator!

Amendments/Modifications

Amendments/Modifications are changes that the researcher wishes to make after a study is
approved by the IRB. The researcher must submit an Amendment/Modification Package for IRB
approval.
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Revision

A Revision is a change (or changes) required by the Institutional Review Board before a Project
can be approved. The researcher creates a new Project Package in IRBNet to address any
required revisions.

Reviewer
A Reviewer is an IRB Board member that is involved in the review of a Project.

Human Subjects Application Form
The Human Subjects Application is the document used by the researcher to provide the
necessary information for IRB review of a new research study.

Continuing Review Form
The Continuing Review Form is used to request an additional twelve month approval period for
a previously approved study.

Amendment/Modification Form
Researchers will use an Amendment/Modification Form to make changes to a previously
approved study.

Project Description

The Project Description refers to the general type of Project being submitted to IRB review as
noted on the Human Subjects Application. Categories are consistent with previous paper-based
review forms.

Type of Review

The Type of Review is the level of IRB review the researcher is requesting for their Project.
Please note that the Lehigh IRB will be adopting the naming convention used by IRBNet to
categorize the type of IRB review. The three levels will now include Exempt, Expedited and
Full Committee Review.

Exempt: Proposals are exempt from more detailed review if the research described
poses minimal risks to subjects and proper procedures are used to implement ethical
principles for the protection of human subjects. The chair of the IRB determines whether
a research project will undergo an expedited review. As necessary, the chair will consult
with other IRB members when making this decision. The following types of research may
fall into the exempt category:

e Anonymous survey / interview procedures or observation (without intervention) of
public behavior

e Survey / interviews in which the participant can be linked and information
obtained is innocuous. Disclosure of this information would NOT reasonably
place the participant at risk of criminal or civil liability or be damaging to the

participantsd financial standing, empl oy
e Project of existing data or pathological specimens if information is recorded
anonymously.

h b i




Expedited: The expedited review category is used for certain types of research
involving no more than minimal risk (risk level similar to what is encountered in everyday
activities ) and minor changes to research previously approved by the full committee,
during the period for which approval has been authorized. Proposals are reviewed by
three members of the University's IRB. Agreement of all reviewers is needed for
approval. Reviewers may refer the proposal to the full committee. The following types of
research may fall into the expedited review category:

e Surveys which can be linked to participant and may request "sensitive"
information

o Blood draws

e Non-stressful research on individuals or group behavior

e Project of existing data or pathological specimens if information recorded can be
linked to participant

e Recording of data using non-invasive procedures

e Surveys which can be linked to participant and may request "sensitive"
information

Full Committee Review: Any research not covered under the exempt or expedited
review categories is referred to the IRB for full committee review. The principal
investigator may be invited to attend the review. The committee will either: (i) approve
the research; (ii) approve the research pending modifications that must be verified by
committee members; or (iii) not approve the research. The committee will notify the
principal investigator in writing about the committee's decision. The following types of
research may fall into the expedited review category:

¢ Invasive medical treatments

e Physical or psychological risk

e Special populations (minors, pregnant women, prisoners, incompetent
participants)

e Criteria for exempt or expedited review are not met

Required Signature Listing
The Required Signature Listing (the last section of the Human Subjects Application) designates
who must el ectr oni cPadett Package togubndit the Preject fdr iR \Neev.t

Review Status:
IRBNet uses the following terms to denote the status of Studies submitted for review.

Acknowledged: The committee or office acknowledges the receipt of the information.
Approved: The submission has been approved.

Deferred: The committee has deferred action on the submission.

Exempt: The submission is exempt from review in accordance with federal regulations.

Modifications Required: The committee requires changes (Lehigh uses the term

Arevisiond to denot e tatheshbmisgor. bef ore appr ov{

Pending Review: The submission is awaiting committee review.
6




Not Approved: The concerns of the committee are substantive in content.

Not Research: The committee has determined this project does not meet the definition
of "research" under the committee's purview.

Work in Progress: The Project has not yet been submitted to an IRB for review. The
Project can be managed and edited without generating a new IRBNet ID number.

Permissions
Permissions are levels of access that a researcher grants to IRBNet users. Different
permissions may be given to co-investigators, students, or IRB Coordinators.

Full: The individual is a project owner and may manage and control all aspects of the
project.

Write: The individual may collaborate on project documentation, but may not share the
project with others, submit packages for review, or take certain other actions reserved
solely for the project owners.

Read: The individual has read-only access to the project. This individual may
electronically sign where necessary.




1.0 How Do | Register at IRBNet?

1.1  Toregister with IRBNet, go to www.irbnet.organdc | i ¢ k MNew Useh e @
Registrationo | i nk.

/" IRBNe t - Innovative Solutions - Windows Internet Explorer

- ttps: /. rbret  orgreleassfindex.html v ][] [acL search
G@ v igj ps:f fwww irbnet. orgfrelease findex.html [ & |“ l"‘z
i File Edt View Favorites Tools Help 5
W [@IR BN e t - Innovative Solutions [_‘ 2~ B - &= v [=hPage - T Toolf

IRBM Innovative Solutions for Login: Uw& m&
Compliance and Research Management *

(k. New User Registration

B) Forgot Your Password?
Home The IRBNet Difference Demo Contact Us

NAsAA S S ™ $A

1.2 Fill in the required information on the IRBNet registration page. Then click on
AComnmutei. ®

Registration

New User Account Information

All users must be REGISTERED to access IRBNet. Registration is free.

The first step is to enter your basic account information and create your IRBNet User Name and Password.

FistNamex [ ]
LastName* [ ]

Usor Name s [
R —
Y

Paqord Hint , ,

* required fields

\"".‘\‘W'\u *"“"w\\“\ " \\., \

“ g e & Conwight © 200942 Resgpreh-Sntavare A Rights JF a0 B peemns
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1.3 Next youdll need to read | RBNet ds yacwisbtpt ancdg o
continue your registration.

IRBNet: Individual User Terms of Use /

To register on IRBNet, you must read and agree to these Terms of Use. including any future amendments (collectively, the +
"Agreement”).

1. Acceptance of Terms.

This Agreement governs your participation as an individual user of IRBNet. IRBNet is a service provided
by Research Dataware, LLC and both the company and service name are used interchangeably in this
Agreement. In addition, when using particular IRBNet owned or operated senices, you shall be subject
to any posted guidelines or rules applicable to such services 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 senvices that are governed by different Terms of Use.

If this Agreement or any future changes are unacceptable to you. your sole remedy is to terminate your
use of the Senvice. If you do not accept and abide by this Agreement, you may not use the sewices
offered by IRBNet. By accessing or using the Service, you confirm your acceptance of, and agree to be
bound by, this Agreement and any future changes to this Agreement. You agree to use the Semice only
in accordance with this Agreement. Nothing in this Agreement shall be deemed to confer any third party
rights or benefits.

Y & oy g A B L -

\\«/\» e Vs e \.. A .

14 Once you have accepted t he Tteasosenthdtwillhske, youyol
you to add your affiliation.

141 I n the AAdd Affiliationd secti onlickomtext to AQ
AResear ch | nsdthatyoutsée@ohedkmatkoTxhen c¢cl i ck t he ADiIi spl &

1.4.2 Inthelargefi Your Or g seledtiandaxijsaald own and highlight #ALeh
University, Bet hl e hem, -LBhghmeseardBer,gou still feedyoselectar e a |no
Lehigh University as your affiliation.

143 With ALehigh Uni v e highlighted,c | B ectkh [oenh etnfn,e PAADO Nt i nu e ¢

Registration

Add Affiliation

Specify the organization with which you are affiliated. If you are affiliated with more than one organization, you may add
additional affiliations after you complete the registration process by logging in to IRBNet and accessing your User Profile

Search for an organization ‘ |
N R
Organization types to displj Research Institutions ¥ Boards |1 Spso&| Display  |)

}Kaiser Associates, Washington. DC ~
|Kent State University. Kent. OH
|| Kingsborough Community College. Brooklyn, NY

A

; e Health Plan, L0s AngeTes=ad,

Cl Lokigh Unversity. Bethieher, PA
{aur eyl zatu || Lindenwood University, St. Charles, MO
| Louisiana State Univeristy, Baton Rouge. LA

|LSUHSC-Shreveport, Shreveport, LA

| Madigan Army Medical Center, Tacoma. WA

| Maine Medical Center Research Institute, Scarborough. ME

[ Marshall University. Huntington, WV ™

If you do not see your organization listed you may add a new organization.
> Continue Cancel

NMALAAN A AL N Ao S ey o

& —~1

L e R SR s oo
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151

15.2

1.6.

16.1

1.6.2

IRBNet will then ask you for your contact information.

If you are a Lehigh Student, Faculty or Staff member, we ask that you please enter your
university contact information.

Click the AContinued button.

Registration

Your Contact Information &
Specify your contact information at Lehigh University, Bethlehem, PA. The email address that you specify will be used for H
L4

¢

* required fields

The | ast step of the registration process a
data correctly.

In the example below, Pam Nonstikspre @ouldc | i ¢ k t F &l @gterhakeamy 0
necessary corrections to her registration information.

Once youbdr e s emered gnembaraasing missgelling of your name, and
have verified that your phone and email arecorrect, c¢cl i ck on t he fARegi d

Registration

Confirm Registration Information

Please review your information and cli
may update your account information
User Profile

User A t Inf ion and P; : ’
User Name P nstikspray

First Name Pam
Last Name Nonstikspray

registered. you
and accessing your

A A A A A - VS

ations
D, T atLehigh" - -' Beathilak PA
Telephone Number (610) 666-0001
Email fictious2@lehigh.edu
SNy P b T et pead - e - P

10
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1.7  Success! Take a minute to experience the joy of successfully completing your IRBNet
registration!

/

Registration

Registration is Complete

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

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

1. Check your spam box to make sure important IRBNet emails aren't getting accidentally filtered.

2. Make sure to whitelist all emails coming from irbnet.org to assure you receive them properly.

3. Generate a new activation email by logging in to IRBNet and clicking on your User Profile. Make a simple update
(such as adding a fax number) and a new activation email will automatically be generated for you.

4. Contact the IRBNet Coordinator at your local Research Office who can provide additional helpful information and can
assist you in registering your account.

>

»
)
¢

SUAUAAA A A 2N Y g v

I agmil WP S s CRRLE S g

5

Well, actually youodll have to delay that cel
IRBNet. Just click on the activation link in that email to complete the registration process. You

will automatically be taken to the IRBNet Log In screen.

If you have any trouble registering with IRBNet, call the Office of Research and Sponsored
Programs (x83021).

11
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2.0 How do I log in at IRBNet?

2.1 Tologin, goto www.irbnet.org .

2.1.1 Enter your username and password (in the area circled in the screenshot below).

212 Click the fALoginodo button

L8 |[4][x] [0 o

@ \& e ‘aihtqgﬁwwv:.irbnet,org)’release,l'inde

7::( <.Q? ‘@IRBNet-Innovative Solutions - v f:J 7
: e s «
IRBNat mesiagmes: 0 e — o P
Compliance and Research Management 4 —

Home The IRBNet Difference | Demo | ContactUs |

Comprehensive Solutions

2.2 Ifyoulogi n successfully, ydrwed Managedscraer, bke dJuR B Ne t

example below.

‘Welcome to IRBNet Study Manager
LU Faculty Researcher Projects that you havé

Study Manager ) )
Create New Project There are no projects to display.

S 4 e _ F Y g P ey a Ol 2 Y O Sy

12
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3.0 Creating a Project

The first time you log into IRBNet, your Project Manager page will be a barren and lonely bit of
cyber space. So w e @xtamine the process of creating a new Project with the help of Pam
Nonstikspre’, a faculty memb e r i n QoHege of Radetious Studies. We 61 1 + ake
by-step, click-by-click as we show you how to get a Project up and running on IRBNet. You can

also download a simple set of directions (without all the lovely screenshots and witty

commentary) as a guide for future use.

3.1 The Project Manager Screen

Once you have logged in at IRBNet, you will see the Project Manager screen; IRBNet 6 s | u my

off point for the Researcher. On the left side of the page there are links labeled Project

P

Manager (that 6 s wher e we aCreaterNewProjechow) and

3.1.1 Clckon t he f CPreextblmttoNtenvavi gate t o t he stadr een
assembling your initial fProject Package.o

USER PROFILE  LOGOUT B

Welcome to IRBNet Study Manager ¢
LU Faculty Researcher Projects that you have created or that have been shared with you: ,
Study Manager :
There are no projects to display. :’
o —
-~
*\
«
{
3
Vel > P N 2 4 SLP PGl L Ve |

13
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4.0 Create New Project- (Project Information screen)

When you ¢c
where youbdl |l be asked t o toaevelop yourondim €rojbcaPadkage. i

4.1.1 Enter the Project Title and name of the Principal Investigator.
4.1.2 Enter the legal first and last name of the Principal Investigator.

4.1.3 Enter Key Words (optional).

414 1 f your project with be sponsored research,

415 Pl ease |l eave the Al ntboxblaekl YoRIRBNetrCeandmna&or Wil mb e r d

use this field to enter a local tracking number for your project.

416 Cl i ck A Con tyionuudel ol bbuet Dsoenn tg nteod Ot ke rfe en .

8
L-‘,‘ »

hoose to create a Rejectformgtiensdreen youodl |

nfor

Welcome to IRBNet

Pam Nonstikspre Create a New Project

jody oject, first provide the basic project informalion below. Once your project is created you may attach
Create tidmand share the project with other users.

Research n\m\

Spray of reckoning: The use of aerosol cooking
products in middle school home economics classes

Title: *

—

Local Princinal | deat First Napp€™" [Pam
ocal Frincipal investigator: - -
Last Nam®sNonstikspre Degree(s):

S I

Keywords: lCooking Spray

Sponsor: IConAgra Foods |

You may specify an internal account numper. billing identifier or reference
number for this project.

Internal Reference Number:

C_Continue_[Zp Cancel

\-\/\"'A\/\ S e VU G b W WSS Sl B W

* required fields

14




5.0 The Designer Screen

The Designer screeniswhere y o u 0 | | IRB formsdnadaaiments (such as the
application for Human Subjects Review) and upload your Project documents (including
protocols, informed consent forms and completed Human Subjects applications). In the example
shown bel owethereoare @ humbenod luttons that appear on the left hand side of the
Designer screen.

-

IRBNet ID: 40127-1 USER PROFILE  LoGOUT

[RBNet :
’

Welcome to IRBNet

DL [40127-1] Spray of reckoning: The use of aerosol cooking products in middle school home economics classes }

Study Manager Step 1

Create New Project Dawnload blank forms, document templates and reference materials to assist you in assembling your document package. }

P ctAdmirmb-\ Selecta Libraty: | Lehigh University IRB, Bethlehem, PA ¥ | ‘f

roject Overview — —— —

X Select a Document: | Adverse Event Form il ‘
Designer Bkl ikl AR 3
Share this Project ,
Sign this Package Step 2 /
Submit this Package A our document package.

Delete this Package Documents in this Package: {
Send Mail
roject History / o /
There are currently no documents in this package. f
Add New Document fj
A A F AP P i P P e 7o NS 4 T

Grouped uPRrderAdtmienifstrati ono h ePaopkdit Owgrviewr Besignart t o n

(where we are now), Share this Project, Submit this Project, Project History, Send Mail, and
Delete this Package.

We 61 | | ook

t each of these | ater, but for now
screens youol

a
0

Continuing with our example, Dr. Nonstikspre™ is just beginning the review process and will

need to completeai Human SAppekecti@m.Sberdl | d ownlvatingshe by do
application form, entering the required information, and then uploading the completed

application to her IRBNet Project Package.

15
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6.0 Download and Complete Human Subjects
Application
6.1.1 Make sure you are on the Designer screen.

6.1.2 Inthedi Sel ect a Li br a&msyréthasiieechighniviersity IRB, Bethjehem,
PAO ap.pears

6.1.3 I n the ASelect a Docolmendowsedmrdthioghbioght stthe
SubjectsAppl i cati ond document

6.1.4 Wi tHumdnh SubjectsAppl i cationd highlighted, click the

<§esigner D ¢

Spray of reckoning: The use of aerosol cooking products in middle school home economics classes

Step 1:
Download blank forms™sg

a Library: ehigh University IRB Be@\y\
a Document: | Adverse Event Form V VV%

| Adverse Event Form

 Study Manager I

Create New Project |

ument templates and reference materials to assist you in assembling your document package.

Delete this Package Documents in this Package:

_Q‘a,..f{“‘". »F = | S m B o ,u § > —— ,,71”1 — I v— =

6.2  Save the application to your desktop to complete.

Welcome to IRBI Designer
Pam Nonstikspre ng: The use of aerosol cooking products in middle school home economics classes
 Study Manager ;
Create New Project ment templates and reference materials to assist you in assembling your document package >
Project Administrat igh University IRB. Bethlehem, PA V‘ >
Project Ovenview T ar—— i
‘Desligner @ Document: | Human Subjects Application (New Study) | J
Share this Project File Downlocd
' Sign this Package -
Submit this Package Do you want to op®g or save this file? }
Delete this Package
' Send Mail @ ] Name: NEW_STNQY_APPLICATION_‘Word.doc /
Project History Type: Microsoft Offidalord 97 - 2003 Document, 248KE &
2 From: training.irbnet.org 3
/
{
i ' b ‘while files from the Intemet can be useful, some files can potentially
g harm your computer. If you do not trust the source, do not open or o«
o save this file. What's the risk? -
(/‘
= / e LSS ’j o e e P SR L

-

6.3  Open the application and enter all required information. Please contact ORSP at
x83021 if you have any questions on how to complete a Human Subjects Application (or
any other paperwork).

16




7.0 Uploading Documents to Your Project
Package

Instead of making multiple copies of your proposal and its associated paperwork, IRBNet allows

you to assemble al/l r elrojectiPad kdgeume Wed l ilntret tul e

to see how Dr. Nonstikspre™ uploads her completed Human Subjects Application and other
documents.

Save the completed application (or any document you want to upload) with a file name that will
allow you to easily find and send the correct version.

7.1.1 In our example, Pam Nonstikspre' h as n ame d onhstkspref Human Sdbjects
Applicationdo and has plfacledle it frgeci®laecdd g et 1i- 0
folder resi desReic k oheée n gYosggmoseglttabehch document uses the
good d dasthame @énd the document type for its name. Later, wedl/l S
more Project packages and how to create modified documents.

v
Search |- Folders ¢ 4
re' Spray of ReckoninglStudy Package 1 v f
MName Size  Type f
| File and Folder ) nonstikspre' CONSULTING CONTRACT. doc 32KB  Microsoft Office Wa... {'
t?'_]Ncmstikspre' Human Subjects Application {(MNew Study).doc 231 KB Microsoft Office Wo... ,J‘
Other Places @Nonstikspre' Informed Consent Form.doc 28KB Microsoft Office Wo.., 5
-_;'Nonstilspre' MIH Certification, pdf 37KB Adobe Acrobat Doc... &
[ Monstikspre' Spray of ¥ Nonstikspre' Parent Questionnaire.doc 36 KB Microsoft Office Wo... ’{
3 I"T‘!Trcs;::rients @Nonstikspre' Protocol.doc 249KB Microsoft Office Wo... ;}
) lﬁ_]Nonstikspre' Student Questionnaire.doc 48 KB Microsoft Office Wo... 7
’) T%COmDUtEV ] ég;\lonstikspre' Teachers & Staff Questionnaire.doc 37 KB  Microsoft Office Wo... r -
e s 5 = D . —ica.  gpea B 5 e - _ g o /',,-- -

721 Click the AAdd Ne wheDyow dooumentireabyuctuplaac Y ovu 6 | |
taken to the Attach Documents screen.

IRBNet ID: 395891 L0GOUT

File this away for future

usee
If you dondét h ]RBM

s

organizational scheme, you Welcome to IRBNet )
mlght want to g'Ve some Lam Noratikzprs [39589-1] Spray of reckoning: The use of aerosol cooking prq ’
thou g ht to how Study Manager Step 1: -
files for your IRBNet Create New Study Download blank forms, document templates and reference materi )
submission. Student Study Administration Selecta Library: | Lehigh University IRB, Bethlehem, PA v '
. 1 3 =

Researchers can ask their —%y 8::;'5;"{ Select a Document: | NEW STUDY APPLICATION_ v| [[Downioad 4

advisors for assistance or Share this Study ‘:
Sign Stud Step 2:

contact ORSP (X83021) for W Assemble your document package. -
Suggestlons on hOW to Study History Documents in this Package: o
develop an effective SendMail | 3
organizational plan for lREL There are currently no o b :
submitting online documents / ("
through IRBNet. p
&

ok

dhe

e e

b €

1 OV




7.3  Onthe Attach Documentsscr een, youo6l | see -aowildotoument
provideagener al description of whoed Paskage.dosh g up |
common document types are |listed, but if yold
crowdfavor i t e A Ot her . o

731 Scrol l down and click on the type that best
upload.
| IRBNet ID: 401251

‘Create New Project
Project Administration 1
Project Overview X
Designent _ ument Type * i Adverse Event Report v {
Share th's Project intion |Adverse Event Report I ] o
.Slgn this Package Advertisement &
Submit this Package | Amendaientivied [ Browse.. |
Delete this Package Application Form {
Send Mail A -
= = . Conflict of Interest
Project History * required fields Consent Form /
| Continuing Review/Progress Report P’
|Cover Sheet .
You may also use the IRBNet Documen c\//Resume Documents that you create on-line are !
automatically attached in PDF format. |HpAA Consent/Authorization
= HIPAA Waiver
On-Line Docume |pyestigator's Brochure \
Letter
Other | "}
Protocol P
Questionnaire <
Study Plan
[Termination/Closure | .
.._.D 3o N = B SBSONVA R -7 e S B S e

7.4  Inthe Description text box you can type the name you have given the documenty o u 6 r e
uploading.

7.4.1 Inthe example below, PamNonsti kspre  has wused Human f i |l e
SubjectsAppl i cationodo as her description.

742 Click the AAttacho butt oRroettPackaged t he documer

IRBNet ID: 40127-1

USER PROFILE  LOGOUT

- Y fimpr
Attach Document

| Spray of reckoning: The use of aerosol cooking products in middle school home economics classes

h documents to this package by clicking the "Browse..." button to locate a document and then by clicking
urnent Type" and optional "Description” are informational fields to assist you in managing your attached

. The "
documents.

ﬁ[o]ect Administration
Project Overview
Designer

Share this Project

Sign this Package
Submit this Package | Fill # [C\IREWNonstkspre! Human Subjects Application (New Study).do] Browse.. |
Delete th?s Package | Attach
Send Mail
Project History % required fields .-

Tl Ve h—t = e —————
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8.0 Working with Documents on the Designer

Screen
Under t he tsfinDhis®Packaged headi ng
find all the documents that have been added to the ProjectPa c k ag e .
handles Project documents.

Letds go

B

8.1.1 View a Document

(i n Diehsei gmmiedrd |sec roefe nt)h
ove

To view a document you can click on
ink) or the Doc/Pdf icon.

Welcome to IRBNet
Pam Nonstikspre®

Study Manager

Create New Project

e i t hBocuntehte yp@o(in blue bold face

Designer ¢
[

[40127-1] Spray of reckoning: The use of aerosol cooking products in middle school home economics classes

Step 1:

Download blank forms, document templates and reference matenials to assist you in assembling your document package.

Project Administration Select a Library: Lehigh University IRB, Bethlehem, PA +
Project Overview x

: Select a Document:
Designer

Share this Project

Sign this Package

Submit this Package

Delete this Package

Send Mail

Project History

Nonstikspre' NIH C 03/23/2009 04:17 PM ) S X
Application Form Nonstikspre' an Subjects Application (New Study) 04:13 PM & X
Conflict of Interest Nonstikspfe' Conflict of Interest 04:15 PM & X
Consent Form kspre' Consent Form 4 P & X
Protocol onstikspre’ Protocol 03/23/2009 04:17 P & X
Questionnaire Student Questionnaire 03/23/2009 04:16 PM & X
Questionnaire Parent Questionnaire 03/23/2009 04:16 PM & X
Questionnaire _7 Teacher Questionnaire 03/23/2009 04:16 PM & X

;
o7 - PSP PR o Qi >
8.2  Update a Document

You can select documents (attachments) to make changes. IRBNet helps you keep
track of when changes are made to any attachment. You can only update documents in
a PidjectPackageo NrioUr exammenDr. Nonbtikspré™t e d .

deci

has

8.2.1 To update a document click on the Pencil

Step 2:

Assemble your document

Documents in this Package:

.._Description

Last Modified

t hat has

ded to make a change to her

&

icon in its row.
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Welcome to IRBNet Designer #

£am Honatikers [40127-1] Spray of reckoning: The use of aerosol cooking products in middle school home economics classes &
Study Manager Step 1: b
Create New Project Download blank forms, do your document package. <
Project Administration Select a Library:
Project Overview 5
. Select a Document:
Designer
Share this Project l
Sign this Package Step 2: 4
Submit this Package Assemble your document package. j
Delete this Package Documents in this Package:
gre:' :c':‘::ilslo L4 00c T Deseription _Last Modified ,
e sl S Other Nonstikspre' NIH Certification 04:17 PM ) & X
Application Form Nonstikspre' Human Subjects Application (New Study) & X /
Conflict of Interest Nonstikspre' Conflict of Interest & X 3
Consent Form Nonstikspre' Consent Form & X ;
Protocol Nonstikspre' Protocol ] & X : ¢
Questionnaire Student Questionnaire 03232009 04:16 PM ) @( (%
Questionnaire Parent Questionnaire 03/23/2003 04:16 PM | & X &
Questionnaire Teacher Questionnaire 0323200904:16 PM ) & X {
. /Add New Document 4
- ol m i ey s r
> P F & i ¥ r . s

8.2.2 The Attach Document screen will open, with information about the attached document
you are about to update at the top of the screen. Just below this document information are
instructions on how to complete the update process.

8.2.3 Ifyourupdate willberepl aci ng the current attachment wi
use the drop-down box to make the appropriate change. If your update is the same type of
document, you would leave this drop-box unchanged.

8.2.4 If you want to change the attached documentd s d e s ,dype iptheiupdate in the

fiDescr i pt i dfthédescapion is mobckanging (forexample,i f youob6r gwurupdat i
iStudent Questionnairedo with an amended version
already auto-filled with that information from the previous attachment.

8.2.5 To upload the updated attachment,cl i ¢ k o n t buttonfoBocatethe aniended
file.

Attach Document
of reckoning: The use of aerosol cooking products in middle school home economics classes

» Sl

You are updating an attachment. To help you identify the file that was attached:

Study Manager

Create New Project e This attachment was loaded from the file Nonstikspre’ Student Questionnaire Rev 1.
Project Administration e It was attached on 03/27/2009.

Project Overview o It has a size of 51712 bytes.

Designer

Share this Project Document Type %  Questionnaire —

Descripti Student Questionnaire REV1

File IC'\Nonstikspre' Spray of Reckoning\Study Package 1\Nonstikspre\§| Browse...

I/\;'f

[ Update | [ Cancel | R

- Project History

* required fields

(’
-y Pl A S IO SR g ’;
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8.2.6 This will open a box for you to browse your computer to choose the file you want to
upload. Highlight the desired file and double clicktoauto-f i | | t he AFil ed text

" Nonstikepre’ Nant Certfication, pdf

u ¥ | Nonstispee’ Parent Questionnaire.doc

¥ \Noeazhapee’ Protocal do
e I e

H N bspre SR TR T

¥ |Nonsthspre’ Teachars b Staff Quastionnare. doc

My Documants

e
My Computer
“
“ypt‘lxm Fée rame: le:" spee’ Shudent Questionnasee Rev 1. doc L}
e

Fios of typer [ArFaes ) R Cancel I

827 Click the AUpdateo button to finish updating

4. VUIICK Upaarte 1o compiete.

Document Type * ‘ Questionnaire

Description |Student Questionnaire -

File [C:\Documents and Sett'@gdﬁﬁray of Reckoning\Study Package 1\N| Browse... I

[ Update |) Cancel |

3

4

3

L 4

* required fields /

oy I‘“”"’ A e ,"‘ , Dk P g

8.3 Delete an Attached Document

There wil./ be o0ccas iramow amvatiached dpooimedtlifromyaua nt t o
Project Package. In the example below, our Principal Investigator has decided to
remove her resume.

831 Click on tx én thie Yow of the @oaument you wish to delete. A dialog box

will ask youei yopwowadme to delete the file. Oncsg
gone forever (or until you re-load it!) from your IRBNet Project Package.

\_‘.:) e you sure you wish to delete this document?

CVIR Nonstik Resume 12/29/2008 01:19 PM

Conflict of Interest Nonstikspre' Conflict of Interest Form 12/19/2008 11:41 AM J & '/ -
o o~ - > -

e

e A " e £ P
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9.0 Share this Project Screen

The Share Project screen allows researchers to assign levels of access to their Project. You

can select #AFul | derRBNeeusesto pedormaALL IBRBNet functons without

any restrictions. fAWritedo access allows the use
perform administrative tasks such as submitting a Project for review.i Read o6 access onl
another user to read documents but they have no editing or administrative permissions for your

Project. Thei No Accesso0 option prevents | RBNet wusers
Researchers Project. This is the default setting, so you will only need to share your Project with
individuals requiring access.

9.1.1 Under Project Administration, click on the Share this Project link.

IRBNet ID: 40125-1 USER PROFILE  LOGOUT
IRBNet :
™ A AN
o o
Welcome to IRBNet Designer {
Pam Nonstikspre [40125-1] Spray/f reckoning: The use of aerosol cooking products in middle school home economics classes &
Study Manager Step 1:
Create New Project yptfad blank forms. document templates and reference materials to assist you in assembling your document package z)
Project Administration Select a Library: ‘Lehigh University IRB. Bethlehem. PA v | {
Proj i — 3
ro;gct D A Select a Document: Ad»erse Event Form v | Download :
Designer J /
< Share this Projec
Sign this Package Step 2: 1
Submit this Package Assemble your document package. -
Delete this Package Documents in this Package: +
Send Mail [ == . 3
. - .| Description Last Modified ¢
Project History Application Form  Nonstikspre Human Subjects Appllcatlon (New Study)/,QJ/24/2009 09:11 AM _} & X /
A g PUSEDETAEEE Ll o IS S

9.1.2 iLehigh University, Bet hl e ligbted,|f n® Aecarctstieaod-bdx aad r e a d
highlight Lehigh.

(e

913 Click fAiSelect Organization.

IRBNet ID: 401251 USER PROFILE  LOGOUT

Share Project

aerosol cooking products in middle school home economics classes

it users. Sharing a project consists of three steps

istrat el&¢t an organization to display a list of IRBNet users at that organization
Project Overview 2. SpecKy the access that you wish to grant each user at that organization
Designer 3. Save y\ur changes

Share this Project _— |
Sign this Package paen=ston

Submit this Package Orgaiiza ntzi?si)sla‘; Research Institutions Boards Sponsors

Search for ai

Send Mail

Project History Lehlh Universit Bethlehem PA

T

\\ "\,\\/‘\ AN S

Lenox Hill Huspna1 New York NY
Lindenwood University. St. Charles. MO
Loma Linda University. Loma Linda. CA
Louisiana State Univeristy. Baton Rouge. LA
LSUHSC-Shreveport. Shreveport. LA
LSUHSC-Shreveport. Shreveport. LA

‘ Select Organization ’

PP Y ‘o an o ,r‘
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9.1.4 Scroll down to find the IRBNet user you want to grant access to your Project. If you do
not see the individual listed, check with them to ensure they are registered. Call ORSP(x83021)
if you have problems sharing your Project.

9.1.5 Put your cursor over the level of access you wish to grant the user and click inside of the
circle. The circle will become shaded to show that level of access has been granted. You can

change a userés access | evel at any ti me.
IRBNet ID: 39589-1 USER PROFILE  LOGOUT
Welcome to IRBNet Share Study
Pam Nonstikspre'

[39589-1] Spray of reckoning: The use of aerosol cooking products in middle school home economics classes

i:::rehﬁaer:g[ldy Specify the access that you wish to grant to each user at Lehigh University.

Study Administration Users that are granted "Full" access to this study may perform all functions without restriction. This includes editing study
: documents, sharing the study with other o ; ganthe study.

Users that are granted "Write" access m users, but may not perform

any other administrative functions.

Users that are granted "Read" access m: dy documents or perform any

other administrative functions.
rrmnss' Ton Access X
O Full O Write O Read & No Acces:

O Full O Write O Read © No Access
O Full O Write O Read ® No Access
O Full O write O Read (& No Access

; O Full O wiite O Read
o 4 PR SR P P - el

»
/
¢
f
-
T4
¢
1
/
{
{
L4

Baker, Betty
Charlie, Cedric

Delta, Dawn
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10.0 Sign Package Screen

The Sign Package screen allows IRBNet users with access to a Project to record that they
have 0r Braatt's obuments in their entirety and agree that they are ready for
S ub mi stethedRBdor review.

In our example Project, Dr. Nonstikspre™ has been working with a Co-Investigator, Dr.

Ima Pepper. Both will sign when they feel the Project package is ready to submit.

10.1.1 Cli ck on tPéckaged Sbght on.

Welcome to IRBNet
Pam Nonstikspre"

Study Manager

Create New Project

Project Administration
Project Overview

Designer

p

/!

' /

. J
:

H

J

'

S

/

Delete this Package
Send Mail
Project History

Y o 4 "' - Y SR i S S

10.1.2 Use the drop-down box to select your role in the Project.In the example, Dr.

Nonsti kspre®™ woul deshogateofBr andis@eactl

ACbnvestigator 0.

N g

Sign Package

 Study Manager Nonstikspre’, the ‘: V¥la t | have read the documents in this package in their
- Create New Project and agree that t|
Project Administration OR If yo\ must sign on Iﬁgvn"lsizirstrative Reviewer lle to electronic ign for him/herself, enter designee signer
Project Overview mode. Auditor
Designer - : b |Co-Investigator
Share this Project IS RACKado NG oot Department Head ‘
Sign this Package o Date JF| Department Representative |
Submit this Package [ \ :Gsnt_:monal Ofhcial ‘
Delete this Package I oL '
Send Mail € Principal Investigator D
Project History
Scientific Reviewer
Sponsor
Sub-Investigator
Team Member
- F 4 - P P canar
10.1.3 ClickontheAiSi gno button.
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11.0 Submit this Package Screen

The Submit this Package screen is where you will deliver your completed Project Package to

the IRB for review. Returning to our example Project, Dr. Pam Nonstikspre™ has uploaded her
completed Human Subjects Application and all other required documents. She and her Co-

Il nvestigator (Dr. Pepper ) PlojactRackagk saying thattheyc al | y

agree that it is ready to submit.

11.1.1 Click on t hePackaga b mu tThisomil bpen up the Submit Package
screen.

IRBNet.

Welcome to IRBNet
Pam Nonstikspre’

Study Manager
Create New Project

Project Administration
Project Overview /
Designer F}
Share this Project -
T ¢
Submit this Package ¢
7
I:S)end Mail » ,/
Project History )
V4
£
e Vg S B et D" P Ry NP e e e e e ,/
11.1.2 On the Submit Package screen;en s ur e tihg@h UWrlievher si t vy,

is highlighted. Click the fiContinued button.

11.1.3 Click the AContinueo button.
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