IRBNet Instructions for Stony Brook University and Brookhaven
National Laboratory Researchers

www.irbnet.org

IRBNet must be used for submission of new and continuing applications (exempt, expedited and full review). Paper
submissions are only accepted for amendments, adverse events, and other revisions submitted for ongoing studies
that are still in paper, i.e., have not yet undergone electronic continuing review via IRBNet. You are encouraged,
however, to ‘transfer’ your hardcopy study into electronic format ASAP. See section XV for details.
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I. Important General User Tips

]

Allthedocument s that you would have submitted in the
(upload) on IRBNet.

Individuals with full access on a study will receive e-mails when the ORC or IRB has taken an action on their study.
The e-mail will instruct you to log onto IRBNet to see the details regarding the action. All documents you upload for

IRB review, and all the documents the IRB uploads for yourrev i e w, are | oc%udyDdsignern t he s
You ‘talk’” to the I RB by adding new documents in yo
documents, and then submitting (' s usigmturesacsompardiggth t he
submission will depend on what you are submitting-s ee Secti on V) . It s a good i

memo and cover letter on your computer for use in communicating to the ORC or IRB in IRBNet.

IRBNet submissions to the CORIHS Office are immediately locked, and will remain so. Anything else you submit in
relation to that locked submission is to be submitted as a new package. Ignore the IRBNet warning regarding asking
your IRB office to unlock the study. Create the new package.
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Documents listed in your Study Designer are currently sorted in alphabetical order by document title. This can cause
some confusion as to the most current documents to look at (IRBNet is aware of the problem and is working on
fixing it): Be sure to check the ‘last modified’ column in your study designer to confirm you are reviewing and
dealing with the most current documents in your transactions with CORIHS.

Idle time out on IRBNet is 15 minutes.

This document addresses SBU/BNL specific instructions for use of IRBNet. If you are interested in seeing the
company’'s general training videos and-mglthensteyaut at i ons

Back to Top =
Il. Register with IRBNet

Go to www.irbnet.org and register with IRBNet as soon as possible.
Follow the directions for New User Registration.

When you choose your affiliation, choose either Stony Brook University or Brookhaven National Laboratory,
depending upon your primary appointment.

i To complete the registration process, you will need to authenticate your registration via your e-mail account.

9 You will be sharing your study with co-investigators (i.e., allowing them to electronically review your
submission), as well as other individuals (see section IV). Make sure they are aware of the need to register as
well, or else you will not be able to share with them.
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lll. Time to Create a Study

Dependi ng 0 nacasN levelmhd Al can delegage [(thrasigh sharing) to a co-investigator, or a study
coordinator, the task of helping to create the study. Higher levels of sharing (ability to submit a study, as an
example) should be granted to as few individuals as possible (e.g., Pl and study coordinator).

9 To begin, log on, choose * r€ate New St u doy the left), and fill out all required and non-required initial fields,
including Keywords (include whatever you like, but inclusion of any drugs, biologics, devices, and disease state
being studied is required) and sponsor.

9 Next, go into the Study Designer to upload all the materials you want to provide to the IRB in support of your
submission. Review http://www.stonybrook.edu/research/HSG/HSGsec3.html for required materials.

The' For ms and R drnfthe staynDesignerlcantbirs all thg possible applications and forms that are
needed to download to your computer for completion (in the not-too-distant future, this process will be via a

‘wizard format’, for your convenience). See the next section for explanation of the various applications from

which you may choose. BNL investigators should obtain additional forms for completion at
http://www.bnl.gov/ora/ORA.asp. Once the document is completed, and for all of other materials you already

have prepared in electronic format (e.g., consent documents, protocols, advertisements, Investigator Brochures,
etc), select “add document ' Consanhformsshodldbasdomiteatiinh d o c u
Microsoft word, and do not need to be on letterhead. See Section XV for details.

T For'document steylpeec't the descriptor that best describ
and provide the description you want in the field called* d e s ¢ rThep Wrawse and find the document for
uploading.
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IV. Which application should you use when you create a study?

Think back to the ‘paper world’. In other words:
Choose one from “Column A”:

Application for Exemption Review
To be used if your study constitutes no foreseeable risk and involvement of human subjects fits into one of these
categories: http://www.research.sunysb.edu/HSG/HSGsec2.html#sec2a

Application for Expedited and Full Committee Review
To be used for all non-exempt activities involving human subjects, or tissue or data derived from humans

Application for Continued Approval

To be used when you renew your project’s CORIHS approval. This application may be used for the first four times
you renew the study. The fifth time you renew must be via the Five year Continued Approval Application process
(full submission). Although it is your responsibility to know your approval periods, and to give youself enough
time to get your project reviewed and approved, you will receive a courtesy e-mail reminder.

Read more about the continued approval process on IRBNet in Section XIV.

Application for Five Year Continued Approval

To be used when you renew your project’s CORIHS approval for a fifth time. The Application for Continued
Approval may be used for the first four times you renew the study. The fifth time you renew must be via the Five
year Continued Approval Application process; a full submission is required, as if you are submitting the study for
the first time (although this application contains sections for a progress report on past activity relative to the
study). Although it is your responsibility to know your approval periods, and to give yourself enough time to get
your project reviewed and approved, you will receive a courtesy e-mail reminder.

and choose any applicable applications/forms from “Column B”:

Application for Use of Hospital Patients, Facilities, Pharmacy
To be used where UH involvement is proposed

Authorization Form for Fee Collection (industry-sponsored activities)
To be completed for industry-initiated, industry-sponsored activities

HIPAA De-identification Form
To be used in support of an application (usually for Exemption Review) to the IRB where research use of
‘anonymous’ data or tissue is proposed.

HIPAA Limited Data Set Form
To be used in support of an application (usually for Expedited/Full Review) to the IRB where the types of
identifiers required for research use of data or tissue constitutes a limited data set (see form!)

HIPAA Waiver of Authorization Form
To be used if requesting a waiver of HIPAA authorization). This would be required in studies where you are also
requesting a waiver of consent.

Back to Top =
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V. Share your submission

To share with SBU or other researchers,
T Press the ‘Share this study’ button on the | eft.

9 Type in the organization with which the individual is affiliated( e . g. , ‘' St ony Br ook Uni
National Labor at ory’ , et c.)

T uncheck ‘sponsors’ and ‘boards’

T Click ‘Display’

1 Chooset he applicable organization and ‘select orga

f You can search by |l ast name (type it in and hit
and t hsemarhciht” ,* and a | isting of all/l r Hiheinglividmalie d u

not listed, it most likely means that the person has not yet registered on IRBNet. You must contact the
individual and tell him/her to do so before you can share the study with him/her.

9 Only the principal investigator and maybe one other (a study coordinator) should have full access to edit and
submit the study to the IRB. Those with full access will receive e-mails when the ORC or IRB posts an action
or decision.

You must share your submission with the following individuals, as applicable.
It is up to you to decide what kind of access they should have. It bears repeating: only the principal investigator and
maybe one other (a study coordinator) should have full access to edit and submit the study to the IRB. Those with
full access will receive e-mails when the ORC or IRB post an action or decision. Note in the following list other special
circumstances under which full access must be provided. Share your submission with:
9 all co-investigators
9 your study coordinator
9 your department chair/dep’t review committee chair
9 If facilities, personnel and/or services of University Hospital will be required,
0 William Greene, Rhona Vainder, and Regina Rigoroso requireread-only access (all UH studies, and
don’'t forget to l,oad the UH form as well)
0 Jay Bock (if your study impacts Pathology),
0 Wayne Patterson (if your study impacts the Pharmacy).
0 John Ferretti ( if your study impacts Radiology)
9 If the study comes from BNL,
1 Darcy Mallon must be given full access
Maureen Hurst must be given read-only access
9 If the study will involve the GCRC,
0 Diane Ruenes must be given read-only access
0 Maureen Hurst must be given read-only access
9 If the study involves a grant or contract, please give read —only access to your Sponsored Programs
Administrator and/or Coordinator. If you need help in determining who these individuals are for your
department, contact the Office of Sponsored Programs at 632-9949 or 632-4402.
1 Non-SBU collaborators( you need to tell them t o inpuggrbcsess®r wi t
your materials for free.

When you share your study, the individuals you select will get an e-mail notification that you have done so.

Back to Top =
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VI. Obtain necessary electronic signatures:

Once you are done uploading all your documents and have given access (shared) your submission with all relevant
individuals, be sure to sign your study, and make sure your department chair (with whom you shared the study) also
electronically signs your study. Chair should only sigh when your documents are finalized for submission, i.e., just
before you are ready to submit to CORIHS.

For new and continuing studies
T You will need to provide electronic signatures from the PI, chair, and BNL (i.e., Darcy Mallon, for applications
from BNL) before you submit the study to CORIHS.
9 All co-investigator e-signatures will need to be present before the study will be approved by CORIHS.
Signaturescanbeaddedtoa st udy even i f the i-oondliw'i dauade ssn, gan
study is in ‘“locked’” status.

For any interim submissions (amendments, UPs, SAEs)
9 The Pl must provide electronic signature before the study is submitted to CORIHS.
f  Backto Top -

VII. What does your electronic signature mean?
Good question.

If you are the Principal Investigator, your electronic signature that is associated with a given study means that the

research described in the application and supporting materials will be conducted in full compliance with Stony Brook

University’'s Policies and Feder al regul ations gover

9 Conduct all aspects of the project as approved by CORIHS,

9 Promptly report any revisions or amendments to the research activity for review and approval by CORIHS prior

to commencement of the revised protocols, with the only exception to this policy being those situations where

changes in protocol are required to eliminate apparent, immediate hazards to the subject,

Promptly report any unanticipated problems or serious adverse events affecting risk to subjects or others,

Assume full responsibility for selecting subjects in strict accordance with the inclusion/exclusion criteria outlined

in the application materials,

9 Use only CORIHS-approved, stamped consent forms for studies in which consent form(s) have been approved
for the research activity, and

9 Ensure that all personnel involved with human subjects, or human data and/or biological specimens during the
course of this research activity are trained in the Protection of Human Subjects and HIPAA in Research, in full
accordance with SBU policy on this matter.

= =

If you are a co-investigator, your electronic signature that is associated with a given study means that:
9 You are fully cognizant of the details of the protocol, and will conduct all aspects of the study as approved by
CORIHS
9 You will promptly report to the Principal Investigator any unanticipated problems or serious adverse events
affecting risk to subjects or others
You | will not be involved in any aspect of the study for which you have not been trained, or conduct any
procedure in which you are not certified/licensed.

Back to Top =
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VIIL. Submit the study to the CORIHS Office, and choose your ‘submission type’

Hi t subrhitehis study’ butt on Youwill be dulenittingetd thie Stony Brook University IRB (CORIHS)
Office. You will then need to identify the submission type.

The submission type you choose should be tied to what you are trying to get reviewed and approved.

Example #1: The first time you submit a ‘new study’, you will choose the submission type ‘new study’. If the IRB
issues a modifications required letter, and you now wish to submit a response to their concerns, you will again
choose ‘new study’ as the submission type. If they still have problems and you need to respond AGAIN, you
continue to choose ‘newstudy’..unt i I t he study is approved.

Example #2: The first time you submit an amendment on an approved study, you will choose the submission type

‘revision’. If the IRB issues a modifications required letter, and you now wish to submit a response to their concerns,

you will again choose ‘revision’ as the submission type. If they still have problems and you need to respond AGAIN,

you continue to choose ‘revision’..unt i | t he study i s approved. Now, w
amendment #1 approved, you want to submit oatypglbud ment
clarify the difference (‘this is amendment #2’) in the comments section right below the choice of submission type.

Back to Top =

IX. What is the administrative routing once you submit your study to the CORIHS Office?

The ‘front office’ of the CORIHS Office does a prel
components are present, critical individuals have been granted access where applicable (e.g., BNL, GCRC, Dr. Greene

for UH studies, etc.)and Pl a n d d esfgriatures bahedderr prowded. If any such components are missing,

the PI, study coordinator, and anyone else having full access will be notified by e-mail to address the issue.

Once a complete submission is received by the CORIHS Office, it will take one of two routes.

Exemption Submissions:| f you are applying for exemption, the st
be assighedaCORIHS#( see section XI | f or mORCedmiaistratdrshaill thenaeriagwo U s ;
the submission on behalf of the institution. You will receive an e-mail notifying you when the review is completed,

and a decision is rendered. You will then log on to IRBNet, click on the study title, go into your study designer and

review the decision letter from the office.

Non-Exempt Submissions (expedited or full committee reviews of new studies, amendments, UP’s etc): If you

have submitted something that requires review(sdey on
section XII for more on the various #'s in | RBNet)
administrators for either CORIHSa or CORIHSb (depending on calendar deadlines). Any investigator with full access

on the study will receive an e-mail notifying them that the study has been forwarded to an IRB for either

immediate review assignment (expedited review materials) or to be placed in queue for full committee review (full

review materials).

T I f expeditabl e, t hhea rl eR B tahdemi snu bsmirsastioons wiitlH 1 sor
relevant committee for their review. When all reviewers have responded, the IRB administrators will change
the status on the study from ‘pending rfenedtefull’ 1t
committee. Any investigator will full access on the study will receive an e-mail notifying them of the change
in status, with instructions to log on to IRBNet and see the review details.

9 If full review, the IRB Administrators will prepare the meeting agenda approximately one week prior to the
particular IRB meeting. Once the meeting has occurred, any investigator will full access on the study will
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receiveane-ma i | noti fying ilomregandingtheir ubmé&sion. SeBnexssectibr regarding
review results.
f  BacktoTop -

X. How will you know when your study has been reviewed?

You (and anyone else to whom you have granted full access on the study) will receive an e-mail telling you when the
IRB (CORIHS) Office has posted a review or decision for your study! It will look something like this:

Please note that Stony Brook University IRB (CORIHS) has taken the following action on IRBNet:

Submission:  [37382-1] The title of the study
Action: Modifications Required
Effective Date: 11/09/2007

Additional information is available in IRBNet.
Should you have any questions you may contact Judy Matuk at judy.matuk@notes.cc.sunysb.edu.

This will be your signal to go log onto IRBNet, click on your study in the Study Manager, go into Study Designer, and
click on the most current* decision letter that will be there waiting for you.

I *Asreferenced at the beginning of this document, documents listed in your Study Designer are currently
sorted in alphabetical order by document title. This can cause some confusion as to the most current
documents to look at (IRBNet is aware of the problem and is working on fixing it): Be sure to check the ‘last
modified’ column in your study designer to confirm you are reviewing and dealing with the most current
documents in your transactions with CORIHS.

Back to Top =
XI. How do you respond to concerns that CORIHS has raised?

Always think: How would you have responded via paper? Same thing. Except that in IRBNet, you will then need to
respond by simply addiorcg mefestutsihehaStudy Designér)dacktintoéRBNetAd d D
When you do this, it will remind you that the study is currently locked. That’s ok. Create a new package (see section

XI for more on locked vs. unlocked status). Upload your revised documents and/or response letters individually,
assigning a document type and description (optional) to each.

At this time, you should also delete any older versions of documents that you are now replacing with your
response. For example, if you are uploading a revised consent form, delete the one that was reviewed by CORIHS
that required modifications. Finally, only the Pl electronic signature is needed at this point.

Once your new package is compl et e, s uwheniaskedforkhubmission u dy
type, choose ‘nhew study’ if you are trying to get a
approval study approved, and so on.

Back to Top =
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XIl. Locked vs. Unlocked Status

Once a study is submitted to the CORIHS Office, it will be LOCKED. When attempting to add documents to a study

that has already been submitted to the IRB (e.g., whenyouare r espondi ng to t heignbrRB’ s
the IRBNet notice to ask the IRB to unlock the study. Just submit what you need to add to your study as a ‘new

package’.

Sso, let’'s say it takes 5 ‘' new pudyc.k, §og g backard forthfwithn al | y
CORIHS five times, andthe5"package receives an ‘approved’ status.
approval, you can go to ‘study history’, and it wil

Back to Top =

Xlll.The numbering system in IRBNet (What happened to the old CORIHS #'s?)
You wi || note 2 di f f dRBNet#iand#ocabBoardRefetehice#: | RBNe t system

1. The IRBNet # is not your CORIHS#, but is an importan t ‘| tratkes’ providdd through IRBNet which is

assigned to all studies that you create (new and continuing). Pay careful attention to the suffix of the IRBNet #, as it

will tell you how many ‘' package sisintallysulanittpdadeetnédc ul ar s
acceptable, and therefore |l ocked for processing by
support of that study (responses to |IRB concerns, a
added to that original submission. Although the root IRBNet # will remain the same, each new package will change

the suffix of the IRBNet #. So if your original submission is given the IRBNet # 1234567-1, and the IRB reviews the
submission and requires changes, you will submit your response as a new package to the original, and it will be given

the IRBNet # 1234567-2 . I f it's then approved, and you want to
package, it will be given the IRBNet #1234567-3. Andsoon.If you c¢cl i ck on ‘st ud?vydui st
will see all the packages for the study.

NOW:

2. The local board reference # constitutes the CORIHS # for your study. Once a study is assigned a CORIHS# in
IRBNet, that # will remain exactly the same throughout the life of the study.

The numbering system for CORIHS is being changed to comply with recent FDA recommendations, and to ensure
that the PI has full knowledge regarding when a 5 year continued approval is due for a given study.

New (first time) applications:

New applications coming into IRBNet will be assigned in sequential order, starting with 2008-0001. Any CORIHS #
beginning with a 2008 # will have its 5 year continuing reviews due in 2013 and 2018. It will now be your
responsibility to track when your 5 year continuing reviews are due.

Continuing Review Applications:

The last 4 digits of your current CORIHS # will stay thesame.Th e f i r st 4 dfiigi't)s witlhle rye\a
the year you received approval for a full submission (either as a new or as a 5-year continued application, whichever

is later).

HUH?
If your current CORIHS# is 2007-3529, and the last time you made a full submission to CORIHS was 2005, then
your new CORIHS# in IRBNetw i | | ‘“r ev e r3%529 (ORE staff Will db the re2e@réh and issuance of the
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new #). By doing this, you will now know that your 5 year continuing reviews will be due in 2010 and 2015. It will
now be your responsibility to track when your 5 year continuing reviews are due.
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XIV. OK. You’re study is approved. Now what? How do you submit amendments, UP’s (including SAE’s) etc.?

First go into your study manager and findthemo st recently approved “ pNexkage
go to study designer, and ‘add documents’ (and yes, create new package, when it prompts); upload whatever
documents you need to send to CORIHS (e.g., letter, UP form, revised protocol, etc). Note that:
I any amendment to your study should be done with an uploaded cover letter explaining the changes,
and whenever possible, with track-changes identified on the protocol and the consent documents.
T Unanticipated probl ems (i nc | Repbrting@orntfdx Bnamicdipatedu s t
Problems, available in the Forms and Reference Library.

Once everythingyouwanttosendisu p |l oaded, c | i cSBU IRB$CORMHS) Office.Bickar dy ' , t o
‘“submi ssi obastfith what gou aretsehding. For example:

I If you are submitting an unanticipated problem, SAE, or a protocol deviation, you can choose
‘reportable event’ as the submission type
If you are submitting an amendment, you can choose ‘revision’ as the submission type
if you are unsure of which submission type to choose, choose ‘other’, and provide explanation in your
comments.

1
1

You will get an e-mail notification once action has been taken on your submission.
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XV. Continuing Reviews

Anyone with full access on a study in IRBNet will receive e-mail notification 90 and 60 days prior to the
expiration of the approval period. You should respond to the first notice as soon as possible, to ensure that
there is no lapse in your study approval. If your approval does lapse before you have been re-approved (even if
you submitted the continuing review materials), the research activity (including data analysis) must be halted

immediately.

Once you receive the notice to renew:

A. If you do not want to continue the study (including data analysis) past the study expiration date:

A Gointo your study manager

A Click on the exact IRBNet package referenced in the e-mail you received

A Gointo study designer, and select 'add new documents'. You will be creating a new package for this study.
A Gointo the Forms and Reference Library, and download the Application for Continued Approval.

A Complete sections I-IV and upload the saved document.

A Obtain e-signatures of Pl and Department Chair.

A Submit the package as a ‘Closed/ Final’ report
A You will receive acknowledgement of the closure by ORC.
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B. If you do want to continue the study (including data analysis) past the study expiration date, you first need
to determine if you must undergo 'regular' continuing review, or 'Five year' continuing review:

If the first part of the CORIHS # referenced in the e-mail notification (the 'year' part) is 5 years or older
than the current year, you must complete a 'Five Year' continuing review, unless:

a) the human subject aspects of your study are now limited to data analysis,

b) enrollment has ended, subjects have completed all research-related intervention AND the study is
now limited to long-term follow-up of subjects, OR

c) there has been no enrollment to date AND there has been no increased risk identified (via
amendments, SAE's etc) for your study during the time it has been active with CORIHS.

If your study falls into a, b, or c above, or the CORIHS# above shows a year that is not 5 years or older
than the current year, you will be able to undergo 'regular' continuing review.

C. Instructions for submitting continuing review documents:

Think of all the documents you would have needed
electronically submit those documents to ORC via IRBNet.

9 Be sure you, your co-investigators, your department chair and others with whom you may need to share
are registered on IRBNet. See section | for registration instructions, and section IV for sharing
instructions)
Go into your study manager
Click on the exact IRBNet study package referenced in the e-mail you received for continuing review.
Go into study designer, and select 'add new documents'. You will be creating a new package for this
study.
 Gointo the Forms and Reference Library, and download either
o Application for Continued Aporoval: for
0 Application for Five-Year Continued Approval: for a five-year continuing review
Compl ete and upload the saved application (°Ad
If there has been enrollment in since last approval, add, in the study designer, a scanned version of the
required redacted consent/assent/permission forms for review.
i Five-year continuing reviews only: Upload all current documents relating the study, including full
protocol, investigator brochures, packet inserts, consent/permission/assent documents,
advertisements, University Hospital Form, etc. A full submission packet is required, as would be required
for a first time review study.
9 Obtain e-signatures of Pl and Department Chair and all listed study personnel (only the Pl and Dept
Chair signature is required to submit to ORC. All e-signatures will be needed before the study may be
approved.
i Five-year continuing reviewsonly:See secti on V f or enestsghatenustalsobe si g
‘“renewed’ at this time (e.g., Maureen Hurst fo
f Submit the package as a ‘' Continuing Review/ Ren

= =4 =
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XVI. Consent/permission/assent forms: Review and Use of letterhead

All proposed consent documents:
9 should be submitted in Microsoft word
and
9 should not be submitted on departmental letterhead.

WHY? Because:

9 changes to be made on your consent forms following IRB review will, in most cases, be proposed to
you via track-changes and comments on the document, that you will be asked to accept or address
in response back to the IRB

and

9 Once the language on proposed consent/assent/permission forms is final, ORC will format it on
specific CORIHS letterhead, complete with IRB-approval stamp. It will be then uploaded back into
the board documents for your study, and available for your use in consenting your subjects.
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XVIl. Epilogue
We appreciate your patience as we navigate together through these new ‘electronic’ waters...
What else would you like to see addressed in this IRBNet guidance? Do you see any errors? E-mail

imatuk@notes.cc.sunysb.edu and your comments and suggestions will be considered and included in future
versions of this document.
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