MCW Clinical Trials Office IRB Review Tab Requirements

MCW uses eBridge to electronically track Human Research submissions. There is no electronic interface between eBridge and OnCore. To minimize
redundancy between the two systems, the following is a list of the minimum required IRB reviews to be entered in OnCore and Documents to be
uploaded. Depending on the functionality you are using, you may wish to document additional IRB reviews such as Reportable Events.

Required IRB Reviews

Review Type
Required IRB Reviews

Initial Review | Necessary to open a study to accrual

All CPRs Extends the IRB Expiration Date in OnCore & the most current consent form(s) can be uploaded

Adding Protocol Amendments which modify the Protocol and/or Consent(s) is required. This assures the most current
Amendments | protocol/consent can be uploaded in the Details tab and be available in OnCore.

Optional IRB Reviews

Non-protocol

Amendments
Reportable If a SAE or other adverse event/deviation is recorded in OnCore, it is recommended the IRB acknowledgement also be
Events recorded.
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Required IRB Documents

The Details Tab is where IRB-related documents are uploaded by clicking “Add”.

IRB Documents to Upload

REQUIRED DOCUMENTS

Consent 1

Consent 1 is the Study’s Main Consent. All stamped, approved consents must be uploaded.

Consent 2-5 if applicable

For additional Consents (e.g. Blood, Banking, Screening etc.)

Protocol

All versions including the initial submission along with subsequent amendments

IRB Approval Letters

Investigator Brochure (s)

IRB Initial Application; subsequent CPR and change of protocol amendment Approval Letters

OPTIONAL DOCUMENTS

Device Manual(s)

eBridge Smartform

The Approved IRB Submission may be converted to a pdf document and uploaded into OnCore.

Reportable Event Acknowledgement Letter

If a SAE RE is recorded in OnCore, it’'s recommended the corresponding RE acknowledgement
letter be uploaded.

Other Documents 1 -5

If there are other documents you wish to upload, select “other documents” and add a
decription.

SAE Documentation

If a SAE RE is recorded in OnCore, it's recommended the corresponding SAE documentation be
uploaded.

Note: It is not possible to select One document “Type” for multiple documents. For example, if a study has 3 Consents (Treatment, Screening, Tissue) you

would select Consent 1 for the Treatment, Consent 2 for Screening and Consent 3 for Tissue. If ONLY the Tissue Consent is modified via a Protocol Amendment
six months later, you would record this review and select Consent 3 as the “Type” to upload the current Tissue Consent. It’s critical you select the same “Type”

for updated documents. This assures the most current version appears in the Document Search.

Page| 2 of 6

IRB Review Tab Requirements_Editable_v2.19.18.17

Clinical & Translational Science Institute

of Southeast Wisconsin




MCW Clinical Trials Office

IRB Review Tab Requirements

Recording an IRB Review in the Review Information section

Update IRB Review ?

PI:

Sponsor:

Protocol
Protocol | To Date: 0 Protocol Status: NEW
RC Total IRB Expiration:
Review Information
Reslaeg [Ype here to search - G Committee ‘ v 5::;?; Re_\l._r;%u; |:|
v Expiration Review I:|
Date No.

Details (0) || Reviewers (0) || Communications (0) || Notes |
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Uploading IRB documents in the Details Tab

RO o cwan e | DeScription: Enter Comments: Enter
the File Name. This additional comments,
. o
Details (0) || Reviewers (0) || Communications (0) H Notes | shows up in the IRB for example “Tissue
review tab summary || Consent”
Details Add Select Previous Details/Docs

Amend-

Type (— ‘ Select the document typeJ ment No. Received Date

Reconsent
@ Global? Required?  Delete?

v | NA [l NA D NiA
: L Z = ancel
Consent 2
C t 3 etc No records found .
onsen : . Note: OnCore’s Version Date (Date of
Device Manual 1 Version Date: .
) IRB Approval) may be different than
Device Manual 2 Enter the b ! d ’s Version Date. To P™tand Close Clear CIo
eBridge AME Smartform (pdf) Stamped Date LUSCTa LG T 3 GO U L)
_ Etc. — See Definitions Below | ” | for Consents and avoid confusion, a best practice is to
_ “= "' the Date of IRB include the DOCUMENT version date in
approval for the file name.
other documents
(usually the same

Next Page
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Details (1) || Reviewers (0) || Communications (0) | Notes |

Details Add |  Select Previofk Details/Docs.

Amend-
Type ment No. Received Date Version Date Description Comments Global? ReQuired? Delete?

CoRcnt 01/09/2017 m ICFPRO100001-XYZ- 12.12.2016 ) Subject Treatment Consent | @ @ o
Aftac

Submit | Submit and Close | Clear = Close

Sgda Create Follow-Up Review

Al rignis jesonyed
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Releasing Documents and Document Search

Details (1) || Reviewers (0) | Communications (0) | Notes |

Details s

Amend- Reconsent
Type ment No. Received Date Description Comments Global? Required? Delete?
ICFPRO100001-XYZ-12.12.2016 Subject Treatment Consent
Consent 1 | || [ otosr2017 ) ' 0 NA 8]

d Close | Clear = Close

Page| 6 of 6
Clinical & Translational Science Institute

IRB Review Tab Requirements_Editable_v2.19.18.17 arSoitheast WscoiaH




	Required IRB Reviews
	Required IRB Documents
	IRB Documents to Upload
	Recording an IRB Review in the Review Information section
	Uploading IRB documents in the Details Tab
	Releasing Documents and Document Search


