insight

SUBMITTING A NEW CONTINUING REVIEW

1. Login to Insight: https://insight.partners.org

2. Enter your Partners user name, password and click the button

. Human
3. Click on the (9o to Humans |button

4. Click on the protocol title of which you need to submit a continuing review

5. Click the type of submission you would like to complete for the protocol (see 1 below), then
click the [ Create Hew Process | hytton (see 2 below).

Continuing Rewiew: ;I | Create Hew Process |

=--zelect a type--= \
2.

Adverse Event
Amendment
\Continuing Review
Cther Event

6. The type of form to be completed will default pre-selected. Click [ Continue |,

p)

The continuing review form to be completed has been preselected. Please click the continue button to begin.
Note: If the wrong form is selected please contact your protocol administrator.

Intervention / Interaction - research that invelves an Intervention / Interaction with human subjects

Health/Medical Records - research limited to the use of health/medical information derived from patient heatth/medical records

L ! Excess Human Material and Related Health Information - research limited to the use of excess clinical samples/specimens and related health information

@ Secondary Use of SamplesiData - research limited to the secondary use of samples and/or data originally collected for research

Research Data Repository — research limited to establishment of a repository of health/medical information derived from patient heatth/medical records for future research use

'.:.'Tissua or Sample Repository - research limited to banking or storing human materialtissue for future research use

cancel
Wit e - - =

7. Complete the form and click the button.

8. Click the “‘Attachments’ tab to include all study-related documents for review.

Home

Attachments Submission
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9. To include attachments from a previous submission to be reapproved, click the
‘Include with Submission” checkbox at the end of the attachments row. When you are

done, click the button at the bottom of the screen. To now submit, skip to step
22.

Note: Only attachments with the ‘Include with Submission’ checkbox checked will
be included with the submission. Any documents not included will be moved to
the Attachment Archive page after approval.

“for | Include with
an Submigsion

bi d

il ol

10. To attach a new document, click the button.

11. Select the Attachment Type from the drop down list

Attachment Type: — Select — w ‘——-‘
Title:

Attachment Mode: Electronic R

Select File:

12. Click Electronic if you have a file to upload, Hardcopy to fax into the IRB office, or
Include With Detailed Protocol if the document is part of the Detailed Protocol.

Atftachment Type:

Title:

Attachment Mode:

Device Brochure 4

Device Brochure_01

— Select — w

— Select — ‘*"‘N-.

Hardcopy
Included In Detailed Protocol

13. Browse to select the file from where you have it saved and click the button
14. Repeat the above steps until all files have been attached

15. To now submit, skip to step 22.
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16. To add a new version of a document, click the ‘Add Version’ hyperlink on the
document row. NOTE: You can only attach a version to a continuing review
submission if the IRB has declined the submission or in response to IRB review.

View Attachment Attﬂch.l'EtI'rt| Delete Row | Version ?

[

NOTE: If you are submitting an AMENDMENT at the time of continuing review. Any
documents being amended, should only be attached in the amendment submission
and only unchanged study related documents being submitted for re-approval should
be included with the submission of the continuing review.

17. From the Attachment Mode pull down click Electronic if you have a file to upload,
Hardcopy to fax into the IRB office, or Include With Detailed Protocol if the
document is part of the Detailed Protocol.

/2 AttachmentVersions - Microsoft Internet Explorer provided by Partners HealthCare System ['_ |“j

Attachment Title: Protocol Summary Attachment Type: Protocol Summary

. = . Mark for

Attachment Mode Title File Name Date Uploaded Wiew Attachment .
Deletion
Electronic Protocol Summary Protocol Summary.6.05.doc TI2712012 E
Add Version
<+ Leave blank unless changing the title. i
Attachment Mode: — Select — v /| ging
Title: |:| OFTIONAL: Enter the document title and version number/date or for
. consent forms, enter the description of the study population.

Select Fie [ Il | g—————

18. If Electronic click the button to upload the file

19. Select the correct file from your computer and click the Open button.

__ﬂ_frtcﬂ:.-.,a; At I " U L,
P [Protocoi Summary o s b
2 _ Files of type: |AII Files (*%) J Cancel ;
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20. Next, click the button

Add Version
Attachment Mode:
Tte: | | QPTIO
COnS
Select File [WHomesndgcssiDan's Fill| Browse... |
@n"culf| close |

21. When done, click the button.

22. Click the ‘Submission’ tab

Home

Forms Attachments Submis=sion

e o S

23. If there are no errors listed, click the button. Click the
button to print/save a copy of the submission for your files.

24. If there are errors, click the error description to be brought to the form to address

the error.
/__ o S FF,__“__” " --;'/'Fv. L T AT fee /.vz"#..-_,-____.-'-hu.-_ R B
= g T o' v . e LS - o
»
'\J # Form / Type Description *
Eﬂ Amendment You must enter the sponsor amendment number. ;
A
;.52 Attachmerts You must a attach a copy of the sponsor amendment document.
i
N

25. When brought to the form, address the error and click the button to be
brought back to the Submission screen. Repeat steps above to address all errors.

26. Once all errors have been addressed, click the | Run Application Review | button for
the application to check that all errors have been addressed.

27. If there are no errors, click the button.

28. Click the button to print/save a copy of the submission for your files.
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