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

[ge to Humans

l button

3. Click on the
4. Click the “Activity List’ tab

Humans Personnel Purchasing Admin

Qress Inactive Protocols Exempt Protocols Activity List

5. Click on the protocol title

6. Review the submission launching the [ View Application | £, £orms output or | View Full Application

for forms and attachments output. When you have completed your review, close the pdf.

7. Click on the “Action Required’

view application ( view full application } o4

1 Workflow Tasks

Study Staff Review and Certification

Activity Display Name | Assigned On« | Type
| 3/6/2014 1:21:03 PM | Amendment

STUDY STAFF CERTIFICATION

Please check all of the boxes, enter your Partners user name and password and click the Submit button

ave completed Partners human-subiect protection education requirements.
ave completed the applicable institutional credentialing processes, if any, required to conduct this research.

nderstand the Harvard Faculty of Medicine and Partners conflicts of Interest rules that apply to individuals participating in clinical research and wil at all times, during the course of this Research, be in compliance
ose rules.

For interventionfinteraction studies only: If you are a person responsible for the Design, Conduct or Reporting (DCR) of the research, you must complete your electronic Investigator Disclosure form by clicking on the
€CO0| Disclosure link below. Some members of the Study Staff may not be required to complete the Investigator Disclosure form. If vou do not see the eCO| Disclosure link belows, vou do not have to complete the form.

If you have questions or concerns about potential conflicts of interest, contact the Partners Human Research Office at 617-424-4100.

| certify that the statements herein are true, complete, and accurate to the best of my knowledge, and accept the obligation to comply with all applicable federal regulations and state laws, institutional policies and
procedures, and the reguirements and determinations of the Partners Human Research Committee with respect to this research.

eCOI Disclosure “\?_,

Comments:
[d]
If declining, enter comments here to go
back to the submitter and contact peaple.
V)

User Name:

Password: <«

8. Click the Accept or Decline radio buttons.
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9. If Accepted and required because of your role on study, an eCOI Disclosure link will display on
the sign off page before the comments box. If you see the eCOI Disclosure link, you MUST
complete and certify your eCOl BEFORE you can sign off on your activity.

10. Click on the “eCOl Disclosure” link

a. Answer the questions about the relationship between the companies reported in the Partners
Disclosure System (COI module) and the study.

b. Review the financial interests listed on the form to ensure that is an up-to-date list of any
financial interests you received from any company

c. If the list of financial interests is incomplete, click on the “‘Access Partners Disclosure
System’ button to update your disclosures. When finished, click on “return to eCOI’.

o

. Complete the Review of Interests Section.

D

. Click “Certify’ when the form is complete.
OR
f. Click *Save & Close...” to return at a later date to complete the form.

Ecass Partners Disclosure S\-steb 1

INVESTIGATOR DISCLOSURE SUBMISSION

As a person responsible for the design, conduct or reporting {DCR) of the research, you MUST complete and submit an
Investigator Disclosure Form. This Investigator Disclosure form is linked to the information you have disclosed in the Partners
Disclosure Systemn {Insight COl) {link abowe). Therefore, to complete this form, you must do the following:

11

1. Review your disclosures in the Partners Disclosure Systemn to ensure that it contsins & complete and up-to-date list of any
Financial Interest you have received from any company that is related to this study. A company is considered related if
it:

= |5 8 sponsor of this study.

= Owns, manufactures or develops any drug, device, or technology that is used in a significant way in this study.

« |5 developing proeducts or technology similar to any drug, device, or technology that is being investigated by this study.

= Owns, manufactures or develops any drug, device, or technology, the value of which could be influenced by the results
of this study.

» Could reascnably be interested in any new IP resulting from the study.

A Financial Interest is any cash payment over 35K over the last 12 months; equity holdings over 35K if such a8 company is
public, or any equity heldings if the company is private.

2. If you need to add, remove or update a Financial Interest please do so through the Partners Disclosure System (link
above), return to this soreen by didking the return to 2001 link and proceed to the Review of Interests Section below.
Any information you just added to the Partners Disclosure System will be pulled into the form. If you have guestions
about updating interests, contact Ol at COlAdmin@partners. org or 871-843-4494.

3. If you do not have any Financial Interests proceed to the Review of Interests section below to answer guestion #1.
Flease note that this question needs to be answered regardless of whether or not you have disclosed any Financial
Interests.

REVIEW OF INTERESTS SECTION

1. Are you or, to your knowledge, is & Family Member 2 named inventor on a8 patent or on 8 patent application that has been, or
which you anticipate will be filed claiming technology that is involved in the study

A Yes ~ No 2

The following questions ask about the relationship between the companies you reported in the Partners Disclosure
System and this study. -

S
3 G_Certily |[ Save & Close =COI_|| Cancal |)

11. Chéck any checkboxes (if applicable)

12. If Declining, enter comments in the Comments text box
13. Enter your Partners user name and password

14. Click the button. Repeat for any other activities in your Activity List.
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