Guidance, Instructions, and Information on How to Use ClinicalTrials.gov
1. The PI (Responsible Party) is to request a user name and password from Odette Lobo in the CHA Office of Sponsored Research. Include the following in your email request to her:

a. Your CHA user name

b. Your full name, including degree (e.g., MD, PhD) 

c. Your CHA email address

d. Your telephone contact information

2. The CHA Office of Sponsored Research will send a profile request to ClinicalTrials.gov.

3. The PI should receive an email from ClinicalTrials.gov in 2-4 business days. PLEASE MAKE NOTE OF YOUR USER NAME AND PASSWORD.
4. The PI can now login to the ClinicalTrials.gov Protocol Registration System (PRS):
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5. CHA’s Organization name is CambridgeHA.

6. Enter your username and password.
7. In the application process, the “Board Name, Board Affiliation, and Board Contact” are as follows:
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Provide information for the human subjects review board, such as an Institutional Review Board (IRB), ethics committee or equivalent group, that is responsible for the review and monitoring of this
‘protocol. For studies involving muliple review boards, provide information ol for a single board.

Ifreview board approval has been granted, enter the approval mumber below. If the board does not assign mumbers, enter date in mm/ddyyyy format
Please send a signed board approval leter to ClinicalTrials.gov (addsess and instructions).

Status: [~Select— =] Approval Number: |

Institutional Review Board

[Cambridge Health Alliance

Board Contact: * NOTE: Incomplete review board information may delay publication of the trial on Clinical Trials gov.
Not made public)

Business Phone:  [617-499-8303 Extension:
Business Emall  [rego@challiance org

Business Address: [Canbridge Health Alliance
1493 cambridge Street
cambridge, MA 02139

=
Has been appointed to moritor safety and scientfic integrity of the study?
Data Monitoring Committee? —_I&"f""" appointed to monitor safety and scientifc integrity study’
@ NOTE: Data Monitoring Committee?: data not entered.
Oversight Authorifies: * Enter. in English, country followed by organization name. [ List of oversight anthorities ]
Oversight Authorities:
(One per line) Examples:
United States: Food and Drug Adnmiristration
Germany: Federal Instiute for Drugs and Medicinal Devices
|United States: IRB
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8. Location/Facility should always be listed as Cambridge Health Alliance, not Cambridge Hospital, etc. 
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Location recruitment stafus is required when Overall Status is "Recruiing”
1f Overall Status is anything other than Recruiting, location status is not displayed on ClinicalTrials.gov.

Recruiting |

Facllty contact is required for locations that are recruiting, but may be ommitted if a Central Contact is provided for the trial. At a minirmum, last name and cither phone or email
are required.
IF Overall Status is anything other than "Recruiting’ or "Not yet recruiting’ facilty contact information is not displayed on CliniealTrials gov.

Facility Contact; * 4%

Fisst [Robert M Last [Dunn Degree:[MD
Phone: Ext Emait [td01730@gmail com

Facility Contact Backup: ™" M Last Degree
Phone: Ext Email

[oK] _cancal | * Requed

S Natina! brary of\aices | US Ntfnsl ettt ol | 1S Deparimet ofFisls & Hoan Servics





9. Your best and quickest resource for more information on the following is ClinicalTrials.gov:

a. How to Register Your Study
b. How to Edit Your Study Record
c. How to Submit Your Results
d. Support Materials
e. Training Materials
f. Frequently Asked Questions
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