Registro no “ClinicalTrials.gov”

1. Acesse o site: http://prsinfo.clinicaltrials.qov/
2. Clique em “Apply for an organization account”

PRS

Registration of Clinical Trials
Clisical tials are repistered with ClinicalTrials oy via a web based data entry system called the Protocol Registration System (PRS).
ClinicalTrials.gov allows the reporting of trials that:
= Are in conformance with auy applicable buman subject or ethics review regulations (or equivalent) and
* Are in conformance with any applicable regulations of the national (or regional) health autharity (or equivalent)
ClinicalTrials gov faciitates registration of trials in accordance with the International Committee of Medical Jownal Editors (ICMIE) iniiative requiring prior entry of clinical tials in a pubic registry as a condition for publication

Mul-site trials and nushi-sponsor trals are susceptible to duplcate regisration, thus care nmst be taken i how the trials are registered. For nnii-sponsor trials i is the lead sponsor who shouid take sesponsibilty for registraion. It s criical that investigators and sponsors work together to ensure that a tial is
registered once and only ouce.

Account Application Process

Organizations and imvestigators wishing to regist tfrst apply for a PRS account via the links provided below. Within two business. days, ClinicalTrials gov will create the account and send emal with mstructions on how to login to the PRS, so that you can register your trials

There ae two types of PRS ace:

1. Organization accounts. .. mltiple users and are used to register al the trials being conducted at an organization
Apply for an organization account

2. Tndividual accounts are sed to repister tials conducted by a single investigator
Apply for an indrvidual account

1 you already have an account but hirve forgotten the password or other information required to login, use the "Forgot password” ik on the PRS login page on the web a register.clinicaltrials.gov

Questions? Contact us at register @ clinicalirials gov

Additional Information

Frequently Asked Questions - on obtaining a PRS account and entering protocal data
PRS and U.S. Public Law 110-85 - FLR_ 3850. Food and Drug Administration Amendments Act of 2007

EDAMA 113 - U.S. Food and Drug Administration Modemization Act, Section 113, conceming trials of investigational nev drugs (IND)
Registering and Reporting Resuhs with ClinicalTrials gov - tri-fold PDF brochure
Data Element Definitions (DRAFT) - details on the information that is entered via the PRS

“Basic Results’ Data Element Definitions (DRAFT) - details on the information that is entered about results via the PRS

3. Cligue em “YES: Request contact information for your organization's PRS administrator.”

ClinicalTrials.gov £ i) FDA
s

Protocol Registration System

[ Getting a PRS O Account

A PRS organizaion (administraive) aceount i established when s from the same organization (e.g., company, university, medical center) i ‘The organization designates one or more PRS ssration and dn

In order 10 avoid duplicate registration, rials should ba regi WPihe lead sponsor

Please check the cumrent st of CliicalTriaks 10 be sure that you organization s nct akeady repistered

Is your organization on the list?
VES: Request contact nformation for your orgmization’s PRS admiistrator
NO: Apols for a PRS accoun:

Retun o PRS Information Page

LU Nevoalbrary of Medicine. 8600 Rockvile Pk Bethesda, MD 3694
7 Heaith e
Copyright and Pivacy Policy, Freedom o Accesaiiiry

4. Leia e aceite os termos e condi¢des.

5. Preencha o campo “Organization” com “University of Campinas, Brazil”. Preencha seus dados e

cligue em “Submit Request”.

Administrator Contact Request

Fach entity submitting data to ClinicalTrials.gov must adhere to the following terms and conditions, which are intended to ensure the accuracy, currency and validity of the data.

1. Only data on trials approved by the appropriate regulatory authority may be submitted to ClinicalTrials gov.

2. Notice of recrufing status be ly, and all submitted data must be reviewed, verified, and updated every six months
3. The submitting organization is responsible for the and accuracy of the data submitted to Clinical Triaks go

4. Trial data must be submitted in Enghsh

N

Mulliple groups within a single entity (e ., company, wniversity, government agency) st share a single PRS organization account

@ Accept Do Not Accept

If your organization s already registered with CliicalTrials.gov, provide the following information to request contact with your organization's PRS adrministrator

Organization: Enter the name exactly as it appears in the PRS Organization Account List
University of Campinas, Brazil
Requestor Information
Name:
Department or Group:
Phone:
Email:

‘Questions about this form and the Protocol Registration System (PRS) may be sent to register @ ChinicalTrials gov.

_Submit Roquest | _Resot |



http://prsinfo.clinicaltrials.gov/
http://prsinfo.clinicaltrials.gov/contactRequest.html

6. O PRS (Protocol Registration System) Team enviara um e-mail indicando que entre em contato
com o administrador (Prof. Heitor Moreno Janior; hmoreno@uol.com.br) solicitando login e senha.

7. Um login sera criado e enviado ao seu e-mail pelo PRS Team.

8. Acesse: https://reqgister.clinicaltrials.gov/ para login (username e password enviados) e registre seu
estudo.



https://register.clinicaltrials.gov/

