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Welcome to the online ethics application system of the South African National Human Research Ethics Council. 
The Registration of Clinical Trial Information is important to enable applicants to submit proof of registration to relevant Ethics Committees and the study information is automatically uploaded to the South African National Clinical Trials Register (SANCTR) system via the NHREC registration number.  The sequential processes for applicants are described below.
· Applicants register and enter clinical trial registration information on the 'Ethicsapp' site (www.ethicsapp.co.za).  The system generates the NHREC application/registration number.  

· Once Ethics or MCC approval is obtained applicants enter these regulatory approval numbers using the NHREC number on the SANCTR site utilising the SANCTR Toolkit - (www.sanctr.gov.za). 

· The DOH then issues the National Register Number.
For further information on the process of registering clinical trials please refer to www.sanctr.gov.za.
The Registration of all Clinical Trials on the SA National Clinical Trial Register is required by law -  (reference to the appropriate legislation will be supplied when issued).
Please Register before using the system by selecting the register button in the top right hand corner, alternatively go to "How to Register" under the ‘About’ section for a more detailed explanation. 
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	South African National Clinical Trial Register
www.sanctr.gov.co.za


The South African National Clinical Trials Register provides the public with updated information on clinical trials on human participants being conducted in South Africa.  The Register provides you with information on a trials purpose; who can participate, where the trial is located, and contact details.
The South African National Clinical Trials Register forms part of international calls for making trial information publicly available. The International Committee of Medical Journal Editors, which, includes peer reviewed journals from around the world, recently made a statement that as from 1 July 2005 no trials will be considered for publication unless they are included on a research register.  The World Health Organization has begun the push for clinical trial registration with the initiation of a Clinical Trials Register platform.  Similarly, the global pharmaceutical industry has recently released plans to make trial data more publicly available.
HOW TO REGISTER 

STEP 1: 
The trial information required for the SANCTR (South African National Clinical Trial Register) is coordinated through the initial Ethics Application process.

· Trialists /Researchers initially capture trial details on-line at : (non-clinical studies) 

· Industry/Pharmaceutical Co/Sponsor : (Clinical Drug Trials / Device/ Vaccine and other interventional studies )
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1. Go to the above site, www.ethicsapp.co.za 

2. Go to ABOUT – click on HOW TO REGISTER – please read all information (PLEASE NOTE:  If your Head of  Department/Supervisor has already registered on the site, you need only to LOGIN using the USER NAME and PASSWORD provided by your Department Head)

3. If the Department / Division has NOT registered then click on the REGISTER button on the top right hand side of the screen; 

4. Fill in all details and then click on the REGISTER button on the bottom middle of the screen (READ THE SCREEN *NOTE). Username should be generic to a company / division / department, e.g. UPSURGERY or UPSPORTSMEDICINE   You will receive a phone call verifying your details once the website portal administrator has received notification of the registration.

5. If your application (registration) is authorized, you will receive notification of your access to the portal environment via email. 

6. The portal administrator will register your details on the SANCTR site and notification will be sent via email of your registration on the SANCTR site. 

7. On receipt of your validation and authorization to the NHREC site will you be able to ‘login’ and ‘Capture your Trial’ / research on the NHREC site. 

8. Please print out the NHREC Application form and submit along with your Ethics Application Standardization form to your accredited research ethics committee 

STEP 2: 
1. ONCE Ethics and / or MCC approval has been received you then required to go onto the DOH SANCTR site and register the study using your login for the SANCTR site and the NHREC number only (top left of NHREC Application Form). 

2. The DOH – SANCTR will respond  via email with the relevant DOH approval number 

3. Applying for SANCTR number is done at www.sanctr.gov.za site. 

4. Trialists ‘Login’ using their login details obtained via the SANCTR site and the portal administrator 

5. Select the “SANCTR Toolkit” button to enter ethics committee approval information required to request a SANCTR (DOH) Number:

· ENTER NHREC NUMBER – click on ‘Update Regulatory Approval’
· Step 1 -Type in NHREC # - automatically uploads data from NHREC site to the SANCTR site
· Step 2 – Approval Reference Number (either Ethics and / or MCC) 
· Step 3 – Insert approval Date  - yyyy/mmm/dd
· Step 4 – Click to Add Regulatory  info – to confirm 
· Step 5 - Click on FINISHED button – only then will data be uploaded to the DOH for review who in turn issue the DOH approval number (within 2 days).
STEP 3: 
· The data is then sent (uploaded) to the DOH ‘Help Desk’ where the DOH SANCTR Number is allocated by the Department of Health. 

· Receipt of the DOH SANCTR Number provides the research team with the authority to commence the study. 

· The DOH SANCTR number will be generated within two (2) working days. This will be done either by e-mail or fax and will be sent to both the relevant research ethics committees and the applicant. 

STEP 4: 
Those studies that require additional registration with the Medicines Regulatory Authority, after ethical clearance, will be entered onto both the MCC database and the SANCTR.

Confidentiality related to the regulatory process will be observed.
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