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MEMO re: How to Initiate the ClinicalTrials.gov Initial Registration Process 
 

BACKGROUND 
This memo is being provided to clarify how to initiate the ClinicalTrials.gov (CT.gov) initial registration 
of a new protocol. The initial registration of a protocol to ClinicalTrials.gov is completed by the PPD 
Regulatory Affairs Specialist Team. Below is a description of how to request the initial registration of a 
new protocol on ClinicalTrials.gov.  
 
PROCESS 
The registration process is triggered by a study team member (DAIDS Medical Officer [MO] or Network 
Point of Contact [Network POC, a person who can review and approve the submission]) sending an 
email to naractgov.sm@ppd.com with daids-trials@nih.gov in copy requesting that a protocol be 
registered.  
 
This email is the ONLY way the PPD team will be alerted that a protocol is ready for CT.gov 
registration and will begin work on the initial registration.  
** Please note that copying PPD on emails, such a Full Regulatory Review email, does not constitute a 
request for registration. ** 

 
The email requesting registration should contain the information outlined below: 

• Email recipients: naractgov.sm@ppd.com AND daids-trials@nih.gov  
 

• Title of email: DAIDS CRSS Initial Registration Request: [Insert Protocol Number] (Example: 
DAIDS CRSS Initial Registration Request: X1234) 

 
• Required attachments:  

o Completed CT.gov checklist (See Appendix 1) 
o Copy of final protocol  
o Final Site Assignment Memo (Must contain the site name, address and site contact 

name, phone number and email) 
 

• Optional attachment: 
o IRB approval letter (If available at time of request) 

 
• Additional information to be included in body of email (See Appendix 2 for definitions):  

o Name and email address of the individual who will be the point of contact during the 
review process and who will provide approval of the draft record for release.  

o Anticipated Study Start Date  
o Anticipated Primary Completion Date  
o Anticipated Study Completion Date  
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The PPD Regulatory Affairs Specialist creates the draft ClinicalTrials.gov record based on the 
information provided and may request additional information from the email originator (Network POC 
or MO) once the “DAIDS CRSS Initial Registration Request” email is received.  
 
NOTE: The NCT number is assigned only after the record is approved by the PRS Admin team with no 
further major comments/feedback (minor comments/warnings may be given but are not required to 
be edited). 
 
Please share this memo with others, as appropriate. 
 
 
 

Appendices 
Appendix 1: CT.gov Checklist Revised 20200810_1 

Appendix 2: CT.gov Date Definitions 
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Appendix 1: CT.gov Checklist Revised 20200810_1: DAIDS Clinicaltrials.gov Protocol Checklist | 
DAIDS Regulatory Support Center (RSC) (nih.gov) 

 

https://rsc.niaid.nih.gov/resources/daids-clinicaltrialsgov-protocol-checklist
https://rsc.niaid.nih.gov/resources/daids-clinicaltrialsgov-protocol-checklist
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Appendix 2: CT.gov Date Definitions 

 

Anticipated Study Start Date: The estimated date on which the clinical study will be open for 
recruitment of participants, or the actual date on which the first participant was enrolled. 

Anticipated Primary Completion Date: The date that the final participant was examined or 
received an intervention for the purposes of final collection of data for the primary outcome. 

Anticipated Study Completion Date: The date the final participant was examined or received an 
intervention for purposes of final collection of data for the primary and secondary outcome 
measures and adverse events. 




