
Please wait... 
  
If this message is not eventually replaced by the proper contents of the document, your PDF 
viewer may not be able to display this type of document. 
  
You can upgrade to the latest version of Adobe Reader for Windows®, Mac, or Linux® by 
visiting  http://www.adobe.com/go/reader_download. 
  
For more assistance with Adobe Reader visit  http://www.adobe.com/go/acrreader. 
  
Windows is either a registered trademark or a trademark of Microsoft Corporation in the United States and/or other countries. Mac is a trademark 
of Apple Inc., registered in the United States and other countries. Linux is the registered trademark of Linus Torvalds in the U.S. and other 
countries.


Version Date: 20 Nov. 2015
Division of AIDS ClinicalTrials.gov Protocol Checklist
9.0.0.0.20091029.1.612548.606130
This form is intended to be filled out electronically for clinical trials involving drugs (including biological products). Some portions of the form will appear only as necessary upon answering questions related to the study to help make the assessment of an "applicable clinical trial". This form will identify which conditions must be met to fulfill requirements set forth by the Food and Drug Administration Amendments Act of 2007 (FDAAA) and the International Committee of Medical Journal Editors (ICMJE). This form should be submitted along with to-be Version 1.0 main protocol documents at the time of Regulatory Review. 
 
For DAIDS-held IND studies, the responsibility to meet the requirements falls within DAIDS. For other studies (e.g. Network Non-IND, non-DAIDS held IND, non network non-IND, etc.), the responsibility generally lies with the grantee institution, organization, and/or IND holder. For questions regarding questions on this form, please contact NIAIDDAIDSClinicalTrialsGov@niaid.nih.gov
 
For the complete statutory definitions and more detailed information on NIH's current thinking on FDAAA, please visit: http://prsinfo.clinicaltrials.gov/ElaborationsOnDefinitions.pdf. For additional information on ICMJE, please visit: http://www.icmje.org/about-icmje/faqs/clinical-trials-registration/ 
 
 
1) Does the protocol prescribe or assign drug (including biologics) intervention? 
Answer "No" if the intervention is administered or provided to a participant as part of routine medical care and not under a study or protocol.
2) What is the Phase of the study?
Phase 1: Studies that are usually conducted with healthy volunteers and that emphasize safety. The goal is to find out what the drug's most frequent and serious adverse events are and, often, how the drug is metabolized and excreted. Phase 2: Studies that gather preliminary data on effectiveness (whether the drug works in people who have a certain disease or condition). For example, participants receiving the drug may be compared with similar participants receiving a different treatment, usually an inactive substance (called a placebo) or a different drug. Safety continues to be evaluated, and short-term adverse events are studied. Phase 3: Studies that gather more information about safety and effectiveness by studying different populations and different dosages and by using the drug in combination with other drugs. Phase 4: Studies occurring after FDA has approved a drug for marketing. These including postmarket requirement and commitment studies that are required of or agreed to by the sponsor. These studies gather additional information about a drug's safety, efficacy, or optimal use. 
3) Is the study designed to evaluate and/or compare a drug or test intervention against a concurrent or historical control (e.g. placebo, dose-comparison, no treatment, or active) or to a previously approved drug?
Placebo, dose-comparison, and active concurrent controls trials usually are randomized and blinded, as defined in 21 CFR 312.126(b)
4) Would any of the study products require an approved NDA in order for that drug to be legally marketed (e.g. IND studies, unapproved study products)?
5) Is/are the study product(s) the subject of an approved NDA (e.g. non-IND studies, FDA approved drugs, IND exempt)?
6) Is there at least one U.S. site?
Based on the selections above, this protocol is a FDAAA "applicable clinical trial". 
The trial must be registered, have basic results posting, and mandatory informed 
consent language regarding ClinicalTrials.gov.
Which result posting will this study require? 
Please provide an Anticipated Primary Completion Date (APCD) 
 
The APCD is a projected date and allowed to be updated as the study progresses. Updates should be sent to CSIO@niaid.nih.gov  
APCD: the date that the final subject was examined or received an intervention for the purposes of final collection of data for the primary outcome, whether the clinical trial concluded according to the prespecified protocol or was terminated
resultsyes
Based on the selections above, this protocol is not a FDAAA "applicable clinical trial".  
The protocol still must be registered to meet ICMJE (i.e. journal requirements). Basic Results and informed consent language regarding ClinicalTrials.gov are not required.
Will basic results still be submitted even though the study is not subject to FDAAA regulations
Please provide an Anticipated Primary Completion Date (APCD) 
 
The APCD is a projected date and allowed to be updated as the study progresses. Updates should be sent to CSIO@niaid.nih.gov  
APCD: the date that the final subject was examined or received an intervention for the purposes of final collection of data for the primary outcome, whether the clinical trial concluded according to the prespecified protocol or was terminated
Based on the selections above, this protocol is not a FDAAA "applicable clinical trial" nor applicable to ICMJE. 
There is no requirement to register, submit results, or include IC language regarding ClinicalTrials.gov for this study. 
  
 
If the study will still be registered in ClinicalTrials.gov, please fill out the below:
Please provide an Anticipated Primary Completion Date (APCD) 
 
The APCD is a projected date and allowed to be updated as the study progresses. Updates should be sent to CSIO@niaid.nih.gov  
APCD: the date that the final subject was examined or received an intervention for the purposes of final collection of data for the primary outcome, whether the clinical trial concluded according to the prespecified protocol or was terminated
APCD: the date that the final subject was examined or received an intervention for the purposes of final collection of data for the primary outcome, whether the clinical trial concluded according to the prespecified protocol or was terminated
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