 Dr. Nabel is sending the email below, at the request of Dr. Kington, Acting Director, NIH, to make as many researchers as possible aware that changes in the FDA Act may affect their clinical trials reporting obligations.  You are receiving this email because you have a clinical research grant funded by NHLBI, not because anyone has determined that you are affected. 
                                      
The change in the law mandates both the registration and posting of results for certain trials (Title VIII starting on page 904 of the Food and Drug Administration Amendments Act of 2007, linked below).  Failure to do either task within the prescribed timeframes results in publicly accessible Notices of Noncompliance being posted on Clinicaltrials.gov, and also can result in financial penalties.  If you have any questions, please speak with your Institutional Office of Research Administration or equivalent.
 
Please note that this requirement is independent of the policy initiated by the International Committee of Medical Journal Editors (ICMJE) in 2005, requiring investigators to deposit information about the clinical trial design into an accepted clinical trials registry before onset of subject enrollment in order for the trial results to be considered for publication (see www.icmje.org).  ICMJE considers ClinicalTrials.gov an acceptable clinical trials registry. 
 
 
 
 
TO:                  Serber, Eva R
FROM:             Elizabeth G. Nabel, M.D., Director, NHLBI
            
                        1R21 HL092340-01A1
SUBJECT:        Clinical Trial Registration and Results Reporting: Roles and Responsibilities Under Title VIII of the Food and Drug Administration Amendments Act of 2007 
                        
The purpose of this memorandum is to alert you to the fact that you may be subject to the requirements of Title VIII of the Food and Drug Administration Amendments Act of 2007 (FDAAA), which expands the scope of the clinical trials registry known as ClinicalTrials.gov and mandates the submission of summary results for many of those trials.  Under Title VIII of FDAAA, NIH grant awardees (including cooperative agreements) may be responsible for registering their trials and submitting trial summary results to ClinicalTrials.gov.  Over the course of the last year and through a number of different venues, NIH has been disseminating information about the law’s new requirements.  In this communication, I want to review the law’s requirements and emphasize how important it is for you to determine whether you are subject to the law and, if so, to be sure that you have carried out your responsibilities for registering your trial and submitting summary results from it.  Failure to comply with Title VIII of FDAAA can result in civil penalties, including the withdrawal of NIH funding.    
FDAAA requires “responsible parties” to register and report results for “applicable clinical trials.”  In general, the law defines “responsible party” as the sponsor (as the term is defined in FDA regulations at 21 CFR 50.3) of an applicable clinical trial.  The law also allows the role of responsible party to be assigned to the principal investigator if the principal investigator is conducting the trial and has sufficient data rights in accord with the law.  For grants, NIH is generally not the sponsor as it is defined in 21 CFR 50.3 and, as such, NIH would not be the responsible party.  In general, the law defines applicable clinical trials as controlled, clinical investigations, other than Phase I investigations or small feasibility studies, of a product subject to FDA regulation and pediatric postmarket surveillance required under section 522 of the Federal Food, Drug and Cosmetic Act.
Responsible parties who have not yet registered their clinical trials should do so immediately.  The first step in the registration process is to obtain a ClinicalTrials.gov Protocol Registration System (PRS) account.  Responsible parties who have already registered are urged to fill in all applicable data elements and to make sure that the information is accurate.  It is particularly important that information about the responsible party and the expected completion date are correct.  This information will enable ClinicalTrials.gov to send automated reminders about the need to report results data.  Accurate and complete information will enable responsible parties to most fully benefit from NLM’s automated reminders.  If the responsible party information is not listed correctly, you can request changes by contacting the National Library of Medicine at register@clinictrials.gov.  You will need to provide an NCT number, the organization/institution account, and the user account.  
 
Responsible parties for trials of products approved under section 505 of the Federal Food Drug and Cosmetic Act or licensed under section 351 of the Public Health Service Act and of devices that are cleared under section 510(k), 515 or 520(m) of the Federal Food, Drug and Cosmetic Act must submit summary results (which are called “basic results” in the law) within 12 months of the expected or actual completion date of the trial, whichever is earlier, unless an extension is requested or a certification for delayed submission is submitted.  Generally, the actual completion date is determined by when data collection for the trial’s primary outcome measure is completed, i.e., the date on which the last trial participant is examined or receives an intervention for the purpose of final data collection for the primary outcome measure.  
 
NIH has developed detailed information and technical assistance materials to facilitate compliance with registration and results reporting which may be found at http://prsinfo.clinicaltrials.gov/fdaaa.html.  The website outlines the general requirements for registration and results reporting, timing of registration and results reporting, and potential penalties for noncompliance.  It also houses elaborations on the definition of responsible party and applicable clinical trial, information on using the database (including helpful hints and how to avoid common errors), and other guidance. 
 
As you might expect, reporting trial results is much more complicated than trial registration. To gain a better understanding of what will be involved in reporting summary results, we encourage responsible parties to review the documents under “Basic Results Database” at http://prsinfo.clinicaltrials.gov/fdaaa.html. 
 
Thank you for your attention to this important matter and your commitment to helping enhance the transparency of NIH funded clinical trials.  If you have any questions, please contact the program officer of your award.  
 
 
cc:  Institutional Officials
 
 
 
 

