
How To Register A Protocol



Getting Started

• ClinicalTrials.gov account:
- Establish an account
- Connect With CT.gov Administrator
- Blazer ID, Email, Phone Number

• CT.gov Website:
– https://clinicaltrials.gov/
– https://register.clinicaltrials.gov/

https://clinicaltrials.gov/
https://register.clinicaltrials.gov/


CT.gov Public Website



CT.gov Registration Website



Registering A New Record



IRB – Clinical Trial Definition



Determining Registration

• Who is funding the study?
• Interventional Study?
• Are there plans to publish?
• Have you checked with your contract officer or 

sponsor?
• If studies include Medicare patients, an NCT 

number is needed for billing purposes.



Registering & Reporting Requirements



Decision Tree for NIH Clinical Trial 
Definition



NIH Interventions 

• An intervention is defined as a manipulation of the 
subject or subject’s environment for the purpose of 
modifying one or more health-related biomedical or 
behavioral processes and/or endpoints.  

• Examples include:  drugs/small molecules/compounds; 
biologics; devices; procedures (e.g., surgical 
techniques); delivery systems (e.g., telemedicine, face-
to-face interviews); strategies to change health-related 
behavior (e.g., diet, cognitive therapy, exercise, 
development of new habits); treatment strategies; 
prevention strategies; and, diagnostic strategies.



NIH Health-Related Biomedical or 
Behavioral Outcome

• Health-related biomedical or behavioral outcome is defined 
as the pre-specified goal(s) or condition(s) that reflect the 
effect of one or more interventions on human subjects’ 
biomedical or behavioral status or quality of life.  

• Examples include:  positive or negative changes to 
physiological or biological parameters (e.g., improvement 
of lung capacity, gene expression); positive or negative 
changes to psychological or neurodevelopmental 
parameters (e.g., mood management intervention for 
smokers; reading comprehension and /or information 
retention); positive or negative changes to disease 
processes; positive or negative changes to health-related 
behaviors; and, positive or negative changes to quality of 
life. 



NIH Non-Clinical Trials

• Studies that involve secondary research with 
biological specimens or health information, or 
studies that are intended solely to refine 
measures are not considered clinical trials. 

• Review extensive list of “Case Studies”
• NIH advises to consult with your program 

officer should your research fall into a gray 
area 



FDAAA 801 Registering & Reporting?

• Is the study an 
interventional clinical 
trial?

• Is it an FDA-regulated 
clinical investigation of 
a drug, biologic, or 
device?

• One or more sites?
• Is it conducted under an 

IND/IDE?
• Is it other than a phase 

1 or device feasibility?



FDAAA & Other Regulations (42 CFR 11)

• Inclusions:
• Trials of drugs and biologics – All controlled 

clinical investigations, other than phase 1 (all 
Interventional Studies that meet established 
criteria).

• One or more sites, IND, involves a drug, biologic, 
or device

• Trials of devices – Controlled trials with health 
outcomes of devices, other than small feasibility 
studies and 2) pediatric post-market surveillance 
required by the FDA



FDAAA & Other Regulations (42 CFR 11)

• Exclusions:
• Trials that do not include drugs, biologics, or 

devices (such as behavioral interventions)
• Phase 1 drug trials, including studies in which 

investigational drugs are used as research tools
• Non-interventional (observational) clinical 

research (such as cohort or case-control studies)
• Small clinical trials to determine the feasibility of 

a device, where the primary outcome measure 
relates to feasibility and not to health outcomes



ICMJE Registering & Reporting?
• Prospectively assigns 

individuals to an 
intervention, with or without 
concurrent comparison or 
control groups, to study the 
relationship between a 
health-related intervention 
and a health outcome.

• Includes drugs, surgical 
procedures, devices, 
behavioral treatments, 
educational programs, 
dietary interventions, quality 
improvement interventions, 
and process-of-care changes.



International Committee of Medical 
Journal Editors (ICMJE)

• The ICMJE requires, and 
recommends that all 
medical journal editors 
require, registration of 
clinical trials in a public 
trials registry “at or 
before the time of first 
patient enrollment as a 
condition of 
consideration for 
publication.”



New Record



Title Page



Agenda of Information



Official Title



CT.gov View



Study Dates & Recruitment
Completed



Study Dates - ERROR



Sponsor/Collaborators



Sponsor/Collaborators
Completed



Oversight



Oversight Completed



Study Description
Completed



Conditions



Conditions Complete



Medical Subject Headings



Keywords Used For Search



Interventional Study Design



Interventional Study Design 
Completed



Arms



Arms Defined



Interventions



Intervention Defined



Arms & Interventions



Outcome Measures



Outcome Measures



Major & Advisory Issues

• Problems are now addressed by:
• Advisory – are suggestions to improve the clarity of the record
• Major Issues have to be addressed
• Priority for the participants to understand the language



Outcome Measure – Major Issue



Eligibility: Inclusion & Exclusion



Overall Contacts



Overall Contacts



Study Location



Study References



References



Study Data/Documents



Record Summary



Protocol Section



Protocol Section



Results Section



Results Section



Registration Updates

• Required annually (12months)
• “Record Verification” indicates the study data 

is correct and current.



Registration Updates

• Responsible Parties should update their records within 30 
days of a change to any of the following:

• Recruitment Status and Overall Recruitment Status data 
elements on ClinicalTrials.gov 

• Completion Date (See Primary Completion Date data element 
on ClinicalTrials.gov) 



Recent & Upcoming Changes

• ICMJE data sharing plan requirements:

*Include a data sharing statement in all 
manuscripts submitted to member 
journals as of 7/1/18, and

*Include a data sharing plan in all trial 
registrations (on ClinicalTrials.gov) for trials 
enrolling participants on or after 1/1/19



New ICMJE Policy



IPD Sharing Statements
• Required in manuscripts starting in July 2018
• Required in the CTgov Registration for studies than begin enrolling 

on/after January 1, 2019
• Point to ICMJE link (above) for types of entries ICMJE expects
• Why it matters to investigators who want to publish – “editors may 

take into consideration data sharing statements when making 
editorial decisions” 

• Once education material is ready, we will send it to the investigators 
we have been tracking, and ask them to review their entries and 
update as necessary

• We will continue sending education material for the near term as 
entries are made in this module

• We don’t intend to do this indefinitely, but the publication issue is 
important enough to investigators that we plan to keep with it for 
at least the near future



Common Rule

• Effective date of the revised Common Rule is 
January 19, 2019

• First time since it was issued in 1991
• Effort started in 2011 with 2 primary goals:
• Modernize and enhance the protections for 

human research participants
• Reduce the unnecessary burden/ambiguity for 

researchers



Common Rule

• Single Institutional Review Board (IRB) for multi-institutional 
research studies

• Improved consent forms and the process of obtaining consent:
• Begin with a “Concise & Focused” presentation of this key 

information that will most likely help someone make a decision 
about whether to participate in a study.

• Provide potential research subjects with a better understanding of a 
project’s scope, including its risks and benefits, so they can make a 
more fully informed decision about whether to participate.

• One version of the consent form used to enroll participants in 
federally funded clinical trials will be posted on a public website 
(CT.gov).



Common Rule

• For studies on stored identifiable data or biospecimens, 
researchers will have the option of relying on broad 
consent obtained for future research as an alternative to 
seeking IRB approval to waive the consent requirement. As 
under the current rule, researchers will still not have to 
obtain consent for studies on non-identified stored data or 
biospecimens.

• Establishment of new exempt categories of research based 
on the level of risk they pose to participants (allows IRBs to 
focus their attention on higher risk studies).

• Removal of the requirement to conduct continuing review 
of ongoing research studies in certain instances where such 
reviews do very little to protect subjects.



FDAAA Noncompliance

• https://www.raps.org/news-and-articles/news-
articles/2018/2/tracking-fdaaa-noncompliance-alltrials-
calls-on-
f?utm_source=Email&utm_medium=Informz&utm_ca
mpaign=Informz-Emails&_zs=kQ0jK1&_zl=vhMJ4

https://www.raps.org/news-and-articles/news-articles/2018/2/tracking-fdaaa-noncompliance-alltrials-calls-on-f?utm_source=Email&utm_medium=Informz&utm_campaign=Informz-Emails&_zs=kQ0jK1&_zl=vhMJ4


FDAAA TrialsTracker



Reporting Results - 2019
Legal Compliance by US 

Universities Reporting Results Since 2017
• 14 universities achieved a 

reporting rate of 10%
• 31% of those trials are still 

missing results
• Violators:

– MD Anderson – 77%
– Mayo – 42%
– UC SF -37%
– New York – 21%



Reporting Results - 2019



Registering/Reporting

• 3 Key Facts To Remember:
• Register
• Update
• Report

• Policy specifies that "the registration/reporting of 
all interventional trials is a scientific, ethical and 
moral responsibility.“



Need Assistance??

• We are always available, please call if in doubt:

• Denise McKenzie, dhmckenzie@uabmc.edu
Phone: 934-9360

• Dorothy Shaw, dshaw@peds.uab.edu
Phone: 996-7832

• Hina Amanullah, hamanullah@uabmc.edu
Phone: 934-3796

mailto:dhmckenzie@uabmc.edu
mailto:dshaw@peds.uab.edu
mailto:hamanullah@uabmc.edu

