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Results Information Submission

42 CFR Part 11 – Subpart C
§ 11.48 – What constitutes clinical trial results information?
42 CFR 11.48(a) applies to applicable clinical trials required to register and with a Primary 
Completion Date on or after January 18, 2017 (effective date).

Results information consists of:

• Participant flow
• Demographic and baseline characteristics
• Outcomes and statistical analyses
• Adverse event information
• Protocol and statistical analysis plan
• Administrative information
• Additional clinical trial results information for applicable device clinical trials of unapproved or uncleared 

device products



What Are 
Adverse Events?

From: FDAAA 801, Sec. 282(j)(3)(I)(iii)(I)

“A table of anticipated and 
unanticipated serious adverse events 

grouped by organ system, with number 
and frequency of such event in each 

arm of the clinical trial.”



What Are 
Adverse Events?

From: FDAAA 801, Sec. 282(j)(3)(I)(iii)(II)

“A table of anticipated and 
unanticipated adverse events that are 
not included in the [Serious Adverse 

Events] table . . . that exceed a 
frequency of 5 percent within any arm 
of the clinical trial, grouped by organ 

system, with number and frequency of 
such event in each arm of the clinical 

trial.”



Adverse Event Data Tables
42 CFR 11.48(a)(4)

Information for completing three tables summarizing anticipated and unanticipated 
adverse events collected by arm or comparison group:

1) All serious adverse events
2) Adverse events, other than serious adverse events, that exceed a frequency of

5 percent within any arm of the clinical trial
3) All-cause mortality



• Time Frame
• Adverse Event Reporting Description

• If adverse event information collected in the clinical trial is collected based on a different definition of 
“adverse event” and/or “serious adverse event”

• Can also be used to clarify the analysis population, if necessary
• Source Vocabulary Name for Table Default

• Standard terminology, controlled vocabulary, or classification and version from which adverse event terms are 
drawn, if any

• Collection Approach for Table Default
• The type of approach taken to collect adverse event information, whether systematic or non-systematic

What Is Included in Adverse Events?
42 CFR 11.48(a)(4)

Results from: NCT00137969



What Is Included in Adverse Events?
42 CFR 11.48(a)(4)

• For all three tables:
• Adverse Event Arm/Group Information

• Arm/Group Title and Arm/Group Description
• Total number of participants affected and 

at risk, by arm/group

• For serious and other adverse events:
• Descriptive term for the adverse event
• Organ system associated with the adverse 

event
• Number of participants affected by each 

adverse event
• Number of participants at risk for each 

adverse event, if different from the total

Results from: NCT00137969



• A table of all deaths that occurred during the study
• All-Cause Mortality FAQ: https://clinicaltrials.gov/policy/faq#fr_48

• “The responsible party must submit information that it collected 
during the trial about all participant deaths due to any cause, even if 
the reporting of such collected death information was not specified in 
the protocol.”

• “Deaths reported in other parts of the study record, including 
participant flow information, outcome measure information, and/or 
serious adverse events must be accounted for and reported in the 
all-cause mortality table.”

All-Cause Mortality

https://clinicaltrials.gov/policy/faq#fr_48


Where Do Adverse Event Data Come From?

Publication (Table 2) ClinicalTrials.gov

Adapted from: Merrill JT, et al. Arthrit Rheum, 2010 and NCT00137969



Best Practices

Report summary data at the end of 
the study.

Report Serious Adverse Events and 
Other (Not Including Serious) 
Adverse Events in separate tables.
Report data in accordance with the 
procedures for data collection 
described in the study protocol.

Review the All-Cause Mortality FAQ 
to learn which deaths must 
be submitted in the All-
Cause Mortality table.

• Do not complete real-time 
adverse event reporting while 
the study is ongoing.

• Use the Adverse Event Term 
Additional Description to 
describe the methods, as 
needed.

• https://clinicaltrials.gov/ct2/m
anage-recs/faq#fr_48 

• Do not report deaths in the Other 
(Not Including Serious) Adverse 
Events table.

https://clinicaltrials.gov/ct2/manage-recs/faq#fr_48
https://clinicaltrials.gov/ct2/manage-recs/faq#fr_48
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