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(ii) Secondary ID: (A) Any identi-
fier(s) other than the Unique Protocol 
Identification Number or the NCT 
number that is assigned to the ex-
panded access record, including any 
unique identifiers assigned by other 
publicly available clinical trial or ex-
panded access registries. 

(B) For each Secondary ID listed, a 
description of the type of Secondary 
ID. 

(iii) U.S. Food and Drug Administra-
tion IND Number. An indication of 
whether there is an IND and, if so, each 
of the following elements: 

(A) Name or abbreviation of the FDA 
center with whom the IND is filed (i.e., 
CDER or CBER), if applicable; 

(B) IND number (assigned by the 
FDA center) under which the investiga-
tional drug product (including a bio-
logical product) is being made avail-
able for expanded access, if applicable; 
and 

(C) IND serial number. as defined in 
21 CFR 312.23(e), if any, assigned to the 
expanded access. 

(iv) Record Verification Date. The date 
on which the responsible party last 
verified the information in the ex-
panded access record, even if no addi-
tional or updated information was sub-
mitted at that time. 

(v) Responsible Party Contact Informa-
tion. Administrative information suffi-
cient to identify and allow communica-
tion with the responsible party enter-
ing the clinical trial information into 
the expanded access record by tele-
phone, email, and regular mail or de-
livery service. Responsible Party Con-
tact Information includes the name, of-
ficial title, organizational affiliation, 
physical address, mailing address, 
phone number, and email address of the 
individual who is the responsible party 
or of a designated employee of the or-
ganization that is the responsible 
party. 

§ 11.35 By when will the NIH Director 
post clinical trial registration infor-
mation submitted under § 11.28? 

(a) Applicable drug clinical trial. The 
Director will post publicly on 
ClinicalTrials.gov the clinical trial reg-
istration information, except for cer-
tain administrative data, for an appli-
cable drug clinical trial not later than 

30 calendar days after the responsible 
party has submitted such information, 
as specified in § 11.24. 

(b) Applicable device clinical trial. (1) 
For an applicable device clinical trial 
of a device product that was previously 
approved or cleared, the Director will 
post publicly on ClinicalTrials.gov the 
clinical trial registration information, 
except for certain administrative data, 
as soon as practicable, but not later 
than 30 calendar days after clinical 
trial results information is required to 
be posted, as specified in § 11.52. 

(2) For an applicable device clinical 
trial of a device product that has not 
been previously approved or cleared: 

(i) The Director will post publicly on 
ClinicalTrials.gov the clinical trial reg-
istration information, except for cer-
tain administrative data, not earlier 
than the date of FDA approval or clear-
ance of the device product and not 
later than 30 calendar days after the 
date of such approval or clearance, ex-
cept as otherwise provided in para-
graph (b)(2)(ii) of this section. 

(ii) If, prior to the date of approval or 
clearance of the device product, the re-
sponsible party for an applicable clin-
ical trial that is initiated on or after 
January 18, 2017, indicates to the Direc-
tor, by submitting the Post Prior to 
U.S. FDA Approval or Clearance data 
element under § 11.28(a)(2)(i)(Q), that it 
is authorizing the Director to publicly 
post its clinical trial registration in-
formation, which would otherwise be 
subject to delayed posting as specified 
in paragraph (b)(2)(i) of this section, 
prior to the date of FDA approval or 
clearance of its device product, the Di-
rector will publicly post the registra-
tion information, except for certain ad-
ministrative data, as soon as prac-
ticable. 

Subpart C—Results Information 
Submission 

§ 11.40 Who must submit clinical trial 
results information? 

The responsible party for an applica-
ble clinical trial specified in § 11.42 
must submit clinical trial results infor-
mation for that clinical trial. 
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§ 11.42 For which applicable clinical 
trials must clinical trial results in-
formation be submitted? 

(a) Applicable clinical trials for which 
the studied product is approved, licensed, 
or cleared by FDA. Unless a waiver of 
the requirement to submit clinical 
trial results information is granted in 
accordance with § 11.54, clinical trial 
results information must be submitted 
for any applicable clinical trial for 
which the studied product is approved, 
licensed, or cleared by FDA for which 
submission of clinical trial registration 
information is required in accordance 
with the following: 

(1) If the primary completion date is 
before January 18, 2017, the responsible 
party must submit the clinical trial re-
sults information specified in sections 
402(j)(3)(C) and 402(j)(3)(I) of the Public 
Health Service Act (42 U.S.C. 
282(j)(3)(C) and 42 U.S.C. 282(j)(3)(I)); or 

(2) If the primary completion date is 
on or after January 18, 2017, the respon-
sible party must submit the clinical 
trial results information specified in 
§ 11.48. 

(b) Applicable clinical trials for which 
the studied product is not approved, li-
censed, or cleared by FDA. Unless a 
waiver of the requirement to submit 
clinical trial results information is 
granted in accordance with § 11.54, clin-
ical trial results information specified 
in § 11.48 must be submitted for any ap-
plicable clinical trial with a primary 
completion date on or after January 18, 
2017 for which clinical trial registra-
tion information is required to be sub-
mitted and for which the studied prod-
uct is not approved, licensed, or cleared 
by FDA. 

§ 11.44 When must clinical trial results 
information be submitted for appli-
cable clinical trials subject to 
§ 11.42? 

(a) Standard submission deadline. In 
general, for applicable clinical trials 
subject to § 11.42, clinical trial results 
information specified in sections 
402(j)(3)(C) and 402(j)(3)(I) of the Public 
Health Service Act (42 U.S.C. 
282(j)(3)(C) and 42 U.S.C. 282(j)(3)(I)) or 
in § 11.48, as applicable, must be sub-
mitted no later than 1 year after the 
primary completion date of the appli-
cable clinical trial. 

(b) Delayed submission of results infor-
mation with certification if seeking ap-
proval, licensure, or clearance of a new 
use—(1) General requirements. If, prior to 
the results information submission 
deadline specified under paragraph (a) 
of this section, the responsible party 
submits a certification that an applica-
ble clinical trial involves an FDA-regu-
lated drug product (including a biologi-
cal product) or device product that pre-
viously has been approved, licensed, or 
cleared, for which the manufacturer is 
the sponsor of the applicable clinical 
trial and for which an application or 
premarket notification seeking ap-
proval, licensure, or clearance of the 
use being studied (which is not in-
cluded in the labeling of the approved, 
licensed, or cleared drug product (in-
cluding a biological product) or device 
product) has been filed or will be filed 
within 1 year with FDA, the deadline 
for submitting clinical trial results in-
formation, as specified in sections 
402(j)(3)(C) and 402(j)(3)(I) of the Public 
Health Service Act (42 U.S.C. 
282(j)(3)(C) and 42 U.S.C. 282(j)(3)(I)) or 
§ 11.48, as applicable, will be 30 calendar 
days after the earliest of the following 
events: 

(i) FDA approves, licenses, or clears 
the drug product (including a biologi-
cal product) or device product for the 
use studied in the applicable clinical 
trial; 

(ii) FDA issues a letter that ends the 
regulatory review cycle for the applica-
tion or submission but does not ap-
prove, license, or clear the drug prod-
uct (including a biological product) or 
device product for the use studied in 
the applicable clinical trial; or 

(iii) The application or premarket 
notification seeking approval, licen-
sure, or clearance of the new use is 
withdrawn without resubmission for 
not less than 210 calendar days. 

(2) Two-year limitation. Notwith-
standing the deadlines specified in 
paragraph (b)(1) of this section, the re-
sponsible party must submit clinical 
trial results information specified in 
paragraph (b)(1) of this section not 
later than the date that is 2 years after 
the date that the certification was sub-
mitted, except to the extent that para-
graph (d) of this section applies. 
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(3) Additional requirements. If a re-
sponsible party who is both the manu-
facturer of the drug product (including 
a biological product) or device product 
studied in an applicable clinical trial 
and the sponsor of the applicable clin-
ical trial submits a certification in ac-
cordance with paragraph (b)(1) of this 
section, that responsible party must 
submit such a certification for each ap-
plicable clinical trial that meets the 
following criteria: 

(i) The applicable clinical trial is re-
quired to be submitted in an applica-
tion or premarket notification seeking 
approval, licensure, or clearance of a 
new use; and 

(ii) The applicable clinical trial stud-
ies the same drug product (including a 
biological product) or device product 
for the same use as studied in the ap-
plicable clinical trial for which the ini-
tial certification was submitted. 

(c) Delayed submission of results with 
certification if seeking initial approval, li-
censure, or clearance.—(1) General re-
quirements. If, prior to the submission 
deadline specified under paragraph (a) 
of this section, a responsible party sub-
mits a certification that an applicable 
clinical trial studies an FDA-regulated 
drug product (including a biological 
product) or device product that was not 
approved, licensed, or cleared by FDA 
for any use before the primary comple-
tion date of the trial, and that the 
sponsor intends to continue with prod-
uct development and is either seeking, 
or may at a future date seek, FDA ap-
proval, licensure, or clearance of the 
drug product (including a biological 
product) or device product under study, 
the deadline for submitting clinical 
trial results information, as specified 
in § 11.48, will be 30 calendar days after 
the earlier of the date on which: 

(i) FDA approves, licenses, or clears 
the drug product (including a biologi-
cal product) or device product for any 
use that is studied in the applicable 
clinical trial; or 

(ii) The marketing application or 
premarket notification is withdrawn 
without resubmission for not less than 
210 calendar days. 

(2) Two-year limitation. Notwith-
standing the deadlines established in 
paragraph (c)(1) of this section, the re-
sponsible party must submit clinical 

trial results information specified in 
paragraph (c)(1) of this section not 
later than 2 years after the date on 
which the certification was submitted, 
except to the extent that paragraph (d) 
of this section applies. 

(d) Submitting partial results informa-
tion. (1) If clinical trial results infor-
mation specified in sections 402(j)(3)(C) 
and 402(j)(3)(I) of the Public Health 
Service Act (42 U.S.C. 282(j)(3)(C) and 42 
U.S.C. 282(j)(3)(I)) or § 11.48, as applica-
ble, has not been collected for a sec-
ondary outcome measure(s) or addi-
tional adverse event information by 
the primary completion date, the re-
sponsible party must submit the re-
maining required clinical trial results 
information for secondary outcome 
measure(s) or additional adverse event 
information for that clinical trial by 
the following deadlines: 

(i) For secondary outcome meas-
ure(s), by the later of: 

(A) One year after the date on which 
the final subject is examined or re-
ceives an intervention for the purposes 
of final collection of data for that sec-
ondary outcome measure, whether the 
clinical trial was concluded according 
to the pre-specified protocol or was ter-
minated; or 

(B) If a certification to delay results 
information submission has been sub-
mitted under paragraph (b) or (c) of 
this section, the date on which results 
information for the primary outcome 
measures is due pursuant to paragraph 
(b) or (c) of this section. 

(ii) For additional adverse event in-
formation, by the later of: 

(A) One year after the date of data 
collection for additional adverse event 
information, whether the clinical trial 
was concluded according to the pre- 
specified protocol or was terminated; 
or 

(B) If a certification to delay results 
information submission has been sub-
mitted under paragraph (b) or (c) of 
this section, the date on which results 
information for the primary outcome 
measures is due pursuant to paragraph 
(b) or (c) of this section. 

(2) Except, if clinical trial results in-
formation was submitted for the pri-
mary outcome measure(s) prior to the 
effective date of these regulations but 
data collection for all of the secondary 
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outcome measure(s) or additional ad-
verse event information is not com-
pleted until on or after January 18, 
2017, clinical trial results information 
for all primary and secondary outcome 
measures and adverse event informa-
tion for the clinical trial must be sub-
mitted as specified in sections 
402(j)(3)(C) and 402(j)(3)(I) of the Public 
Health Service Act (42 U.S.C. 
282(j)(3)(C) and 42 U.S.C. 282(j)(3)(I)). 

(3) For each submission of partial re-
sults information for a clinical trial, as 
specified in paragraph (d)(1) of this sec-
tion: 

(i) If any amendments were made to 
the protocol and/or statistical analysis 
plan as described in § 11.48(a)(5) since 
the previous submission of partial re-
sults information, the responsible 
party must submit a copy of the re-
vised protocol and/or statistical anal-
ysis plan; and 

(ii) If information about certain 
agreements as described in 
§ 11.48(a)(6)(ii) has changed since the 
previous submission of partial results 
information, the responsible party 
must submit information to reflect the 
new status of certain agreements be-
tween the principal investigator and 
the sponsor. 

(e) Extensions for good cause. (1) A re-
sponsible party may request an exten-
sion of the deadline for submitting 
clinical trial results information sub-
ject to paragraphs (e)(1)(i) and (ii) of 
this section or section 402(j)(3)(E)(vi) of 
the Public Health Service Act (42 
U.S.C. 282(j)(3)(E)(vi)), as applicable, 
and may request more than one exten-
sion for the same applicable clinical 
trial. 

(i) The responsible party must sub-
mit a request for an extension to 
ClinicalTrials.gov prior to the date on 
which clinical trial results information 
would otherwise be due in accordance 
with paragraph (a), (b), (c), (d), (e), or 
(f) of this section. 

(ii) A request for an extension must 
contain the following: 

(A) Description of the reason(s) why 
clinical trial results information can-
not be provided according to the dead-
line, with sufficient detail to allow for 
the evaluation of the request; and 

(B) Estimate of the date on which the 
clinical trial results information will 
be submitted. 

(2) Decision and submission deadline. 
The Director will provide a response 
electronically to the responsible party 
indicating whether the requested ex-
tension demonstrates good cause and 
has been granted. 

(i) If the extension request is grant-
ed, the responsible party must submit 
clinical trial results information not 
later than the date of the deadline 
specified in the electronic response. 

(ii) If the extension request is denied, 
the responsible party must either ap-
peal in accordance with paragraph 
(e)(3) of this section or submit clinical 
trial results information specified in 
§ 11.48 by the later of the submission 
deadline specified in paragraph (a), (b), 
(c), (d), (e), or (f) of this section, as ap-
plicable, or 30 calendar days after the 
date on which the electronic notice of 
the denial is sent to the responsible 
party. 

(3) Appealing a denied extension re-
quest. (i) A responsible party who seeks 
to appeal a denied extension request or 
the deadline specified in a granted ex-
tension must submit an appeal to the 
Director in the format specified at 
https://prsinfo.clinicaltrials.gov/ not later 
than 30 calendar days after the date on 
which the electronic notification of the 
granting or denial of the request is 
sent to the responsible party. 

(ii) An appeal must contain an expla-
nation of the reason(s) why the initial 
decision to deny the extension request 
or to grant the extension request with 
a shorter deadline than requested 
should be overturned or revised, with 
sufficient detail to allow for the eval-
uation of the appeal. 

(iii) The Director will provide an 
electronic notification to the respon-
sible party indicating whether the re-
quested extension has been granted 
upon appeal. 

(iv) If the Director grants the exten-
sion request upon appeal, the respon-
sible party must submit clinical trial 
results information not later than the 
deadline specified in the electronic no-
tification specified in paragraph 
(e)(3)(iii) of this section. 
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(v) If the Director denies the appeal 
of a denied extension request, the re-
sponsible party must submit clinical 
trial results information by the later of 
the deadline specified in paragraph (a), 
(b), (c), (d), (e), or (f) of this section, or 
30 calendar days after the electronic 
notification of the denial of the appeal, 
specified in paragraph (e)(3)(iii) of this 
section, is sent to the responsible 
party. 

(vi) If the Director denies an appeal 
of a denied deadline specified in a 
granted extension request, the respon-
sible party must submit clinical trial 
results information by the later of the 
deadline specified in the notification 
granting the extension request, speci-
fied in paragraph (e)(2)(i) of this sec-
tion, or 30 calendar days after the elec-
tronic notification denying the appeal, 
specified in paragraph (e)(3)(iii) of this 
section, is sent to the responsible 
party. 

(f) Pediatric postmarket surveillance of 
a device product that is not a clinical 
trial. For each pediatric postmarket 
surveillance of a device product that is 
not a clinical trial as defined in this 
part, the responsible party must sub-
mit clinical trial results information 
as specified in § 11.48(b) or section 
402(j)(C)(3) of the Public Health Service 
Act (42 U.S.C. 282(j)(C)(3)), as applica-
ble, not later than 30 calendar days 
after the date on which the final report 
of the approved pediatric postmarket 
surveillance of a device product, as 
specified in 21 CFR 822.38, is submitted 
to FDA. 

§ 11.48 What constitutes clinical trial 
results information? 

(a) For each applicable clinical trial, 
other than a pediatric postmarket sur-
veillance of a device product that is 
not a clinical trial, for which clinical 
trial results information must be sub-
mitted under § 11.42, the responsible 
party must provide the following: 

(1) Participant flow. Information for 
completing a table documenting the 
progress of human subjects through a 
clinical trial, by arm, including the 
number who started and completed the 
clinical trial. This information must 
include the following elements: 

(i) Participant Flow Arm Information. 
A brief description of each arm used for 

describing the flow of human subjects 
through the clinical trial, including a 
descriptive title used to identify each 
arm; 

(ii) Pre-assignment Information. A de-
scription of significant events in the 
clinical trial that occur after enroll-
ment and prior to assignment of 
human subjects to an arm, if any; and 

(iii) Participant Data. The number of 
human subjects that started and com-
pleted the clinical trial, by arm. If as-
signment is based on a unit other than 
participants, also include a description 
of the unit of assignment and the num-
ber of units that started and completed 
the clinical trial, by arm. 

(2) Demographic and baseline charac-
teristics. Information for completing a 
table of demographic and baseline 
measures and data collected by arm or 
comparison group and for the entire 
population of human subjects who par-
ticipated in the clinical trial. This in-
formation must include the following 
elements: 

(i) Baseline Characteristics Arm/Group 
Information. A brief description of each 
arm or comparison group used for de-
scribing the demographic and baseline 
characteristics of the human subjects 
in the clinical trial, including a de-
scriptive title used to identify each 
arm or comparison group. 

(ii) Baseline Analysis Population Infor-
mation—(A) Overall Number of Baseline 
Participants. The total number of 
human subjects for whom baseline 
characteristics were measured, by arm 
or comparison group and overall. 

(B) Overall Number of Units Analyzed. 
If the analysis is based on a unit other 
than participants, a description of the 
unit of analysis and the number of 
units for which baseline measures were 
measured and analyzed, by arm or com-
parison group and overall. 

(C) Analysis Population Description. If 
the Overall Number of Baseline Par-
ticipants (or units) differs from the 
number of human subjects (or units) 
assigned to the arm or comparison 
group and overall, a brief description of 
the reason(s) for the difference. 

(iii) Baseline Measure Information. A 
description of each baseline or demo-
graphic characteristic measured in the 
clinical trial, including age, sex/gender, 
race, ethnicity (if collected under the 
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protocol), and any other measure(s) 
that were assessed at baseline and are 
used in the analysis of the primary 
outcome measure(s) in accordance with 
§ 11.48(a)(3). The description of each 
measure must include the following 
elements: 

(A) Name and description of the 
measure, including any categories that 
are used to submit Baseline Measure 
Data. 

(B) Measure Type and Measure of Dis-
persion: For each baseline measure sub-
mitted, an indication of the type of 
data to be submitted and the associ-
ated measure of dispersion. 

(C) Unit of Measure. For each baseline 
measure for which data are collected, 
the unit of measure. 

(iv) Baseline Measure Data. The 
value(s) for each submitted baseline 
measure, by arm or comparison group 
and for the entire population of human 
subjects for whom baseline characteris-
tics were measured. 

(v) Number of baseline participants 
(and units), by arm or comparison 
group and overall, if different from the 
Overall Number of Baseline Partici-
pants or Overall Number of Units Ana-
lyzed in § 11.48(a)(2)(ii)(A) and (B), re-
spectively. 

(3) Outcomes and statistical analyses. 
Information for completing a table of 
data for each primary and secondary 
outcome measure by arm or compari-
son group, including the result(s) of 
scientifically appropriate statistical 
analyses that were performed on the 
outcome measure data, if any. This in-
formation must include the following 
elements: 

(i) Outcome Measure Arm/Group Infor-
mation. A brief description of each arm 
or comparison group used for submit-
ting an outcome measure for the clin-
ical trial, including a descriptive title 
to identify each arm or comparison 
group. 

(ii) Analysis Population Information— 
(A) Number of Participants Analyzed. 
The number of human subjects for 
whom an outcome was measured and 
analyzed, by arm or comparison group. 

(B) Number of Units Analyzed. If the 
analysis is based on a unit other than 
participants, a description of the unit 
of analysis and the number of units for 

which an outcome was measured and 
analyzed, by arm or comparison group. 

(C) Analysis Population Description. If 
the Number of Participants Analyzed 
or Number of Units Analyzed differs 
from the number of human subjects or 
units assigned to the arm or compari-
son group, a brief description of the 
reason(s) for the difference. 

(iii) Outcome Measure Information. A 
description of each outcome measure, 
to include the following elements: 

(A) Name of the specific outcome 
measure, including the titles of any 
categories in which Outcome Measure 
Data in § 11.48(a)(3)(iv) are aggregated. 

(B) Description of the metric used to 
characterize the specific outcome 
measure. 

(C) Time point(s) at which the meas-
urement was assessed for the specific 
metric. 

(D) Outcome Measure Type. The type 
of outcome measure, whether primary, 
secondary, other pre-specified, or post- 
hoc. 

(E) Measure Type and Measure of Dis-
persion or Precision. For each outcome 
measure for which data are collected, 
the type of data submitted and the 
measure of dispersion or precision. 

(F) Unit of Measure. For each out-
come measure for which data are col-
lected, the unit of measure. 

(iv) Outcome Measure Data. The meas-
urement value(s) for each outcome 
measure for which data are collected, 
by arm or comparison group and by 
category (if specified). 

(v) Statistical Analyses. Result(s) of 
scientifically appropriate tests of the 
statistical significance of the primary 
and secondary outcome measures, if 
any. 

(A) A statistical analysis is required 
to be submitted if it is: 

(1) Pre-specified in the protocol and/ 
or statistical analysis plan and was 
performed on the outcome measure 
data, 

(2) Made public by the sponsor or re-
sponsible party prior to the date on 
which clinical trial results information 
is submitted for the primary outcome 
measures(s) studied in the clinical trial 
to which the statistical analysis ap-
plies, or 

(3) Conducted on a primary outcome 
measure in response to a request made 
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by FDA prior to the date on which clin-
ical trial results information is sub-
mitted for the primary outcome meas-
ure(s) studied in the clinical trial to 
which the statistical analysis applies. 

(B) Information for each statistical 
analysis specified in paragraph 
(a)(3)(v)(A) of this section must include 
the following elements: 

(1) Statistical Analysis Overview: Iden-
tification of the arms or comparison 
groups compared in the statistical 
analysis; the type of statistical test 
conducted; and, for a non-inferiority or 
equivalence test, a description of the 
analysis that includes, at minimum, 
the power calculation and non-inferi-
ority or equivalence margin. 

(2) One of the following, as applica-
ble: 

(i) Statistical Test of Hypothesis: The p- 
value and the procedure used for the 
statistical analysis; or 

(ii) Method of Estimation: The esti-
mation parameter, estimated value, 
and confidence interval (if calculated). 

(4) Adverse event information. (i) Infor-
mation to describe the methods for col-
lecting adverse events during an appli-
cable clinical trial: 

(A) Time Frame. The specific period of 
time over which adverse event infor-
mation was collected and for which in-
formation is submitted in paragraph 
(a)(4)(iii) of this section. 

(B) Adverse Event Reporting Descrip-
tion. If the adverse event information 
collected in the clinical trial is col-
lected based on a different definition of 
adverse event and/or serious adverse 
event than defined in this part, a brief 
description of how those definitions 
differ. 

(C) Collection Approach. The type of 
approach taken to collect adverse 
event information, whether systematic 
or non-systematic. 

(ii) Information for completing three 
tables summarizing anticipated and 
unanticipated adverse events collected 
during an applicable clinical trial: 

(A) Table of all serious adverse 
events grouped by organ system, with 
the number and frequency of each 
event by arm or comparison group; 

(B) Table of all adverse events, other 
than serious adverse events, that ex-
ceed a frequency of 5 percent within 
any arm of the clinical trial, grouped 

by organ system, with the number and 
frequency of each event by arm or com-
parison group; and 

(C) Table of all-cause mortality, with 
the number and frequency of deaths 
due to any cause by arm or comparison 
group. 

(iii) Information for each table speci-
fied in paragraph (a)(4)(ii) of this sec-
tion must include the following ele-
ments, unless otherwise specified: 

(A) Adverse Event Arm/Group Informa-
tion. A brief description of each arm or 
comparison group used for submitting 
adverse event information from the 
clinical trial, including a descriptive 
title used to identify each arm or com-
parison group. 

(B) Total Number Affected. The overall 
number of human subjects affected, by 
arm or comparison group, by: 

(1) Serious adverse event(s); 
(2) Adverse event(s) other than seri-

ous adverse events that exceed a fre-
quency of 5 percent within any arm of 
the clinical trial; and 

(3) Deaths due to any cause. 
(C) Total Number at Risk. The overall 

number of human subjects included in 
the assessment, by arm or comparison 
group, for: 

(1) Serious adverse events; 
(2) Adverse event(s) other than seri-

ous adverse events that exceed a fre-
quency of 5 percent within any arm of 
the clinical trial; or 

(3) Deaths due to any cause. 
(D) Adverse Event Information. For the 

two tables described in paragraphs 
(a)(4)(ii)(A) and (B) of this section, a 
description of each type of serious ad-
verse event and other adverse event 
that is not a serious adverse event and 
exceeds a frequency of 5 percent within 
any arm of the clinical trial, consisting 
of the following attributes: 

(1) Descriptive term for the adverse 
event; and 

(2) Organ system associated with the 
adverse event. 

(E) Adverse Event Data. For the two 
tables described in paragraphs 
(a)(4)(ii)(A) and (B) of this section and 
for each adverse event listed in accord-
ance with paragraph (a)(4)(iii)(D) of 
this section: 

(1) Number of human subjects af-
fected by such adverse event. 
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(2) Number of human subjects at risk 
for such adverse event. 

(5) Protocol and statistical analysis 
plan. A copy of the protocol and the 
statistical analysis plan (if not in-
cluded in the protocol), including all 
amendments that have been approved 
by a human subjects protection review 
board (if applicable) before the time of 
submission under this subsection and 
that apply to all clinical trial Facility 
Locations. The responsible party must 
include the Official Title (as defined in 
§ 11.10(b)(2)), NCT number (as defined in 
§ 11.10(a)) (if available), and date of the 
protocol and the statistical analysis 
plan on the cover page of each docu-
ment. The responsible party may re-
dact names, addresses, and other per-
sonally identifiable information, as 
well as any trade secret and/or con-
fidential commercial information (as 
those terms are defined in the Freedom 
of Information Act (5 U.S.C. 552) and 
the Trade Secrets Act (18 U.S.C. 1905)) 
contained in the protocol or statistical 
analysis plan prior to submission, un-
less such information is otherwise re-
quired to be submitted under this part. 
The protocol and statistical analysis 
plan must be submitted in a common 
electronic document format specified 
at https://prsinfo.clinicaltrials.gov. 

(6) Administrative information—(i) Re-
sults Point of Contact. Point of contact 
for scientific information about the 
clinical trial results information, in-
cluding the following: 

(A) Name or official title of the point 
of contact 

(B) Name of the affiliated organiza-
tion, and 

(C) Telephone number and email ad-
dress of the point of contact. 

(ii) Certain Agreements. An indication 
of whether the principal investigator is 
an employee of the sponsor and, if not, 
whether there exists any agreement 
(other than an agreement solely to 
comply with applicable provisions of 
law protecting the privacy of human 
subjects participating in the clinical 
trial) between the sponsor or its agent 
and the principal investigator that re-
stricts in any manner the ability of the 
principal investigator, after the pri-
mary completion date of the clinical 
trial, to discuss the results of the clin-
ical trial at a scientific meeting or any 

other public or private forum or to 
publish in a scientific or academic 
journal information concerning the re-
sults of the clinical trial 

(7) Additional clinical trial results infor-
mation for applicable device clinical trials 
of unapproved or uncleared device prod-
ucts. (i) For an applicable device clin-
ical trial of an unapproved or uncleared 
device product and for which clinical 
trial registration information has not 
been posted publicly on Clinical 
Trials.gov by the Director in accord-
ance with § 11.35(b)(2)(i), the responsible 
party must provide the following data 
elements, as the data elements are de-
fined in § 11.10(b): Brief Title; Official 
Title; Brief Summary; Primary Pur-
pose; Study Design; Study Type; Pri-
mary Disease or Condition Being Stud-
ied in the Trial, or the Focus of the 
Study; Intervention Name(s); Other 
Intervention Name(s); Intervention De-
scription; Intervention Type; Device 
Product Not Approved or Cleared by 
U.S. FDA, if any studied intervention 
is a device product; Study Start Date; 
Primary Completion Date; Study Com-
pletion Date, Enrollment; Primary 
Outcome Measure Information; Sec-
ondary Outcome Measure Information; 
Eligibility Criteria; Sex/Gender; Age 
Limits; Accepts Healthy Volunteers; 
Overall Recruitment Status; Why 
Study Stopped; Name of the Sponsor; 
Responsible Party, by Official Title; 
Facility Name and Facility Location, 
for each participating facility in a clin-
ical trial; Unique Protocol Identifica-
tion Number; Secondary ID; Human 
Subjects Protection Review Board Sta-
tus; and Record Verification Date. 

(ii) The responsible party shall sub-
mit all the results information speci-
fied in paragraph (a)(7)(i) and must sub-
mit an affirmation that any informa-
tion previously submitted to 
ClinicalTrials.gov for the data elements 
listed in paragraph (a)(7)(i) of this sec-
tion have been updated in accordance 
with § 11.64(a) and are to be included as 
clinical trial results information. 

(b) Pediatric postmarket surveillance of 
a device product that is not a clinical 
trial. For each pediatric postmarket 
surveillance of a device product that is 
not a clinical trial, the responsible 
party must submit a copy of any final 
report that is submitted to FDA as 
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specified in 21 CFR 822.38. The respon-
sible party may redact names, address-
es, and other personally identifiable in-
formation or commercial confidential 
information contained in the final re-
port prior to submission to NIH, unless 
such information is otherwise required 
to be submitted under this part. The 
final report must be in a common elec-
tronic document format specified at 
https://prsinfo.clinicaltrials.gov. 

§ 11.52 By when will the NIH Director 
post submitted clinical trial results 
information? 

Except for clinical trial results infor-
mation submitted under section 
402(j)(4)(A) of the PHS Act and § 11.60, 
the Director will post publicly clinical 
trial results information on 
ClinicalTrials.gov not later than 30 cal-
endar days after the date of submis-
sion. 

§ 11.54 What are the procedures for re-
questing and obtaining a waiver of 
the requirements for clinical trial 
results information submission? 

(a) Waiver request. (1) A responsible 
party for an applicable clinical trial 
with a primary completion date on or 
after January 18, 2017 may request a 
waiver from any applicable require-
ment(s) of this subpart C by submitting 
a waiver request in the format speci-
fied at https://prsinfo.clinicaltrials.gov/ to 
the Secretary or delegate prior to the 
deadline specified in § 11.44(a) for sub-
mitting clinical trial results informa-
tion. 

(2) The waiver request must contain: 
(i) The NCT number, Brief Title, and 

Name of the Sponsor of the applicable 
clinical trial for which the waiver is re-
quested; 

(ii) The specific requirement(s) of 
this subpart C for which the waiver is 
requested; and 

(iii) A description of the extraor-
dinary circumstances that the respon-
sible party believes justify the waiver 
and an explanation of why granting the 
request would be consistent with the 
protection of public health or in the in-
terest of national security. 

(3) The responsible party will not be 
required to comply with the specified 
requirements of this subpart for which 
a waiver is granted. 

(4) The responsible party must com-
ply with any requirements of this sub-
part for which a waiver is not granted 
or must submit an appeal as set forth 
in paragraph (b) of this section. The 
deadline for submitting any required 
clinical trial results information will 
be the later of the original submission 
deadline or 30 calendar days after the 
notification of the denial is sent to the 
responsible party. 

(b) Appealing a denied waiver request. 
(1) A responsible party for an applica-
ble clinical trial with a primary com-
pletion date on or after January 18, 
2017 may appeal a denied waiver re-
quest by submitting an appeal to the 
Secretary or delegate in the format 
specified at https:// 
prsinfo.clinicaltrials.gov/ not later than 
30 calendar days after the date on 
which the electronic notification of the 
denial in paragraph (a)(4) of this sec-
tion denying the request is sent to the 
responsible party. 

(2) The responsible party is not re-
quired to comply with any require-
ments of this subpart for which a waiv-
er is granted upon appeal. 

(3) The responsible party must sub-
mit clinical trial results information 
to comply with any requirements of 
this subpart that are not waived upon 
appeal by the later of the original sub-
mission deadline or 30 calendar days 
after the notice of the denial upon ap-
peal is sent to the responsible party. 

(c) If a waiver is granted under para-
graph (a) or (b) of this section: 

(1) The Director will include a nota-
tion in the clinical trial record that 
specified elements of the requirements 
of this part have been waived. 

(2) The Secretary will notify, in writ-
ing, the appropriate committees of 
Congress and provide an explanation 
for why the waiver was granted, not 
later than 30 calendar days after any 
waiver is granted. 

(d) A responsible party for an appli-
cable clinical trial with a primary 
completion date before January 18, 2017 
may request a waiver from any applica-
ble requirement(s) for clinical trial re-
sults information submission by sub-
mitting a waiver request, as specified 
in section 402(j)(3)(H) of the Public 
Health Service Act (42 U.S.C. 
282(j)(3)(H)). 
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