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Summary of Next Steps

Revise Primary Completion Date and Study
Completion Date from “anticipated” to
“actual”

Change study/recruitment status (if needed)

Revise subject enrollment from “anticipated”
to “actual” enrollment count experienced

Upload IRB-approved informed consent form
(in PDF format) to record’s document upload
module

— Redact sensitive information (i.e. Pl phone #)
— Upload anytime after enrollment closes

— Upload no later than 60 days after last subject
last visit (LSLV)



Outline for Results Reporting

Introduction
— Why is this Needed?
— Does my study require results?
— Preparing for Results Entry
— Broad Overview
 Modules

— Participant Flow

— Baseline Characteristics

— Outcome Measures™

— Adverse Events
« Getting Started with Results Entry
* ClinicalTrials.gov Review Process
* Overall Tips & Tricks

 Additional Resources



Why Is This Needed?

* Allows greater transparency in research

— Provide a public record of basic study
results in a standardized format

— Promote the fulfillment of ethical
obligations to participants and the overall
contribution to medical knowledge

— Reduces publication and outcome reporting
biases

e |t's the Law

— Final Rule (42 CFR pt 11) of the Food and Drug
Administration Amendments Act (FDAAA 801)

— NIH Policy on the Dissemination of NIH-Funded
Clinical Trial Information (NOT-OD-16-149)



What Happens If You Don’t Report
Results When Required?

Final Rule (42 CFR Part 11) expands regulatory
requirements in accordance with FDAAA 801

— Establishes penalties including civil monetary
penalties ($11,805 per trial per day) and, for
federally funded studies, the withholding of federal
grant funds AND

Current/future grant funding could be withheld by NIH
(NOT-OD-16-149), AND

Current/future OHSU research funding could be frozen




What’s Our Status?

Miscellaneous
PRS Problems
24%

Registered
Non-Cancer
Investigator-

Initiated Trials
n=429

Late or Missing
Results
15%

Mo Problems
51%

Knight Cancer Institute portfolio managed by Lara Fournier and Knight CRQA Calculated January 10, 2019



Does My Study Require Results?

« If study is an Applicable Clinical Trial (ACT), and thus subject to
FDAAA (FDA Amendments Act, Section 801), then IT DOES

require results posting
« ACTs are:

— Controlled clinical investigations involving drugs or prospective
studies of health outcomes involving drugs/devices that are or
would/will be subject to FDA regulation ﬁncludes IND/IDE)

— Phase ll, lll, IV interventional initiated on/after 9/27/2007 or
ongoing as of 12/26/2007

*Rules are subject to change so keep checking back to these links:
o http://grants.nih.gov/clinicaltrials fdaaa/ACTs under FDAAA.htm
e https://www.clinicaltrials.gov/ct2/manage-recs/fdaaa

If unsure if your study is ACT, please use the ACT Checklist (PDF):
https://prsinfo.clinicaltrials.gov/ACT Checklist.pdf, OR...

Email register@clinicaltrials.gov,
or Knight Cancer Institute via ctrp-admin@ohsu.edu for cancer studies



http://grants.nih.gov/clinicaltrials_fdaaa/ACTs_under_FDAAA.htm
https://www.clinicaltrials.gov/ct2/manage-recs/fdaaa
https://prsinfo.clinicaltrials.gov/ACT_Checklist.pdf
mailto:register@clinicaltrials.gov
mailto:ctrp-admin@ohsu.edu

ACT Checklist for Determining
Results Reporting Requirement

 More data elements and elaborations are included in the PDF that
are important in determining ACT status

 Please download the ACT Checklist for more information:
https://prsinfo.clinicaltrials.gov/ACT Checklist.pdf

Question Yes No

1. Is the study interventional (a clinical trial)? I:l I:l
Study Type data element is “Interventional”

2. Do ANY of the following apply (is the answer “Yes” to at least one of the following I:l I:l
sub-questions: 2a, 2b, OR 2c)?
a. Is at least one study facility located in the United States or a U.S. territory?

Facility Location — Country data element is “United States,” “American Samoa,”
“Guam,” “Northern Mariana Islands,” “Puerto Rico,” “U.S. Virgin Islands,” or other
U.S. territory.

b. Is the study conducted under a U.S. FDA Investigational New Drug application (IND)
or Investigational Device Exemption (IDE)?
U.S. Food and Drug Administration IND or IDE Number data element is “Yes.”

c¢. Does the study involve a drug, biological, or device product that is manufactured in
and exported from the U.S. (or a U.S. territory) for study in another country?

Product Manufactured in and Exported from the U.S. data element is “Yes.”

3. Does the study evaluate at least one drug, biclogical, or device product regulated by the I:l I:l
United States Food and Drug Administration (U.S. FDA)?
Studies a U.S. FDA-regulated Device Product data element is “Yes” and/or
Studies a U.S. FDA-regulated Drug Product data element is “Yes.”

4, |s the study other than a Phase 1 trial of a drug and/or biological product or is the I:l I:l
study other than a device feasibility study?

For drug product trials, Study Phase data element is NOT “Phase 1" and
for device product trials, Primary Purpase is NOT “Device Feasibility.”

If “Yes” is answered to all 4 questions, and the study was initiated on or after January 18, 2017, the trial would meet
the definition of an ACT that is required to be registered under 42 CFR 11.22.


https://prsinfo.clinicaltrials.gov/ACT_Checklist.pdf

Does My Study Require Results?

» Results posting is required if the human

subject research study receives any NIH
funding and:

— Is interventional in study design

— Has a start date on/after January 18, 2017

* Ongoing studies with start date prior to January 18, 2017
are SUGGESTED by NIH to recognize the policy:

Although the policy does not apply to NIH-funded clinical trials initiated
before the effective date, we encourage all ongoing NIH-funded clinical
trials to follow it. It is also critical for investigators conducting NIH-
funded applicable clinical trials that are subject to the statute and rule
to be sure they are in compliance with those requirements.”

*NOT-OD-16-149: NIH Policy on the Dissemination of NIH-Funded Clinical Trial Information. (2016, September 16).
Retrieved from https://grants.nih.gov/grants/guide/notice-files/not-od-16-149.html



Preparing for Results Reporting

 Who enters results? You! But you can
get help.

* Avoid unpleasant surprises. Review
the requirements for results entry well
ahead of study completion.

* Involve your biostatistician. Pl and
biostatistician (ideally) should review
record results before submission.



Preparing for Results Reporting

* Plan early!

— Budget ~40hrs (over several months*) for
results posting

— Be continuously thinking about your data and
results throughout protocol development,
study conduct, and update your registration
accordingly.

— Make sure all key elements are reflected from
the protocol and data collection instruments.
FYI: Protocol upload is required during results posting

— Registrations that are error-free, clear,
descriptive, and kept up-to-date throughout
the trial will be easier to report results.

*Federal Register / Vol. 81, No. 183 / Wednesday, September 21, 2016 / Rules and Regulations
Clinical Trials Registration and Results Information Submission



Preparing For Results Reporting

 When to Report Results?

Within 12 months of Primary Completion Date (final data
collection for primary outcome(s)).

If product is not approved by Primary Completion Date but
approved later, then results due 30 days after receiving
approval.*

*Delays are possible under limited circumstances. Pending publication is
NOT considered a good cause for delay.
Publishing? If you think you can publish within the timeframe,
best to prepare both at the same time. Otherwise, post
results first, then publish, then update the results in
ClinicalTrials.gov so they align.

In general, FDAAA requires all outcomes be reported within
12 months of Primary Completion Date

* In cases where secondary outcome data has not yet completed at that
time, report the primary outcome data in the above timeframe, then
report the secondary outcome data as soon as available or no later than
12 months after full study Completion Date.



Preparing For Results Reporting

Appendix A: Sample Study Team Work Plan for Study Results

This is an example of how ateam might develop a detailed delegation and action plan for accomplishing publication of study
results.

| #
1

Task
Ensure all data submitted into EDC

Clean and prep data for analysis

Data analysis for study endpoints

Review of data analysis/results
Review CT.gov training materials
Entry of data into CT.gov

Pl review and release of data in CT.gov

Verlfy CT.gov QA review completed

Assigned Owner  Target Date

Motes

| ***Must occur by 12 months
after primary completion
 date.




Preparing for Results Reporting

First Time? - Check out these
links below:

1. How to submit results:
https://clinicaltrials.gov/ct2/manag
e-recs/how-report

2. Basic Results Data Element
Definitions:
https://register.clinicaltrials.gov/prs
/html/results_definitions.html

3. PRS User Guide: Located on the
Help menu dropdown, after login

4. Results Data Entry section on Help

Menu dropdown
. Includes templates & checklists
5. Webinars and additional training:

https://clinicaltrials.gov/ct2/manag
e-recs/present#ResultsPresentation

Continue to check for Changes:
See What's New on the Help
Menu dropdown.

y System

Org: OHSUKCI Adll

[ds + Accounts+ Help~

Email: fourl

Quick Start Guide
What's New MNav 13, 2018
Protocol Data Entry

LY Fa Y

Study Document Submission
Results Data Entry

P

brds per page PRS User's Guide

Help

Y

gov

Admin only:
Admin Quick Reference

Brief Title

9

Ferumoxytal in

Magnetic Record Information XML Schema

pdate

p1917:39 §

Resonance Imagmyg
of Pediatric Patients

With Brain Tumors

Stereotactic Body Mot yet In Progress

Radiation Therapy  recruiting
P wnﬁnni

01/07/2019 168:46 §



https://clinicaltrials.gov/ct2/manage-recs/how-report
https://register.clinicaltrials.gov/prs/html/results_definitions.html
https://clinicaltrials.gov/ct2/manage-recs/present#ResultsPresentation

Preparing For Results Reporting

« How Are Results Reported in
ClinicalTrials.gov?

« Tables are constructed by data providers
(you)
— Rows are measures
— Columns are Arm / Groups

* 4 broad categories, each with different

structure:
* Participant Flow
« Baseline Characteristics
« Outcomes Measures and Statistical Analyses

* Adverse Events



Getting Started with Results Entry

When ready to start... <]

File Edit View Favorites Tools Help

© CT https://register.clinicaltrials.gov/| O

ClinicalTrials.gov PRS: Reco... *

1 L M t P RS d 45 R REDC.. [ Log.. R REDC.. CTPRS... @) CRI [G]Box 2] OHSU.. [ Mast.. G Google ) Tohe.. T B v B v & v Pagev Safetyr Tookv @~
. O g I n O a n ID: STUDY00018239 OClaparib and Durvalumab in Treating Participants With Metastatic Triple Negative Breast Cancer NCT03544125 o
navigate to your coen Protoces st

Identifiers: NCT03544125 Unigue Protocol ID: STUDY00018239 Secondary IDs: NCI-2018-00819, STUDY00018239, P30CA053533

p roto CO I Brief Title: Olaparib and Durvalumab in Treating Participants With Metastatic Triple Negative Breast Cancer
Module Status Study Identification:

registration

Spoensor/Collaborators:

2. NEW for studies .

Conditions:

started after

Arms and Interventions:

1/18/17

Eligibility:
* Protocolis e
req u I red Wlth / - References:

results | Ceen
Only certain studies need to have study decuments uploaded.

[} t b v - Full study protocol and statistical analysis plan -- required with results information submission for studies with a Primary Completion Date on or
Consent ma S v ysis plan - req ry Comp

after January 18, 2017

req u i red SOO n a S | - Informed consent forms - optional for all siudies
We | | Uploaded PDF/A Documents:

. /
3 ° C I I C k E nter Resu It~, Enter Results Results submission is required by FDAAA 801 for certain a of drugs, biologics and devices. Note: other clinical

trials may need 1o have results submitted based on other funder or sponsor palicies

. .
[ ] T h | I t y Delay Results For applicable clinical trials subject to FDAAA 801, results submission may be delayed (in limited circumstances) with a Certification
IS WIII Set u Lealms en : JEE LERE ] :

the full outline of

th e Res u |tS Need help with Results? Contact ClinicalTrials.gov PRS to reguest one-on-one assistance from one of our experts.
Section for you 5
(next screen)

2 Notes

1 Note

LALL AL LK 8 4

For more information see: When Do | Need to Register and Submit Results?

HO0% v




Getting Started with Results Entry

Getting started cont....
Click Edit to begin
entry on the 4
modules

When complete with
all 4 modules, make
sure to complete
Limitations and
Caveats (if applicable),
and Agreements &
Contacts |

Completing the
Limitations section will
be important if there
are issues with your
results data
(incomplete data,
terminated early, etc)

" Record Summary Preview Results  Download Results XML Delete Results

Edit

Edit

’8
]
g

m
o

m
o

E’
@
g

Help  Definitions

Participant Flow

Information is required

Baseline Characteristics

Information is required

O

Information is required

Adverse Events

Information is required

Limitations and Caveats
[Not Specified]

More Information

Certain Agreements
[Relationship of Principal Investigator and Sponsor not specified.]

Information is required

Results Point of Contact
Name/Official Title:




Getting Started with Results Entry

Navigation & Editing
Tips

Edit Participant Flow

- B e awa re’ th e re Recruitment Details:wenty{:ne patients enrolled in the tnal between March 2007 and May 2008 in the medical
a re IOtS Of n ested clinics at Oregon Health & Science University and the University of California at San Francisco.

edit functions &
POp-ups

Pre-
assignment Details:

|

i

i

' /
| Arms/Groups (1) + Add Arm/Groug

' ——

|

I

Edit

Edit

— Ta ke yo u r ti m e’ ! - ArmIGrou? T_ille. Transdermal o ' and paclitaxel poliglumex
° ° | Arm/Group Description: —— v
naV|gat|0n can get F @ NOTE - An entry in Arm/ |
Recruitment Details (Optional)

confusing

Definition: Key information relevant to the recruitment process for the overall study, such as dates

, . Periods (1) of the recruitment peniod and types of location (e.g., medical clinic), to provide context
f Characters remaning 165
— Don't forget to hit | e T Overal Sty T e i e
Francisco.
S ave | Transde]

i “Started 51 g

Reason Not Completed
Other ~ Completed: 20 Add Camment |
Other Reason
Calhedent Not Completed: 4
4 | (Started - Completed)
o Dulute l
| § ' Mot Completed = 1 Reason Not Completed
- fas| Lo ol e .
y [Other v ‘1
R &l Other Reason
[ Car accident Vv
Save Vaidate | | Cancel .
B =) =) - ,




Module 1: Participant Flow

Definition: A 7Table

that shows how Y= ——

participants were Results Section ~ Help  Definfions bsmow a1
assigned to ot St s et 1 1

o o
Edit
ln terven tlon(S) and Initial recruitment began in Feb 2006 and ended in Dec 2007. 19 patients were put
Recruitment Details  on study during that time frame. These patients came from OHSU oncology clinics

hOW they progressed or referrals to OHSU.

During the first stage, patients not assessable for progression-free status at 3

through the StUdy months due to study discontinuation for any reason except death or progression
o

Pre-Assignment Details = were replaced only for purposes of determining continuation to the second stage. A
total of 19 patients were enrolled in the first stage 15 evaluable patients and 4

StUdy With One periOd’ patients who were not.
re pO rtS “Ove ra I I Stu dy" Arm/Group Title Everolimus and Imatinib Mesylate Total

an d one ta b I e may be » Arm/Group Description = Everolimus: 205 mg daily by mouth... (Not pubiic)
a I I th at’s N eed ed i Period Title: Overall Study o .

Started
Completed 150 15

If protocol enrollment Not Complted ) 4
and total started don'’t 4 4

Lack of Efficacy

match, be sure to add; , S

n OteS [1] 19 patients were enrolled in the first stage due to 4 patients who withdrew early

> [2] 15 patients accrued to the first stage;if=9 were progression-free at 3 months,enrollment continued.

Refer to template:
http://prsinfo.clinicaltrials.gov/results table layout/DataEntryTable PopFlowForm.pdf



http://prsinfo.clinicaltrials.gov/results_table_layout/DataEntryTable_PopFlowForm.pdf

Module 1: Participant Flow

Another
example

* Study that
IS reporting
multiple

periods

« Multiple

Arms

This clinical trial was conducted between 12/23/2008 to 3/27/2013 at Oregon Health and
Recruitment Details Science University's (OHSU) Center for Women's Health Breast Center in Portland, OR.

English-speaking women were recruited to participate in the study based on the following

inclusion criteria: = 21 years, diagnostic mammaogram with results that require biopsy.

Pre-Assignment Details

Arm/Group Title
» Arm/Group Description

Period Title: Treatment Period
Started
Completed
Not Completed

Reason Not Completed
Adverse Event
Withdrawal by Subject
(Not Public)

Period Title: Follow-up
Started

Completed Final Visit
Completed
Not Completed

Sulforaphane Supplement
Patients receive oral broccoli
spro. ..

27
24

1
2

Not Completed = 3
Total from all reasons = 3

24

24
24

Placebo
Patients receive oral placebo
supp...

27
19

5
3

Not Completed = §
Total from all reasons = 8

24

@ NOTE : The number of
participants to start a Period is not

equal to the number who
completed previous Period.

24

24

0

Total
(Not public)

54
43
11

48

48
48




Module 2: Baseline Characteristics

Baseline Measures Overview

|| “Results Section Add Baseline Measure  Help  Definitions

b Show A1l

Definition: A table

I
Il Edit Arm/Group Title Transdermal Estradiol and Paclitaxel Poliglumex
o I Arm/Group Descripti
Of demOgraph/C : \ P AmBIotp Bescrpton gclt\)l%;g\:dentry in Arm/Group Description is
o I -
|| Edit Overall Number of Baseline Participants 21
an d b as e/ / n e da ta} | » Baseline Analysis Population Description
o o i =
similar to Table 1 |™ e
. . . : Delete Units: participants
in a journal article | ﬂ
| Between 18 and 65 years 4
T d d t h | : >=85 years 17
O add another = LB
M Delete Units: years 70 (7.6)
measure, click &
> IS s Ty Ner
Ad d Ba Sel I n e l Delete Units: participants
Female 0
' Male 21
M eas u re ' Edit Region of Enrollment
| Measure Type: Number
o Delete Units: participants
continued on next | :

slide...

Refer to template:

http://prsinfo.clinicaltrials.gov/results table layout/DataEntryTable

BaselineRegionRace

EthnicityForm.pdf



http://prsinfo.clinicaltrials.gov/results_table_layout/DataEntryTable_BaselineRegionRaceEthnicityForm.pdf

Module 2: Baseline Characteristics

Add Baseline
Measure
cont.

1. Select the
type (see
link
examples)
Enter
details
and Save

Help

Definitions

Study-Specific Measure

Age, Continuous

Age, Categorical

Age, Customized

Gender, Male/Female

Gender, Customized

Race (NIH/OMB)

Ethnicity (NIH/OMB)

Race/Ethnicity, Customized

Region of Enroliment

* Study-Specific Baseline
Measure Title

Baseline Measure Description

Edit Baseline Measure

Help  Definitions

'Smoking

ﬂl Additional information about the measure (e.g., description of scale)

Subjects who were regular smokers (at least one cigarette per day)

Example
Transdermal Estradiol and paclitaxel poliglumex
Example Overall Number of Baseline | 94
Participants
Example
* Measure Type: | [Mumber v
Exanple
* Measure of Dispersion: | |Not Applicable v
* Category Number

Example Title | Smoking > 5 yrs [10

% Delate
Example .
E— Category Number

Title | Smoking <5 yrs 1

% Delate
Example =
— Category Number
Example Title | Non-Smoking [10

% Delete
Example Total 21

(Not public):
| Example + Add Category |
* Unit of Measure \part\cipants

Commonly reported units: years | units on a scale

participants

I:Validate', I:Cancel l




Module 3: Outcome Measures
& Statistical Analyses

Defl n |t|0n . The QOutcome Measures Overview

" Results Section Add Outcome Measure Reorder Quicome Measures Help  Definitions F Show A1l

Outcome Measures “Results Section  Add Outcome Measure  Reorder Outcome Measures  Help  Definitions

module summarizes L, [ Prmary Outcome
/ — Title: PSAR Rat
OUtcome data US/ng d Betete 7 Descrip:ifn: PSA reii)%?‘lzzeratz ?s defined at the number of patients who experienced a PSA decline of
Sl'ructured tabU/a/‘ ; _ _ equ_al to or_g.reater than 50%, confirmed by a second measurement at least 4 weeks later.
fO/’mal' c’?l‘ld fOI‘ Time Frame: While receiving study agents
| Safety Issue? No
ap p //‘Cab/e C//h/ta/ tr /‘a/ S | ~ Outcome Measure Data ¥ 4 1 Note
lnC/ué;l-.e’ifa// ’[? re- d ¥ Analysis Population Description
speciriea primary an [Not specified]
secondary outcomes.
’ Arm/Group Title Transdermal Estradiol and Paclitaxel Poliglumex
D/Sp /ay 5 the reSU/tS ¥ Arm/Group Descr::)tion: [Not specified] °
and QSSOC/'ated @ NOTE : An entry in Arm/Group Description is recommended.
ana/yses Number of Pa;\tici[l)antz 21
R nalyze
. Measure_ Type: Hgmber 0
Journal articles have Units Partcipant

similar information, just
presented in different  Secondany Outcom

fo rm at Edit Title: Measurable Disease Response Rate

TO ed it Outcome Click e » Description: Measurable disease response rate by RECIST criteria.
, Deiste

Time Frame: While on study regimen

Edit neXt tO “Sted = Safety Issue? No

Add Statistical Analysis 1

outcome

Refer to template:
http://prsinfo.clinicaltrials.gov/results table layout/DataEntryTable OMForm.pdf



http://prsinfo.clinicaltrials.gov/results_table_layout/DataEntryTable_OMForm.pdf

Module 3: Outcome Measures
& Statistical Analyses

Edit Outcome cont.

1. Make sure all *
required) fields
are filled out

Completing
optional
description fields
is recommended.
. Select Measure
Type

Measure of
Dispersion

. Enter Data
Select Units

2.

> W

o Un

LB ()| © CT https://prstest.nlm.nih.gow/prs/ris/crez 2 ~ @f| CT ClinicalTrials.gov PRS: Qutc..,

File Edit View Favorites Tools Help
w5 R ReDC.. P Log.. f REDC.. CTPRS.. B CRI [G] Box £ OHSU.. Bp Mast.. G Google @9 Tshe.. || Noisli

v B v dh v Pagev Safetyv Teolsv @v

ID: CDROO00479150 Everolimus and Imatinib Mesylate in Treating Patients With Metastatic or Unresectable Kidney Cancer

NCT00331409
~

Outcome Measure Data

Help Definitions,

* Outcome Measure Type:

Characters remaining: 218
=

* Outcome Measure TillE” | [Progression-free survival at 3 months

v

Characters remaining: 999

[*] Quicome Measure
Description:

* Qutcome Measure Time

> [3 months post 1st dose
Frame:

Arms/Groups (1)

+ Add Arm/Group
E=|

* Amm/Group Title: Everolimus and Imatinib Mesylate

* § Arm/Group Description: | Everolimus: 205 mg daily by mouth

* Overall Number of ;g
Participants Analyzed:
+ Add Units Analyzed | (Optional) Use only if analysis is based on units other than participants (e.g., eyes, lesions, implants).

[*] Analysis Population

Characiers remaining: 350

Description:

Outcome Measure Data Table

" Measure Type:
. * Measure of | g5 Confidence Interval v
Dispersion/Precision:
imus and ini y
Median
29

95% Confidence Interval
19 to 6.2

+ Add Row

* Unit of Measure:

|[months




Module 3: Outcome Measures
& Statistical Analyses

Once you've
finished entering
your outcome
data

You'll see a
summarized view
of the outcome

To add additional
details about the
analysis behind
the outcome,
Click Add
Statistical
Analysis

Edit

Outcome Measures Overview

" Results Section Add Outcome Measure Reorder Qutcome Measures Help  Definitions b Show A1l

1. Primary Qutcome

Title: PSA Response Rate

¥ Description: PSA response rate is defined at the number of patients who experienced a PSA decline of
equal to or greater than 50%, confirmed by a second measurement at least 4 weeks later.

Time Frame: While receiving study agents
Safety Issue? No

~ Outcome Measure Data ¢ @ 1 Note
¥ Analysis Population Description

[Not specified]

Arm/Group Title Transdermal Estradiol and Paclitaxel Poliglumex

¥ Arm/Group Description:  [Not specified]
4 NOTE * An entry in Arm/Group Description is recommended

Number of Participants 21
Analyzed
Measure Type: Number 1]

Units: Participants

Add Statistical Analysis 1

2 Secondary Outcome

Title: Measurable Disease Response Rate
» Description: Measurable disease response rate by RECIST criteria.
Time Frame: While on study regimen
Safety Issue? No




Module 3: Outcome Measures
& Statistical Analyses

Sta t i Sti Ca I A n a |ys i S C O n t. & CT https://registerclinicaltrials.gov, 2 = @ CT ClinicalTrials.gov PRS: Edit ... %

Eile Edit View Favorites Tools Help

1. Select the Outcome %5 3 ReDC.. B Log.. R} REDC.. CT PRS... @) CRI [§]Box &) OHSU.. B Msst.. & Google @9 Tshe. T v % i v Pagev Safety~ Toolsw @~
Arm / G ro u p yo u a re 1D: IRBOOD0S071 Dexamethasone in Reducing Oral Pain and Dry Mouth After Surgery in Patients With Oropharyngeal Cancer NCT01748942 ~

Primary Outcome

a d d i n g th e a n a |ysis fo r' Title: Pain visual analogue scale (VAS) score measured at 10-point scale

Time Frame: 21 days

. Add Non_inferiority or Unit of Measure: units on a scale

Tip: IMany of the data elements are optional and may be left blank. "Comparison Group Selection” and "Type of

. .
Eq ulva |e nce Ana |yS IS Statistical Test” are required. In addition, one of the following data elements are required with the associated

information: "P-Value", "Estimation Parameter”, or "Other Statistical Analysis."
. Statistical Test of
HypotheSIS Statistical Analysis Overview

Help  Definitions

2
3
4. Method (ANOVA, |}
6

* Comparison Group Select the Outcome Measure Arms/Groups involved in the statistical analysis.

Wl |COX0n, etC.) Selection. MIArm | (treatment) M Arm Il (control)

. Ad d i N g commen tS fO r Comments:  (Optional) Additional details about the statistical analysis, such as null hypothesis and description of power calculation.
greate r C I a rity iS Characters remaining: 500
encouraged

7. Enter method of x _
estlmatlon detalls Type of Statistical Test

. [l Comments:  If a non-inferiority or equivalence analysis, information on the definition of the non-inferiority or equivalence margin is
8 . H |t Save required. Also describe any other key parameters and details of the power calculation (if not described elsewhere).

| Superiority ~]

Characters remaining: 500

Statistical Test of Hypothesis

felp  Definitions

[*] P-Value: (If applicable)

025 (e.g. <0.01)

Comments:  (Optional) Additional information, such as whether or not the p-value is adjusted for multiple comparisons and the a priorf
threshold for statistical significance. v

Ho0% v




Module 3: Outcome Measures
& Statistical Analyses

e Statistical _

°
I l Edit ; ) .
A n a I yS I S CO t. - Title:  Correlation Between IRAE and Any Progression.

» Description: Immune related adverse event (IRAE) is defined as any adverse event as...
ot Time Frame: Up to 5 years
® Afte r yo u ~ Qutcome Measure Data ¥
S a Ve O u ) I I » Analysis Population Description
, Y

Arm/Group Title Yes: IRAE No: IRAE
S e e a » Arm/Group Description: Patients that experienced an IRAE. ... Patients that did not experience an...
Overall Number of Participanis Analyzed 3 4

Measure Type: Count of Participants

summarize —

Yes: Any progression 5 83.33% 3

view of the S . 1

Edil  w Statistical Analysis 1 ¢

analysis -

Statistical Comparison  Yes: IRAE, No: IRAE
Analysis Group

M M Overview Selection
* Display right
u n d e r t h e s

‘ Comments Test of association (contingency) between the two kinds of classification.

Outcome

Test of

Hypaothesis Comments [Not specified]
a ta IMethod Fisher Exact

Comments [Not specified]




Module 4: Adverse Events

Adverse Events Qverview

« Definition: “Unfavorable
changes in health, including
abnormal laboratory
findings that occur in trial
participants during the
clinical trial or within a
specified period following
the trial.”

e  Starts with SAEs first, then
Other AEs

« Datais complied by organ
system then:

— Number of subjects
affected”

— Number subjects at risk*
(number that received the
intervention)

— Number of events
(optional)

* There is an upload option....

" Results Section

Help  Definitions

Download/Upload  Sort...

b Show A1l

Edit Time Frame

Adverse Event Reporting Description

Source Vocabulary Name for Table Default
Collection Approach for Table Default

Adverse Events were collected from the start of Ipilimumab therapy until
off study for progression, adverse event or other reason, an average of
one year.

Only Adverse Events that are considered possibly related or related to
the study procedures or study drug are reported.

CTCAE (4.0)

Non-systematic Assessment

Edit ArmiGroup Title
» Arm/Group Description

Treatment (Ipilimumab)
Patients receive ipilimumab IV over...

All-Cause Mortality

Treatment {Ipilimumab)
Affected / at Risk (%)

Edit Total

2/10 (20%)

¥ Serious Adverse Events

Treatment {Ipilimumab)
Affected / at Risk (%) # Events
Edit Total 1/10 (10%)
Edit Gastrointes... Diarrhea ~* 1/10 (10%) 1
* Indicates events were collected by non-systematic methods.
A Term from vocabulary, CTCAE (4.0)
Add Serious Adverse Event
¥ QOther (Not Including Serious) Adverse Events
Edit Frequency Threshold for Reporting Other Adverse Events 5%
Treatment {Ipilimumab)
Affected / at Risk (%) # Events
Edit Total 10/10 (100%)
Edit Skin and su... Pruritus ** 410 (40%) 4
Gastrointes... Diarrhea ** 610 (60%) 1
Skin and su... Skin and subcutaneous tissue disorders - Other [1=* 4/10 (40%) 4
General dis... Fatigue =* 4110 (40%) 4
General dis... Fever =A 3110 (30%) 3
Musculoskel. .. Myalgia = 3110 (30%) 5
Skin and su... Dry Skin = 1/10 (10%) 1

Refer to template:
http://prsinfo.clinicaltrials.gov/results table layout/DataEntryTable SAEForm.pdf

http://prsinfo.clinicaltrials.gov/results table layout/DataEntryTable FregAEForm.pdf



http://prsinfo.clinicaltrials.gov/results_table_layout/DataEntryTable_SAEForm.pdf
http://prsinfo.clinicaltrials.gov/results_table_layout/DataEntryTable_FreqAEForm.pdf

Module

Can bulk upload
Adverse Events

1. Click
Download
/Upload

2. Download
Excel
template
and fill out

. Click upload

Double
check
results

B~ W

4: Adverse Events

ClinicalTrials.gov PRS
Protocol Registration and Results System
Home > Record Summary > Results Section > Adverse :Events

Paclitaxel Poliglumex and Estradicl in Treating Patients With Stage IV Prostate Cancer

ID: CDRODOC: Eiz

" Results Gnr‘Tmn Download/Upload

Adverse Events Overview

Sort... Definitions

L

Additional Description
Source Vocabulary Name CTCAE (3.0)

Time Frame  While on study agents

A B T D E F G H
his fils of "Serious” or "Other” adverse svent ted by the Clini
|CAUTION: Do not change the column headers (names or placement) or a subsequent upload will nct work
olumn A [adverseEventType) must contain either "Serious” in every row or "Other” in every row

Calumr B (assessmantType) may be biank (indicates use table dafault) or or
| g€ (additionalDescription) may be blank
ﬁn (organSystemName) must contain ane of the Organ System opticns listed in http?
7 _|# Column E (sourceVocabulary) maybe blank (indicates use table default)
& |#Column F (term) - should not be biank and should contain the name of the adverse event
9 |#Column G (truncated-arm-name{numEvents}) - may be blank
10 |# Column H (truncated-arm-name{numsubectsftectzd}) - should not be blank and should contain a number

20V Protocol Registration and Results System (PRS)

sovfresults_definition

T ] |2 # corumn | (rruncatec-arm-name{numSubjectsattisi) - may be blank (indicates use tabie default)

12 # etc_ previous three columns repeated for each Arm/Group.
13 |# Upon upload, the contents of this file will completely replace the corresponding adverse event table in the PRS.
1a s

Download Adverse Event Tables from

. Acetaminophen &
Serious s h

* Adverse Event Type: |

15 term d

16

* File Format: 0 Excel Workbook |

19

Download 2

Upload Adverse Events to PRS

* Filename:

* Adverse Event Type: ) Serious

No file selected

©) Other (Not Including Serious)

* File Format: ) Excel Workbook ( xlsx) Excel 97-2003 Workbook (.xls) © Tab Separated Values ( txt)

For multi-sheet Excel workbooks only, Worksheet Name:

Upload |

gy




Last Two Sections

* Limitations
and Caveats

e More
Information

— Certain
agreements

— Points of
Contact

ID: CDROODD479150

Everolimus and Imatinib Mesylate in Treating Patients With Metastatic or Unresectable Kidney Cancer

Edit Limitations and Caveats

Definitions

Overall Limitations and Caveats: Characters remaining: 81

Our phase |l study closed after the first stage of accrual due to an insufficient number of participants who remained
progression-free at 3 months, per the study design.

I appropriate, please describe limitations of the trial.
Examples: Early termination leading to small numbers of subjects analyzed: Technical problems with measurement leading to unreliable or
uninterpretable data,

I(a | Cancel

More Information

" Results Section

Certain Agreements
Principal Investigators are NOT employed by the organization sponsoring the study.

There is NOT an agreement between the Principal Investigator and the Sponsor (or its agents) that restricts
the PI's rights to discuss or publish trial results after the trial is completed.

Results Point of Contact

Name/Official Title: Christopher W. Ryan

Organization: Oregon Health and Science University
Phone: 503-494-1951

Email: ryanc@ohsu.edu




Finished with Results Entry

 When you're all finished with results entry we
recommend
— Have a second person (ideally the Pl and/or Biostatistician)

review it
* Mistakes can be embarrassing

— You can export a RTF or PDF version of the entire
registration & results data if they are not comfortable
navigating in CT.gov

Cpen | Protocol Section
Identifiers: NCTO037 09 Unique Protocol ID: COROD00479150 Secondary IDs: OHSU-30L-05108-LM, FWAOD000161, OHSU-1754

Brief Title:_Everolin._; and Imatinib Mesylate in Treating Patients With hMetastatic or Unresectable Kidney Cancer
Complete, Approve then Release the record and it will then go into
PRS Review (QA) [

|In Progress ==p Entry Completed == Approved ==p Released ==p PRS Review s Public|

— a
Next Step: Release record | Release... | \
|




ClinicalTrials.gov PRS QA Process

ClinicalTrials.gov q Data provider

Focus of the QA process is on staff reset record Inputs Results &
logic, internal consistency, to ‘In Progress’ an Releases the
apparent validity, meaningful gOt'f'eS QtA Record
entries and formatting omments

ClinicalTrials.gov QA
Staff post data on

public website
4 ClinicalTrials.gov
Are there QA conducts QA

Issues with the staff review of

results? ‘ data (30 days)



ClinicalTrials.gov PRS QA Process

The QA Process can take a
while, especially if it
happens multiple times

The more accurate,
complete and specific the
results are, the quicker the
process will go

To review the comments,
login to PRS and select PRS
Review Comments under
the Records menu.

Or select the study record
and there’s a red flag with
link upper right under
Record Status.

[Records- Accounts = Help - J

New Record

PRS Review Comments
Upload Record (XML}
Upload from NCI CTRP

[ IFall |

Admin only:
Planning Report
Recerd Status
|In Progress == Entry Completed ==& Approved ==& Released == PRS Review ==+ Public
Reset to In-Progress...
Record Owner: LFournier _=7| Access List: [murphbl, jaboin] Edit
Last Update: 09/17/2018 13:14 by murphbl _=1 Upload: Allowed Edit

Initial Release: 09/14/2018 PRS Review: ||ng Review Comments| Review Histol

Last Release: 09/17/2018 Receipt (PDF)

Public Siy
FDA Non-ACT (Phase 1 study) @

g

st Public Release: 09/17/2018 View on ClinicalTrials.gov.




ClinicalTrials.gov PRS QA Process

I
Exal I I p | e 1 . Add Statistical Analysis 1
2. Secondary QOutcome

] ) Edit . i ;
° M e aS u re 2. Secondary Outcome Measure [Posted]: Second-line Progression F| Title:  Second-line Progression Free Survival
» Description:  Time to disease progression from start of second-line experimental reg...

Measure Second-line Progression Free Survival Delete . . B
I ypeS n eEd Tile 9 cons Time Frame:  Upon completion of follow-up, for an average of 99 days following the initiation of study
; : freatment
Measure Time to disease progression from start of second-ine
Description  Evaluation Criteria in Solid Tumors Criteria (RECIST v Safety Issue? No
O e disappearance of all target lesions; Partial Response (
Progressive Disease (PD), >= 20% increase in the su
0 (P ~ Qutcome Measure Data ¥ @ 2 Notes

sufficient shrinkage to qualify for partial response nor §

C 0 n S I Ste nt Time Frame  Upon completion of follow-up, for an average of 99 day » Analysis Population Description

Safety No

1 h Issue?
Wlt O u tCO m e Arm/Group Title FOLFIRI With Erlotinib FOLFOX With Erlofinib

Analysis Population Description — Explanation of how the number

d - = to treat, or another method. Also provides relevant defails such as imp) » Arm .i'Gr[)up Description
eS C rl ptl O n Reporting Groups 4 NOTE : An entry in Arm/Group 4 NOTE : An entry in Arm/Group
Description Description is recommended. Description is recommended.
FOLFIRI With Erlotinib - Number of Participants 10 1
FOLFOX With Erlotinib R evise d to Analyzed
- Median (95% Confidence 83 (15t0 127) 125 (—to )
Validation Messages Interval)
@ NOTE : An entry in Amm/Group Description is recommended. Units: Days

@ NOTE - An entry in ArmyGroup Description is recommended.

SColanse secton T

FOLFIRI With Erlotinib FOLFOX With Erlotinib

Number of Participants Analyzed 9 1
Second-line Progression Free Survival

. G3 125
[units: Days]

Comments [2] :

It appears that the Measure Type of Number is incorrect. If reporting the average time to progression, then please provide the appropriate Measure
Type (e.g., Mean, Median, etc.) and Measure of Dispersion/Precision (e.g., Standard deviation, Full Range, Confidence Interval, etc.). Please review and
revise as appropriate.




ClinicalTrials.gov PRS QA Process

 Other common QA issues

— Totals should match with actual enrollment
specified in registration, else explain.

— Outcome title and/or description need to
e very specific to fully understand what is
peing measured

— If you have questions regarding your
comments, you can email ClinicalTrials.gov
register@clinicaltrials.gov



mailto:register@clinicaltrials.gov

ClinicalTrials.gov PRS QA Process

« What if | don't have the data?

— Studies that terminated early - can enter
(OS)

— Or - apply for an extension if you think you
will get the data

— Secondary outcomes can be posted later
(but must be posted within 12 months of
overall)

« Better to post what you have by due
date, than be late.



Overall Tips & Tricks

« Remember to Save your work, or Cancel if discarding

« Journal publications can be more detailed/expansive than
results posted to ClinicalTrials.gov, however...
— Results should be consistent and congruent across platforms.

— If publishing after posting results, update results in the PRS to
ensure they are consistent with publication

 Ensure units and scales are labeled, consistent, understandable

« Use simple outcome titles and avoid using verbs (e.g. “To
determine...”) in descriptions

— Focus on what is measured and not why

* You are not required to address all PRS-generated “Notes”
before submitting results, however:

— Warnings, errors, and PRS Review Comments must be addressed
 Expand and define acronyms upon first use within results




Overall Tips & Tricks

* |Itis OK to disagree with and discuss
PRS Review Comments and errors

— Email register@clinicaltrials.gov and
reference the trial NCT#

— Corresponding analyst can leave notes for
the next analyst to review

* Notes will only be reviewed by next analyst
after the record has been released again



mailto:register@clinicaltrials.gov

Overall Tips & Tricks

» Editing record data in the PRS does NOT
automatically update ClinicalTrials.gov

— Mark ENTRY COMPLETE when changes to data
are done

— Record Owner or Responsible Party has to log
in, review, and APPROVE the record

— Responsible Party has to log in, review and
RELEASE the record

— PRS analysts have to perform PRS REVIEW
(minor revisions take 2-5 days) and will push to
ClinicalTrials.gov ONLY IF there are no errors,
warnings, or PRS Review Comments to issue




Overall

* Reviset
helpint

— Examp

Tips & Tricks

ne Record Verification Date to
ne release of a record

e: An advisory PRS Review

Comment is disagreed upon by the PI
and no other data should be altered.
Without changes to PRS Review
Comments the system won'’t let you
release the record.

* Modify the Record Verification Date under
the Protocol Section - Study Status, then
mark data entry complete and release



Overall Tips & Tricks

» Utilize the record Access List to
delegate PRS maintenance and results
reporting

— Consider adding co-investigators, study team members,
partnering biostatisticians

— Apply for an individual PRS account via
https://clinicaltrials.gov/ct2/apply-account-
individ?indivAccount=true

— For cancer-studies, email ctrp-admin@ohsu.edu for a PRS

account.
Record Owner. - = Access List: [] Edit _
Last Update: 10/16/2018 15:21 by Upload: Allowed Edit
= - Record Reset |[ag Review Comments
Initial Release: 05/14/2015 Frln s Corrections Expected: 12/09/2018 Review History
Initial Results Release: 10/16/2018 Public Site: Last Public Release: 05/15/2015 View on ClinicalTrials gov
Last Release: 10/16/2018 FDAAA: Probable ACT @

Receipt (PDF)


https://clinicaltrials.gov/ct2/apply-account-individ?indivAccount=true
mailto:ctrp-admin@ohsu.edu

Overall Tips & Tricks

* Make updating of PRS records routine

— Follow FDA update timeline requirements:
https://clinicaltrials.gov/ct2/manage-recs/fag#fr_23

— Small, consistent updates throughout trial
conduct make study completion and results
reporting easier

* |f managing multiple Pl/department records,
consider performing systematic updates across the
calendar month

* Log in to https://register.clinicaltrials.gov and
always check PRS “Problems” column (far right)



https://clinicaltrials.gov/ct2/manage-recs/faq#fr_23
https://register.clinicaltrials.gov/

Overall Tips & Tricks

o Utilize the Record Status dashboard

— See if analysts consider the study an
Applicable Clinical Trial (ACT)

— See when analysts expect you to make
corrections (in response to review
comments), submit study results, etc.

Record Owner: - = Access List:

Last Update: 10/16/2018 15:21 by Upload:
EI

PRS Review:

Initial Release: 05/14/2015

Initial Results Release: 10/16/2018 Public Site:
10/16/2018 FDAAA:

Last Release: Receipt (PDF)

Results Expected: No later than December
30, 2015 4=

All Results Expected: No later than December _
30,2015 @

[l Edit
Allowed Edit

Record Reset |y Review Comments
Corrections Expected: 12/09/2018 Review History _

Last Public Release: 05/15/2015 View on ClinicalTrials.gov

Probable ACT @ _




Overall Tips & Tricks

* Get support and ask questions!

— Email John Hicks at hickjo@ohsu.edu if
you have questions about an OHSU
investigator-initiated trial (IIT) with
ClinicalTrials.gov

» Coming soon! Clinical Research Services
Office (CRSO) support webpage and
resources for ClinicalTrials.gov

— Email Knight Cancer Institute (ctrp-
admin@ohsu.edu) with any questions
about cancer studies



mailto:hickjo@ohsu.edu
mailto:ctrp-admin@ohsu.edu

References and Additional Resources

. Clinicaltrials.gov information general results info: https://www.clinicaltrials.gov/ct2/about-site/results
. Clinicaltrials.gov information detailed results info: https://clinicaltrials.gov/ct2/manage-recs/how-report
. Questions?

- ClinicalTrials.gov staff - register@clinicaltrials.gov
- Oncology/Cancer Studies (Knight Cancer Institute) - ctrp-admin@ohsu.edu
- Non-cancer - OCTRI {Contact??}
. FDAAA & Elaborations of Definitions: https://www.clinicaltrials.gov/ct2/manage-recs/fdaaa

. CMS - Mandatory Reporting of NCT #s on Medicare Claims Q&A https://www.cms.gov/Medicare/Coverage/Coverage-with-Evidence-
Development/Downloads/Mandatory-Clinical-Trial-Identifier-Number-QsAs.pdf

. PRS User's Guide XML section (must be logged in to PRS to access)
https://register.clinicaltrials.gov/prs/app/template/ReferenceGuide.vm?popup=true&uid=U0000W 56 &ts=3&cx=-pflazb#xml

. OHSU Knight Clinical Trial Registration Information Page:
https://bridge.ohsu.edu/research/knight/resources/kcto/SitePages/Knight%20Clinical%20Trials%205tudy%20Registration.aspx

. Emails: (cancer) Knight CRQA CTRP/CT.gov staff ctrp-admin@ohsu.edu
. Emails: (non-cancer) Non-cancer hickjo@ohsu.edu

. OHSU policy for Non-cancer IIT trial registration
https://bridge.ogsu.edu/community/rate/Shared%2ODocumentS/OHSU_PoIicy_CIinicaITriaIs_Investigatorlnitiated_RegistrationReporti
ng_20181114.pdf

. OHSU RAIN (Research Administration Information Network): https://02.ohsu.edu/research-administration-training-education/research-
administration-information-network/index.cfm

Some of the slides were adapted with permission from the work of the Clinical and Translational Science Awards (CTSA) program’s Clinical
Trials Registration Workgroup of the Regulatory Knowledge Key Function Committee. Original slides available at Harvard Catalyst
https://catalyst.harvard.edu/programs/regulatory/clinical-trial-reg.html

The Clinical and Translational Science Awards Program (CTSA) is part of the Roadmap Initiative, Re-Engineering the Clinical Research
Enterprise and is funded by the National Center for Advancing Translational Sciences (NCATS), National Institutes of Health (NIH).


https://www.clinicaltrials.gov/ct2/about-site/results
https://clinicaltrials.gov/ct2/manage-recs/how-report
mailto:register@clinicaltrials.gov
mailto:ctrp-admin@ohsu.edu
https://www.clinicaltrials.gov/ct2/manage-recs/fdaaa
https://www.cms.gov/Medicare/Coverage/Coverage-with-Evidence-Development/Downloads/Mandatory-Clinical-Trial-Identifier-Number-QsAs.pdf
https://register.clinicaltrials.gov/prs/app/template/ReferenceGuide.vm?popup=true&uid=U0000W56&ts=3&cx=-pf1azb#xml
https://bridge.ohsu.edu/research/knight/resources/kcto/SitePages/Knight Clinical Trials Study Registration.aspx
mailto:ctrp-admin@ohsu.edu
mailto:hickjo@ohsu.edu
https://bridge.ohsu.edu/community/rate/Shared Documents/OHSU_Policy_ClinicalTrials_InvestigatorInitiated_RegistrationReporting_20181114.pdf
https://o2.ohsu.edu/research-administration-training-education/research-administration-information-network/index.cfm
https://catalyst.harvard.edu/programs/regulatory/clinical-trial-reg.html
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