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Statement of purpose

* To enhance accountability and transparency, the Food and Drug
Administration (FDA), National Institutes of Health (NIH) and
International Committee of Medical Journal Editors (ICMJE) require
certain clinical trials to be prospectively registered with
Clinicaltrials.gov.

 This guide is designed to aid that process by providing definitions
and guidance for all data elements in Clinicaltrials.gov.

* Not all trials fall under the same regulations or require the same
record elements, so talk to your clinical trial compliance administrator
if you have questions.



New users

« If you are new to Clinicaltrials.gov, email Kasandra Lambert at kvlamb2@uky.edu (UK
Clinical Trial Compliance Administrator) to establish a login and password.

* You will receive an automated email message from CT.gov informing you that your
credentials have been created. Click the link in that email to login. You will be taken to the

following screen:

ClinicalTrials.gov PRS

Protocol Registration and Results System

Login

Welcome to the ClinicalTrials.gov Protocol Registration and Results System (PRS).

QOrganization
Cne-word organization name assigned by PRS (sent via email when account was created)

Username:
Password | Forgot password

| Login |

« The organization will always be “UKentucky”. Enter your login (listed in the email) and the
temporary password and select “Login.”


mailto:kvlamb2@uky.edu

First time login

 You will now see the following screen upon login:
ClinicalTrials.gov PRS

Protocol Registration and Results System

P L

- /\
LIUICK LINKS . ; _
New Record [ Recc:rds( Accounts v)-lelp - |

Admin Quick Reference

Problem Resolution Guide

L

» Select the “Accounts” tab, then “change password” to create your own
unique password

* If you forget your password, please email Kasandra Lambert at
kvlamb2@uky.edu



mailto:kvlamb2@uky.edu

Creating a new record

 To create a new record, select “New Record” in the upper left-
hand corner of the screen:

ClinicalTrials.gov PRS

Protocol Registration and Results System

[ Records + Accounts ~ Help ~ |

Admin Quick Reference

Problem Resolution Guide

™




Creating a new record

» Having selected “new Record”, you will see the following screen:

Help Definitions

* Organization's Unique Protocol ID: UK IRB# here

* Brief Title:

Special Characters

[*1 Acronym:
(if any) If specified, will be included at end of Brief Title in parentheses.
*Study Type: O Interventional (or clinical trial) — participanis assigned to intervention(s) based on a protocol

O Observational participants not assigned to intervention(s) based on a protocol; typically in context of routine care

O Expanded Access availability of an experimental drug or device outside of a clinical trial protocol

| Continue | | Cancel * Required
. * § Required if Study Start Date is on or after January 18, 2017
[¥] Conditionally required (see Definitions)

» Please use your IRB approval number for the “Organization’s Unique Protocol ID.”
« Answer the remaining questions on this page

* The system will generate the required data elements and you can continue registering
your study.



Basic Navigation

1. Select “open” to enter a record section

Spelling Preview Draft Receipt (PDF RTF)

@’rotocol Section
Identifiers:

Brief Title:
Module Status:

Study Identification:
Study Status:
Sponsor/Collaborators:
Oversight:

Study Description:
Conditions:

Study Design:

Arms and Interventions:
Outcome Measures:
Eligibility:
Contacts/Locations:
IPD Sharing Statement:
References:

LR SN W Y

Download XML |Admin Only: Cc

1 Note

¥ 2 Notes
¥ 1 Note

2. Click “edit” to make changes to that section

tudy Status

Record Verification: May 2019
Overall Status: Recruiting
Study Start: February 1, 2017 [Actual]
Primary Completion: June 30, 2021 [Anticipated]
Study Completion: December 31, 2021 [Anticipated]

3. Select “save” at any point to save data entered. Select
“cancel” to exit the data element without saving.

| save| |cCancel

The record can be opened and closed as often as
necessary to complete the data entry.

“Errors” and “major issues” will prevent your record
from being released or approved. “Notes,” “warnings,”
and “advisory issues” are less critical.



Study ldentification

Help Definitions

* Organization's Unique Protocol 1D: |

* Brief Title:
& NOTE: A title this short may not be sufficiently descriptive.

[*] Acronym:

:'f any) If specified, will be included at end of Erief Title in parentheses.

* § Official Title:

[*] Secondary IDs:

:If any] + Add Secondary ID

| Save | | Canceal * Requirad
= § Required if Study Start Date is on or after January 18, 2017

["‘] Conditionally required {see Definitions)

Unique Protocol Identification Number
Definition: Any unique identifier assigned to the protocol by the sponsor.

+ This will typically be your study’s IRB number unless otherwise stated

Brief Title

Definition: A short title of the clinical study written in language intended for the lay public. The
title should include, where possible, information on the participants, condition being
evaluated, and intervention(s) studied.

Limit: 300 characters.

» This is equivalent to a short running title for a manuscript

Acronym
Definition: An acronym or abbreviation used publicly to identify the clinical study, if any.
Limit: 14 characters.

+ Examples include: PROVE-IT, HOPE, ENHANCE

Official Title
Definition: The title of the clinical study, corresponding to the title of the protocol. Limit: 600
characters.

Secondary IDs
For more on secondary IDs, see the next slide



Study Identification
(Secondary IDs/grant numbers)

+ Secondary IDs
Definition: An identifier(s) (ID), if any, other than the organization's Unique Protocol
Identification Number or the NCT number that is assigned to the clinical study. This
includes any unique clinical study identifiers assigned by other publicly available
clinical trial registries. If the clinical study is funded in whole or in part by a U.S.
Federal Government agency, the complete grant or contract number must be
submitted as a Secondary ID. Limit: 30 characters.

When you select the “Add secondary ID” tab, the following will appear on screen:

If you’re entering an NIH grant, this number will link your CT.gov record

Select Secondary 1D Type: to your grant number and will cross-reference with NIH RePORTER.

U5 NIH Grant/Contract Award Number
Other Grant’/Funding Number

Registry Identifier

EudraCT Number

Other Identifier

Add Cancel




Study Identification — Common Issues

» Most likely issues with this data element:

» Very short “brief titles” will typically result in a “note” flag questioning if the title is
descriptive enough.

» Resolution of this is at the discretion of the investigator

« “Official title” is very short. This title should describe the study in a very detailed
manner.

 Short titles here will also likely get flagged and will need resolved to submit the
record.

* If you list a collaborator such as NIH in the “Sponsor/Collaborator” element as being a
funding agency but have not listed an NIH grant # as a Secondary ID in this section,
the PRS review will create and “Error” message and the record cannot be submitted
until this error is resolved.



* Record Verification Date
Stu d Stat u s Definition: The date on which the responsible party last verified the clinical
study information in the entire ClinicalTrials.gov record for the clinical study,
even if no additional or updated information is being submitted.
* You must interact with your study record at least once a year. Any time

you open the record, review it, and change this date to reflect your
interaction with the database.

Help Definitions

....................... « Overall Recruitment Status

“Record Verlfication Date:  Month: [ January v| Year:[2018 Definition: The recruitment status for the clinical study as a whole. If at least
- Overall Recruitment Status:  —Soea ; one facility in a multi-site clinical study has an Individual Site Status of
Before selecting Suspended, Terminated or Withdrawn see the Overall Recruitment Status definition . "ReCrUItlng," then the Overa” Recru”:ment Status for the Study muSt be

"Recruiting." Select one:

* Not yet recruiting: Participants are not yet being recruited

Tip: Day is not required for Anticipated dates.

" § Study Start Date:  Month: | -Select- | Day: | Year: | Type: |-Select- v
Date study is open for recruitment (Anticipated) or date first participant is enrolled (Actual) * Recruiting: Participants are currently being recruited, whether or not any participants have yet been
enrolled
* Primary Completion Date:  Month: | -Select— 7| Day: | Year | Type: [ -Select- +

« Enrolling by invitation: Participants are being (or will be) selected from a predetermined population
» Active, not recruiting: Study is continuing, meaning participants are receiving an intervention or being

Final data collection date for primary outcome measure.

* § Study Completion Date: ~ Month: |~Select~ 7| Day: | Year | Type: [~Select— * examined, but new participants are not currently being recruited or enrolled
Final data collection date for study. «  Completed: The study has concluded normally; participants are no longer receiving an intervention or
being examined (that is, last participant’s last visit has occurred)
| Continue | Back Quit * Required . .
- = * § Required if Study Start Date s on or after January 18, 2017 + Suspended: Study halted prematurely but potentially will resume
[7] Condiionaly required (see Definiions) «  Terminated: Study halted prematurely and will not resume; participants are no longer being examined

or receiving intervention
*  Withdrawn: Study halted prematurely, prior to enroliment of first participant

+ If a study is withdrawn, the following text box will appear:

*  Why Study Stopped
Limit: 160 characters.
Definition: A brief explanation of the reason(s) why such clinical study was
stopped (for a clinical study that is "Suspended," "Terminated," or
"Withdrawn" prior to its planned completion as anticipated by the protocol).
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* Record Verification Date:

* Overall Recruitment Status:

* § Study Start Date:

* Primary Completion Date:

* § Study Completion Date:

Study Status

Help Definitions

Month: | January ¥ Year: 2018

--Select-- v

Before selecting Suspended, Terminated or Withdrawn see the Overall Recruitment Stafus definition .

Tip: Day is not required for Anticipated dates.

Month: | --Select-- v Day: Year: --Select-- v
Date study is open for recruitment (Anticipated) or date first parficipant is enrolled (Actual)

Month: | --Select—- v Day: Year: Type: |--Select—- v
Final data collection date for primary outcome measure.
Month: | -Select- » Day: Year: Type:  --Select—- ¥
Final data collection date for study.
* Required

* § Required if Study Start Date is on or after January 18, 2017
[] Conditionally required (see Definitions)

Study Start Date
Definition: The estimated date on which the clinical study will be open for
recruitment of participants, or the actual date on which the first participant was
enrolled.
* Note: "Enrolled" means a participant's, or their legally authorized representative’s,
agreement to participate in a clinical study following completion of the informed
consent process. Potential participants who are screened for the purpose of

determining eligibility for the study, but do not participate in the study, are not
considered enrolled, unless otherwise specified by the protocol.

Primary Completion Date

Definition: The date that the final participant was examined or received an
intervention for the purposes of final collection of data for the primary outcome,
whether the clinical study concluded according to the pre-specified protocol or
was terminated. In the case of clinical studies with more than one primary
outcome measure with different completion dates, this term refers to the date
on which data collection is completed for all of the primary outcomes.

Study Completion Date

Definition: The date the final participant was examined or received an
intervention for purposes of final collection of data for the primary and
secondary outcome measures and adverse events (for example, last
participant’s last visit), whether the clinical study concluded according to the
pre-specified protocol or was terminated.

Type: “Anticipated” dates must be in the future. “Actual” dates should reflect the dates in which the study status changed.



Study Status — Common Issues

This section will generate 90% of the errors with a study record prior to completion of the recruitment process.

* The most common issues are:

« Entering an “anticipated” start date and have the study listed as “not yet recruiting” when the study record is created,
then having that start date pass. The system will flag the record indicating the “anticipated” start date has past but the
study is still listed as “not yet recruiting”.

« If you have begun recruiting, make sure to sign in and change the “recruiting status” to “recruiting” and change the
anticipated start date to the date the first subject signed their consent. Then change the date “type” to “actual” from
“anticipated”. You will also need to change the recruiting status in the “Contact/Location” data element to “recruiting”.

« If the study still has not started, simply adjust the “anticipated start date” to some point in the future

 The same issue can arise at the end of the study were the “primary completion date” will pass; however, the ”overall
recruiting status” will still be listed as “recruiting”.

* If the study is still ongoing, simply move the “primary completion date” and “study completion date” to some new anticipated
end point in the future.

« If the study has reached its recruiting goals, change the recruitment status to either “active, no longer recruiting” meaning the
last subject has been recruited but data is still being collected, or

« “complete” , meaning the study has collected its final endpoint data and adjust the completion dates from anticipated dates to
actual dates. Once the study is compete, the system will expect data to be enter in one year for Applicable clinical trials.



Sponsor/Collaborator

- Responsible Party by Official Title

Responsible Party. :Z%E.Eff%ijfﬁ:;;Z::c.,,a‘ T e e R T Ry P e e T D Sz Def|n|t|on An ir.]dication of \N.he’Fher.the relsponsible.party is the sponsor, the
invsaigator Narm [Ussmarmak: [-Seies ; sponsor-investigator, or a principal investigator designated by the sponsor
e e e e s s oy s | 1O D€ the responsible party. Sponsor: The entity (for example, corporation
| | — Investigator notin list?  Incorrect name format? or agency) that InltlateS the Study
nvestigator Official Title:
Investgatr Afaton: Universty of Kentucky » Principal Investigator: The individual designated as responsible party
+ Sponcor. | Dnversy of Koy by the sponsor (see Note)

Primary organization conducting study and associated data analysis (not necessarily a funding source).

+ Sponsor-Investigator: The individual who both initiates and
conducts the study

Organization(s) providing support: funding, design, implementation, data analysis or reporting.
Required by International Committee of Medical Journal Editors (ICMJE) and World Health Organization (WHO)
Enter only the organization name.

Collaborators: ‘

The University of Kentucky will never be the responsible party. The
responsible party will always be the principal investigator or the sponsor-
investigator. If the study has an external sponsor (e.g. a pharmaceutical
compny) the study will be listed under that organization’s CT.gov
account.

If this is an investigator-initiated study at UK,
choose Sponsor-Investigator and list the PI.
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Sponsor/Collaborator

Investigator Information
If the Responsible Party by Official Title is either "Principal Investigator" or "Sponsor-Investigator," the following is
required:
Investigator Name: Name of the investigator, including first and last name
Investigator Official Title: The official title of the investigator at the primary organizational affiliation
Limit: 254 characters.
Investigator Affiliation: Primary organizational affiliation of the individual;
Limit: 160 characters. Must be the University of Kentucky. If the responsible party is not affiliated with UK, the
study must be registered with that individual’s institutional CT.gov registry, not UK’s.

Collaborators

Definition: Other organizations (if any) OUTSIDE THE UNIVERSITY providing support. Support may include funding,
design, implementation, data analysis or reporting. The responsible party is responsible for confirming all collaborators
before listing them.

Any listed collaborator must be included in the “Secondary ID” box in the Study Identification element, otherwise the
PRS review will return an error message

16



Oversight

Edit Oversight

Help Definitions

*§ U.S. FDA-regulated Drug: |--Select--v

Studying one or more U.S. FDA-regulated drug or biologic products?
For more information see the "Elaboration” in the Applicable Clinical Trial (ACT) Checklist (PDF).

* § U.S. FDA-regulated Device: | --Select--v

Studying one or more U.S. FDA-regulated device products?
For more information see the "Elaboration” in the Applicable Clinical Trial (ACT) Checklist (PDF).

*U.S. FDA IND/IDE: |--Select--v
(Not public) Studying drug/device product with U.S. FDA Investigational New Drug (IND) Application or Investigational Device Exemption (IDE)?

* Human Subjects Protection Review: Board Status: | --Select—- v

Data Monitoring Committee:  --Select-- v

FDA Regulated Intervention: | --Select-- v

Cancel | * Required
o —

*§ Required if Study Start Date is on or after January 18, 2017
[*] Conditionally required (see Definitions)

The key question to ask regarding the statements : "US FDA-

requlated drug” and “US FDA regulated device” is not whether you're
using an FDA regulated product but rather are you studying an FDA
regulated product. The answer to either statement is only yes if your

outcomes are based on the performance of that substance or device.

Ex: a new device trial requires local anesthesia prior to placement.
The answer to “US FDA regulated drug” is no even though your are
providing an FDA regulated drug because your outcomes are based
on the device performance.

ggug_ies) a U.S. FDA-regulated Drug Product (Optional for Observational
udies

Definition: Indication that a clinical study is studying a drug product (including a
biological product) subltect to section 505 of the Federal Food, Drug, and
Cosmetic Act or to section 351 of the Public Health Service Act.

ggug_ies) a U.S. FDA-regulated Device Product (Optional for Observational
udies

Definition; Indication that a clinical study is studying a device product subject to
section 510(k), 515, or 520(m) of the Féderal Féod, Drug, and Cosmetic Act.

* If you are using an FDA-regulated device product, click here for further
information

Investigational New Drug Application (IND)/Investigational Device
Exemption (IDE) Information (Optional for Observational Studies

Definition: Complete the following information regarding an IND or IDE for the
clinical study as defined under U.S. Food and Drug Administration (FDA)
regulations in 21 CFR 312.3 or 21 CFR 812, respectively.

e If you're using an IND/IDE, click here for further information

Human Subjects Review )

Definition: Sfudies must have approval (or be exempt, as appropriate) from a
Human Subjects Protection Review Board prior to the enrollment of the first
participant to be eligible for registration. A study may be submitted for registration
prlgtr to aptproval by the review board so long as the'study is not yet recruiting
participants.

*  For human subjects review, click here for further information

Data Monitoring Committee o ) )
Definition: Indicate whether a data monitoring committee has been appointed for
this study. The data monitoring committee (board) is a group of independent
scientistS who are appointed to monitor the safety and scientific integrity of a
human research intervention, and to make recommendations to the Sponsor
regarding the stopping of the trial for efficacy, for harms or for futility. The
composition of the committee is dependent upon the scientific skills and
knowledge required for monitoring the particular study. Select Yes/No.

FDA Regulated Intervention ) ) ) .

Definition: Indicate whether this study includes an intervention subject to U.S.
Food and Drug Administration regulation under section 351 of the Public Health
Service Act or ang of the following sections of the Federal Food, Drug, and
Cosmetic Act: 505, 510(k), 515, 520(m), and 522. Select Yes/No.

Section 801 Clinical Trial

Definition: If this study includes an FDA regulated intervention, indicate whether this is an

a p|/I'(\3‘ab|e clinical trial as defined in U.S. Public Law 110-85, Title VIII, Section 801. Select
es/No.
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Oversight
FDA-regulated device product

Studies a U.S. FDA-regulated Device Product (Optional for Observational Studies)
Definition: Indication that a clinical study is studying a device product subject to section 510(k), 515, or 520(m) of the
Federal Food, Drug, and Cosmetic Act.

Device Product Not Approved or Cleared by U.S. FDA (formerly "Delayed Posting")
Definition: Indication that at least one device product studied in the clinical study has not been previously approved
or cleared by the U.S. Food and Drug Administration (FDA) for one or more uses. Select one.

Note: Full posting of registration information will be delayed if "Yes" is selected and the study is an applicable clinical
trial that is required to be registered under 42 CFR 11.22. However, the responsible party may authorize NIH to post
the information using the Post Prior to U.S. FDA Approval or Clearance data element.

Post Prior to U.S. FDA Approval or Clearance
Definition: Authorize NIH to post publicly clinical trial registration information for a clinical study of a device product
that has not been previously approved or cleared (that would otherwise be subject to delayed posting).

Pediatric Postmarket Surveillance of a Device Product
Definition: Indication that a clinical study that includes a U.S. FDA-regulated device product is a pediatric postmarket
surveillance of a device product ordered under section 522 of the Federal Food, Drug, and Cosmetic Act.



Oversight
FDA IND/IDE

Investigational New Drug Application (IND)/Investigational Device Exemption (IDE) Information (Optional for Observational
Studies)

Definition: Complete the following information regarding an IND or IDE for the clinical study as defined under U.S. Food and Drug
Administration (FDA) regulations in 21 CFR 312.3 or 21 CFR 812, respectively.

U.S. Food and Drug Administration IND or IDE
Definition: Indicate whether the clinical study is being conducted under an IND or IDE application filed with the FDA. Select one.
(Will not be made public - for administrative purposes only)

Yes: Clinical study is conducted under an IND or IDE filed with the FDA.

No: Clinical study is not conducted under an IND or IDE filed with the FDA. Includes a clinical study that is “IND exempt” under
FDA regulations in 21 CFR 312.2(b), or is for a non-significant risk device subject to FDA-abbreviated IDE requirements in 21
CFR 812.2(b), or is exempt from the IDE filing requirements in 21 CFR 812.

If there is an IND or IDE filed with the FDA for the clinical study, the following are required:

FDA Center
Definition: The name or abbreviation of the FDA Center with which the IND or IDE is filed. Select one. (Will not be made public -
for administrative purposes only.)

« CDER: Center for Drug Evaluation and Research
« CBER: Center for Biologics Evaluation and Research
« CDRH: Center for Devices and Radiological Health

IND/IDE Number
Definition: IND or IDE number assigned by the FDA Center. (Will not be made public - for administrative purposes only.)

IND Serial Number
Definition: For an IND, the IND serial number, as defined in 21 CFR 312.23(e), if any, assigned to the clinical study. (Will not be
made public - for administrative purposes only.)



Oversight
Expanded access

Availability of Expanded Access

Definition: Whether there is expanded access to the investigational product for patients who do not qualify for enrollment in a clinical trial.
Expanded Access for investigational drug products (including biological products) includes all expanded access types under section 561
of the Federal Food, Drug, and Cosmetic Act: (1) for individual participants, including emergency use; (2) for intermediate-size participant
populations; and (3) under a treatment IND or treatment protocol. Select one.

Yes: Investigational product is available through expanded access
No: Investigational product is not available through expanded access
Unknown: If the responsible party is not the sponsor of the clinical trial and manufacturer of the investigational product

Expanded Access Record NCT Number

Definition: If expanded access is available, the NCT number of the expanded access record. If there is no existing expanded access
record, the responsible party who is both the manufacturer of the investigational drug product (including a biological product) and the
sponsor of the ACT is required to create an expanded access record. (For more information on data requirements for this Study Type,
see Expanded Access Data Element Definitions).



https://register.clinicaltrials.gov/prs/html/expanded_access_definitions.html

Oversight

Human subjects prote

Help Definitions

*§ U.S. FDA-regulated Drug: [-%

*§ U.S. FDA-regulated Device: | --Select- ¥

Studying one or mere U.S. FDA-regulated

For mar

* .S FDA IND/IDE: |-Select-¥

(Mot public) Studying drug/device product with U.S. FDA Investic

* Human Subjects Protection Review:

The following information is requirSte

Data Monitoring Committee: | Yes hd
FDA Regulated Intervention: | Yes v
Section 801 Clinical Trial: | ves v
Save | | Cancel * Required

* § Res d i
[’] Condition

ste is on or sfter January 18, 2017

Board Status: | Request not yet submitted ¥
& study mests each of thegs gl
Board Name
Board Affiliation
Board Contact: Phone:

Email
Address:

a: not required to be registered under 42

Extension:

ction

Human Subjects Review

Definition: Studies must have approval (or be exempt, as appropriate) from a
Human Subjects Protection Review Board prior to the enroliment of the first
participant to be eligible for registration. A study may be submitted for
registration prior to approval by the review board so long as the study is not yet
recruiting participants.

Human Subjects Protection Review Board Status

Definition: Indicate whether a clinical study has been reviewed and approved by
at least one human subjects protection review board or such review is not
required per applicable law (for example, 21 CFR Part 56, 45 CFR Part 46, or
other applicable regulation). Select one.

* Request not yet submitted: Review board approval is required but has not
yet been requested

« Submitted, pending: Review board approval has been requested but not
yet granted

» Submitted, approved: Review board approval has been requested and
obtained

« Exempt: An exemption in accord with applicable law and regulation has
been granted

« Submitted, denied: Review board has denied the approval request

« Submission not required: Review board approval is not required because
the study is not subject to laws, regulations, or applicable institutional
policies requiring human subjects review



Oversight
Human subjects protection

Help Definitions

*§ U.5. FDA-regulated Drug: [-Se
s

*§ U.S. FDA-regulated Device: |--Select-¥
Studyi

*1.5. FDA IND/IDE: |--Select-v
(Mot public) Studying d

* Human Subjects Protection Review: Board Status: | Request not yet submitted .

The following information is required if the study meets each of these criteria: not required to be registered under 4:

Board Name: |
Board Affiliation: |
Board Contact: Phone li Extension l—
Email: |
Address:

Data Monitoring Committes: | Yes
FDA Regulated Intervention: |ves
Section 801 Clinical Trial: |Yes

Board Name: (Medical) Institutional Review Board
Board Affiliation: University of Kentucky
Phone: 859-323-7399
Email: irbsubmissions@uky.edu
Address: Office of Research Integrity
University of Kentucky
316 Kinkead Hall
Lexington, KY 40506-0057

If the study is not an applicable clinical trial that is required to be registered under
42 CFR Part 11, is not funded in whole or in part by the U.S. Government, and is
not conducted under an IND or IDE, then the following information is required:

+ Board Approval Number
Definition: Number assigned by the human subjects review board upon
approval of the protocol. May be omitted if status is anything other than
approved. (Will not be made public - for administrative purposes only.)

+ Board Name
Definition: Full name of the approving human subjects review board. (Will not
be made public - for administrative purposes only.)

* Board Affiliation
Definition: Official name of organizational affiliation of the approving human
subjects review board. (Will not be made public - for administrative purposes
only.)

* Board Contact
Definition: Contact information for the human subjects review board. (Will not
be made public - for administrative purposes only.)

* Phone

« Extension (if applicable)
* Email

* Address


mailto:irbsubmissions@uky.edu

Oversight
Data monitoring and FDA regulated interventions

Edit Oversight

« Data Monitoring Committee

Help Definitions

“§U.S. FDA-reguiated Drug: Ss‘dygus e Defin_ition: Indicate whether a d_ata monit(_)ring commit'gee has been appointed
e esiesses b Bebeai L gl & e T OIS ot P for this study. The data monitoring committee (board) is a group of
"SUS FDATegUae Dovee: -Soecr i bt independent scientists who are appointed to monitor the safety and scientific
ror e e e BT e e She I aen S integrity of a human research intervention, and to make recommendations to
el = U R e B A e e (TR the sponsor regarding the stopping of the trial for efficacy, for harms or for

futility. The composition of the committee is dependent upon the scientific
skills and knowledge required for monitoring the particular study.

* Human Subjects Protection Review: Boarg Status: | -Select--

Data Monitoring Committee: | --Select-- v

FDA Regulated Intervention: | --Select-- v

Cancel * Required .
*§ Required if Study Start Date is on or after January 18, 2017 ° FDA Regulated |ntervent|on

e —— Definition: Indicate whether this study includes an intervention subject to U.S.
Food and Drug Administration regulation under section 351 of the Public
Health Service Act or any of the following sections of the Federal Food, Drug,
and Cosmetic Act: 505, 510(k), 515, 520(m), and 522.

» Section 801 Clinical Trial
Definition: If this study includes an FDA regulated intervention, indicate
whether this is an applicable clinical trial as defined in U.S. Public Law 110-
85, Title VIII, Section 801.



Study Description

Edit Study Description

Help Definitions

* Brief Summary:

Special Characters

Detailed Description:

Avoid duplicating information that will be entered elsewhere, such as Eligibility Criteria or Outcome Measures

| save | | Cancel * Required
*§ Required if Study Start Date is on or after January 18, 2017

1 Conditionally required (see Definitions)

Brief Summary
Definition: A short description of the clinical study, including a brief statement of
the clinical study's hypothesis, written in language intended for the lay public.

Detailed Description

Definition: Extended description of the protocol, including more technical
information (as compared to the Brief Summary), if desired. Do not include the
entire protocol; do not duplicate information recorded in other data elements, such
as Eligibility Criteria or outcome measures.



Study Description — Patient Registries

For Patient Registries: Also describe the applicable registry procedures and other quality factors (for
example, third party certification, on-site audit). In particular, summarize any procedures implemented as
part of the patient registry, including, but not limited to the following:

* Quality assurance plan that addresses data validation and registry procedures, including any plans for
site monitoring and auditing.

« Data checks to compare data entered into the registry against predefined rules for range or consistency
with other data fields in the registry.

» Source data verification to assess the accuracy, completeness, or representativeness of registry data by
comparing the data to external data sources (for example, medical records, paper or electronic case
report forms, or interactive voice response systems).

« Data dictionary that contains detailed descriptions of each variable used by the registry, including the
source of the variable, coding information if used (for example, World Health Organization Drug
Dictionary, MedDRA), and normal ranges if relevant.

+ Standard Operating Procedures to address registry operations and analysis activities, such as patient
recruitment, data collection, data management, data analysis, reporting for adverse events, and change
management.

+ Sample size assessment to specify the number of participants or participant years necessary to
demonstrate an effect.

+ Plan for missing data to address situations where variables are reported as missing, unavailable, non-
reported, uninterpretable, or considered missing because of data inconsistency or out-of-range results.

« Statistical analysis plan describing the analytical principles and statistical techniques to be employed in
order to address the primary and secondary objectives, as specified in the study protocol or plan.



Study Description - Issues

Potential issues:
» The brief description will get flagged if the system reviewer believes the content is too technical.
« Use this section to describe your study proposal/design to a non-scientist.

» The detailed description should not contain:
* Any mention of compensation
 Inclusion/exclusion criteria
* Primary end point details
« Secondary end point details
* No personal pronouns
« Make sure to change “we” to “the investigators” and “you” to “participants”.

* It may be easier to complete the remainder of the registry, then come back to the detailed description.
Having filled in the remaining elements, you’ll be more aware of any duplication that may be noted in this
element.



Conditions/Keywords

* Primary Disease or Condition Being Studied in the Trial, or the Focus of
the Study
Definition: The name(s) of the disease(s) or condition(s) studied in the clinical
study, or the focus of the clinical study. Use, if available, appropriate

oo o oo of iy [ . descriptors from NLM's Medical Subject Headings (MeSH)-controlled
_S_Ejr_c_r'_f.:ggﬁ_.meNa[iona Library of Medicine's Medical Subject Headings, for valid condition terms. VOCabuIary thesaurus or termS from another VOCabuIary, SUCh aS the
Systematized Nomenclature of Medicine—Clinical Terms (SNOMED CT), that

has been mapped to MeSH within the Unified Medical Language System
e (UMLS) Metathesaurus.
*§Rec|.rec if Study Start Date is a'\;ll'.‘as;ta'_amaryw.icﬁ o For a Iink to MeSH, CIiCk here

[*] Conditienally required (se= Definiti
« This will be the same information found in FORMS-E, Human Subjects
and Clinical Trials Information, Section 2.1 “Conditions or Focus of
Study”, also derived from a MeSH search

Keywords: [ 4 add keyword

+ Keywords
Definition: Words or phrases that best describe the protocol. Keywords help
users find studies in the database. Use NLM's Medical Subject Heading
(MeSH)-controlled vocabulary terms where appropriate. Be as specific and
precise as possible. Avoid acronyms and abbreviations.

« This section is identical to keywords used when writing a manuscript.
« Each keyword needs to be on its own line.
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Study Design

Interventional Interventional Study Design

Definition: A description of the manner in which the
clinical trial will be conducted, including the following
information:

T - If your study is not interventional, exit the study
. - design element and select “change” next to

* § Interventional Study Model: |—Select-

intervention prior to selecting “edit” to modify
—— ‘ the study design element

* § Masking: [ participant

 Instructions for Observational and expanded

Investigator

v s access study design will be listed after the

Mone (Open Label)

Intervention Study Design section.

Edit Interventional Study Design

Masking Description:

* § Allocation: | -Select--
Select NiA for single-arm studies.

*§ Enrollment: Number of Subjects: Type: | —Select— ¥

| Save | | Cancel | * Required
— * § Requirsd If Study Start Date iz on or sfter January 18,2017

[¥] Conditionally required (see Definitions)



Study Design

Interventional
Primary purpose

* Study Type:
* § Primary Purpose:

* Study Phase:

* § Interventional Study Model:

Model Description:

Help Definitions

Interventional

--Select-- v
—Select—
Treatment

Prevention » not involve drug or biologic products.

Diagnostic

Supportive Care
Screening

Health Services Research
Easic Science

Device Feasibility

Other

* & Number of Arms: |

* § Masking:

Masking Description:

* § Allocation:

* & Enrollment:

Participant

Care Provider
Investigator
Outcomes Assessor
None (Open Label)

Check all roles that are masked or check None (Open Label).

—-Select- A

Selact NiA for single-arm studies.

Number of Subjects: Type: |-Seleci- ¥

| Save | | Cancel * Required
= § Required if Study Start Date is on or after January 18, 2017

[‘*] Conditionally required {see Definitions)

* Primary Purpose
Definition: The main objective of the intervention(s) being evaluated by the clinical trial. Select

one.

Treatment: One or more interventions are being evaluated for treating a disease,
syndrome, or condition.

Prevention: One or more interventions are being assessed for preventing the development
of a specific disease or health condition.

Diagnostic: One or more interventions are being evaluated for identifying a disease or
health condition.

Supportive Care: One or more interventions are evaluated for maximizing comfort,
minimizing side effects, or mitigating against a decline in the participant's health or function.

Screening: One or more interventions are assessed or examined for identifying a condition,
or risk factors for a condition, in people who are not yet known to have the condition or risk
factor.

Health Services Research: One or more interventions for evaluating the delivery,
processes, management, organization, or financing of healthcare.

Basic Science: One or more interventions for examining the basic mechanism of action
(for example, physiology or biomechanics of an intervention).

Device Feasibility: An intervention of a device product is being evaluated in a small clinical
trial (generally fewer than 10 participants) to determine the feasibility of the product; or a
clinical trial to test a prototype device for feasibility and not health outcomes. Such studies
are conducted to confirm the design and operating specifications of a device before
beginning a full clinical trial.

Other: None of the other options applies.



Study Design

Interventional
Study Phase

Help - Definitions
* Study Type: Interventional
* § Primary Purpose: |--Select-- v

* Study Phase: |M/A v

r‘ct involve drug or biolegic products.

A
* § Interventional Study Model: |Early Phase 1 (or Phase 0)

e Phase 1
Model Description: | phase 1/Phase 2

Phase 2
Phaze 2/Phase 3
Phase 3

*§ Number of Arms: | Phase 4

" § Masking: ) participant
Care Provider

Investigator
QOutcomas Assessor

Mone (Open Label)

Check all roles that are masked or check Mone (Open Labeal].

Masking Description:

* § Allocation: | -—-Select-- v
Select MiA for single-arm studies.

* § Enrollment: Number of Subjects: Type: [—Select— v

| Save | | Cancal * Reguired
g ® § Required if Study Start Date is on or after January 18, 2017

[’] Conditionally required {see Definitions)

Study Phase

Definition: For a clinical trial of a drug product (including a biological product), the numerical
phase of such clinical trial, consistent with terminology in 21 CFR 312.21 and in 21 CFR
312.85 for phase 4 studies. Select only one.

* N/A: Trials without phases (for example, studies of devices or behavioral
interventions).

+ Early Phase 1 (Formerly listed as "Phase 0"): Exploratory trials, involving very
limited human exposure, with no therapeutic or diagnostic intent (e.g., screening
studies, microdose studies). See FDA guidance on exploratory IND studies for more
information.

* Phase 1: Includes initial studies to determine the metabolism and pharmacologic
actions of drugs in humans, the side effects associated with increasing doses, and to
gain early evidence of effectiveness; may include healthy participants and/or patients.

* Phase 1/Phase 2: Trials that are a combination of phases 1 and 2.

* Phase 2: Includes controlled clinical studies conducted to evaluate the effectiveness of
the drug for a particular indication or indications in participants with the disease or
condition under study and to determine the common short-term side effects and risks.

* Phase 2/Phase 3: Trials that are a combination of phases 2 and 3.

* Phase 3: Includes trials conducted after preliminary evidence suggesting effectiveness
of the drug has been obtained, and are intended to gather additional information to
evaluate the overall benefit-risk relationship of the drug.

» Phase 4: Studies of FDA-approved drugs to delineate additional information including
the drug's risks, benefits, and optimal use.
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Study Design

Interventional
Interventional Study Model

* Study Type:
* § Primary Purpose:

* Study Phase:

* § Interventional Study Model:

Model Description:

*§ Number of Arms:

* & Masking:

Masking Description:

* & Allocation:

Help Definitions

Interventional
—-Select-- v

--3elect-- hd

Use "MIA" for trials that do not involve drug or biologic products.

--3elect-- v

Single Group
Parallel
Crossover
Factorial

Sequential

Participant

Care Provider
Investigator
Outcomes Assessor
None (Open Label)

Check all noles that sre maskad or chack Nonea (Open Label).

—Select- v
Select N/A for single-arm studies.

*§ Enroliment: Number of Subjects: Type: [-Select— v

| Save | | Cancel * Required
* § Required if Study Start Diate is on or after January 18, 2017

[*] Conditionally required {see Definitions)

* Interventional Study Model
Definition: The strategy for assigning interventions to participants.

+ Single Group: Clinical trials with a single arm

« Parallel: Participants are assigned to one of two or more groups in parallel
for the duration of the study

» Crossover: Participants receive one of two (or more) alternative
interventions during the initial phase of the study and receive the other
intervention during the second phase of the study

* Factorial: Two or more interventions, each alone and in combination, are
evaluated in parallel against a control group

+ Sequential: Groups of participants are assigned to receive interventions

based on prior milestones being reached in the study, such as in some dose

escalation and adaptive design studies

* Model Description

Definition: Provide details about the Interventional Study Model. Limit: 1000

characters.
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Study Design

Interventional
Number of Arms, Masking, Masking description, Allocation

* Study Type:

= § Primary Purpose

* Study Phase:

* & Interventional Study Model

Model Description:

* § Number of Arms

* § Masking

Masking Description

* § Allocation:

* & Enrollment

| Save | | Cancel

Help Definitions
Interventional
--Select-- A

—Select-- v

Usa "NIA" for trials that do nof

--Select-- v

Participant
Care Provider
Investigator
Outcomes Assessor
Mone (Open Label)

at are m:

Check all roles th,

~Select-- v

Select NiA for single-arm studies.

Number of Subjects:

t involve drug or biolo;

asked or check None (Open Lab:

Edit Interventional Study Design

Number of Arms

Definition: The number of arms in the clinical trial. For a trial with multiple periods or
phases that have different numbers of arms, the maximum number of arms during all
periods or phases. Note: "Arm" means a pre-specified group or subgroup of
participant(s) in a clinical trial assigned to receive specific intervention(s) (or no
intervention) according to a protocol.

Masking *§

Definition: The party or parties involved in the clinical trial who are prevented from
having knowledge of the interventions assigned to individual participants. Select all
that apply.

* Roles, if Masking:
* Participant
« Care Provider
* Investigator
* Outcomes Assessor: The individual who evaluates the outcome(s) of
interest
* No Masking

Masking Description
Definition: Provide information about other parties who may be masked in the clinical
trial, if any.

Allocation
Definition: The method by which participants are assigned to arms in a clinical trial.

* N/A (not applicable): For a single-arm trial

* Randomized: Participants are assigned to intervention groups by chance

* Nonrandomized: Participants are expressly assigned to intervention groups
through a non-random method, such as physician choice



Arms and Interventions

Arms

*  Arm Information
Definition: A description of each arm of the clinical trial that indicates its role in the
clinical trial; provides an informative title; and, if necessary, additional descriptive
information (including which interventions are administered in each arm) to

differentiate each arm from other arms in the clinical trial.
*Protocol Section Help Definitions

* Interventions

Edit e Definition: Specify the intervention(s) associated with each arm or group; at least one

o intervention must be specified for interventional studies. For observational studies,

specify the intervention(s)/exposure(s) of interest, if any. If the same intervention is

Edit Interventions associated with more than one arm or group, provide the information once and use
Information is required the Arm or Group/Intervention Cross-Reference to associate it with more than one

arm or group.

Information is required

Cross-Reference

* Arm or Group/interventional Cross-Reference
Definition: If multiple Arms or Groups have been specified, indicate which
Interventions (or exposures) are in each Arm or Group of the study, using the Cross-
Reference check boxes.

[This section only applies when there are two or more Arms and one or more Interventions.]
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Arms

Arms

and Interventions

Help Definitions

+ Add Arm

| Save |

Cancel * Required

I_ Save _I

* § Required if Study Start Date is on or after January 18, 2017

["‘] Conditionally required {see Definitions)

Help Definitions

* Arm Title |
Formerly Arm Label. Brief, descriptive label to be used as row or column heading in tables.
* Arm Type: —Select- v
[*] Arm Description:

Describe the intervention(s) to be administered
For drugs use generic name and include dosage form, dosage, frequency and duration

= Delete Arm

* Arm Title:|
* Arm Type:| —Select- v
[*] Arm Description:

4
= Delete Arm

+ Add Arm

Cancel * Required

* § Required if Study Start Date is on or after Janusry 18, 2017

[*] Cenditionally required {see Definitions)

Arm Information

Definition: A description of each arm of the clinical trial that indicates its role in the
clinical trial; provides an informative title; and, if necessary, additional descriptive
information (including which interventions are administered in each arm) to
differentiate each arm from other arms in the clinical trial.

A. This is the view you’ll get if you have not assigned any Arms in your Study

B.

Design element.

If you've included the number of Arms in your Study Design element your
Arms window will look like this. (This assumes two arms were indicated in
the previous section.)
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Arms and Interventions
Arms

+ Arm Information
Definition: A description of each arm of the clinical trial that indicates its role in the clinical trial; provides an
informative title; and, if necessary, additional descriptive information (including which interventions are

Help Definions administered in each arm) to differentiate each arm from other arms in the clinical trial.

*« Arm Title
Arms: * Arm Title:| . : :
Formerly Arm Label. Brief, descriptive label o be used as row or columin heading in tables. Def|n|t|0n: The Short name Used to Identlfy the arm.
~ Arm Type:| ~Select-- v Limit: 62 characters.

[*] Arm Description:
» This title should be similar to what you would title the column of this data in a spreadsheet application.
Needs to be descriptive, not just “group 1” or “Arm 1”

Describe the intervention(s) to be administered. * Arm Type

For drugs use generic name and include dosage form, dosage, frequency and duration. Def|n|t|on The role Of each arm |n the CI|n|ca| tr|a|

# Delete Arm
* Arm Title:| *  Experimental
F1Am ;’:; g’nggﬁ Select ! +  Active Comparator- Standard of Care falls into this group
* Placebo Comparator
+  Sham Comparator
4 * No Intervention
% Delete Arm . other
- 3 AadAm + Arm Description
|Save| | Cancel| ) §:::t:: iy St Dt s 1 o s sy 15 2017 Definition: If needed, additional descriptive information (including which interventions are administered in each arm)
[¥] Gencitionsily resuired (ses Defintons] to differentiate each arm from other arms in the clinical trial.

LiYou must use the exact name of the intervention (drug, device, etc.) from the next section in this text box to
prevent a PRS review error message when the system compares your intervention name in the intervention
element to the Arms description element.
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Arms and Interventions

Intervention
Type * Interventions

Definition: Specify the intervention(s) associated with each arm or group; at least one intervention
must be specified for interventional studies. For observational studies, specify the
intervention(s)/exposure(s) of interest, if any. If the same intervention is associated with more than

Help Definitions one arm or group, provide the information once and use the Arm or Group/Intervention Cross-
Reference to associate it with more than one arm or group.

Arms: [No Arms have been specified ]

Interventions: * Intervention Type:-Select- v . Intervention Type
* Intervention Name:| Lo . . . . L. . .
T —r— Definition: For each intervention studied in the clinical study, the general type of intervention.
Use the same name as in the associated Arm/Group Description(s).
[*] Other Intervention INamgs:| = Delete Select one.
(6 any) + Add Other Name .
Include brand names, serial numbers and code names to improve search results on the ClinicalTrials.gow web site. . Drug InCIudlng pIaCebO
* § Intervention Description:

4 * Device: Including sham

Do not repeat information already included in arm/group descriptions.

= Delete Intervention

* Biological/Vaccine

+ Add Intervention

—— *  Procedure/Surgery

| Save | | Cancel * Required
= § Required if Study Start Date is on or after January 18, 2017
[¥] Gonditienally requirad (se= Definitiens) N Radiation

* Behavioral: For example, psychotherapy, lifestyle counseling
* Genetic: Including gene transfer, stem cell and recombinant DNA
» Dietary Supplement: For example, vitamins, minerals

* Combination Product: Combining a drug and device, a biological product and device; a
drug and biological product; or a drug, biological product, and device

» Diagnostic Test: For example, imaging, in-vitro

e Other



Arms and Interventions

Intervention
Name and Description

Help Definitions

Arms: [No Arms have been specified ]

Interventions: * Intervention Type: -Select- v
* Intervention Name:|

For a drug, use generic name if established.
Use the same name as in the associated Arm/Group Description(s).

[*] Other Intervention Names:| % Delete

if an
{ "'r) + Add Other Name

Include brand names, serial numbers and code names to improve search results on the ClinicalTrials.gov web site.
* § Intervention Description:

i
Do not repeat information already included in arm/group descriptions.

= Delete Intervention

+ Add Intervention

| Save | | Cancel * Requirad
. o * § Required if Study Start Date is on or after January 18, 2017

["] Conditionally required (see Definitions)

Intervention Name(s)

Definition: A brief descriptive name used to refer to the intervention(s) studied in each arm of the
clinical study. A non-proprietary name of the intervention must be used, if available. If a
non-proprietary name is not available, a brief descriptive name or identifier must be used. Do
not use a trade name in this field

+ Other Intervention Name(s)
Definition: Other current and former name(s) or alias(es), if any, different from the
Intervention Name(s), that the sponsor has used publicly to identify the intervention(s),
including, but not limited to, past or present names such as brand name(s), or serial
numbers. This is the location to indicate trade names of the intervention such as
drug brand name or device brand name.

This is not required if your intervention only has one name. Your protocol entry may include a
“note” from the PRS review indicating that the text box is blank. This will not affect your
protocol.

Intervention Description

Definition: Details that can be made public about the intervention, other than the Intervention
Name(s) and Other Intervention Name(s), sufficient to distinguish the intervention from other,
similar interventions studied in the same or another clinical study. For example, interventions
involving drugs may include dosage form, dosage, frequency, and duration.
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Arms and Interventions

Cross-reference

* Protocol Section Help Definitions * Arm or Group/interventional Cross-Reference
Definition: If multiple Arms or Groups have been specified, indicate which Interventions (or
Edit Arms exposures) are in each Arm or Group of the study, using the Cross-Reference check boxes.
Information is required
Edit Interventions *  The system will automatically populate this section based on the arms/intervention data input
Information is required ¢ The system will generate a matrix for assigning interventions to specific arms based on the

data the user inputs. Simply select the boxes where appropriate in the matrix to match your
Arm/intervention details.

Cross-Reference

[This section only applies when there are two or more Arms and one or more Interventions.]
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Arms and Interventions

Common issues

Help Definitions

Arms: [No Arms have been specified ]

Interventions: * Intervention Type:-Select-- v
* Intervention Name:| .

For a drug, use generic name if established.
Use the same name as in the associated Arm/Group Description(s).

[*] Other Intervention Names:| % Delete

if an
{ "'r) + Add Other Name
Include brand names, serial numbers and code names to improve search results on the ClinicalTrials.gov web site.

* § Intervention Description:

i
Do not repeat information already included in arm/group descriptions.

= Delete Intervention

+ Add Intervention

| Save | | Cancel | * Requirad
= § Required if Study Start Date is on or after January 18, 2017

["] Conditionally required (see Definitions)

The Arms and Interventions element tends to create many nofes,
warnings and errors with PRS review.

Some common issues in this section:

* The intervention name must appear in the Arm description
exactly as it does in the Intervention name section.

« Arm titles must be descriptive to pass review (do not use “group
1,” “group 27, etc.)

Notes and warnings will not prevent the record from being released to
the public domain, they simply indicate that the review regards
elements as not being clear, and to please correct. Errors are issues
that must be fixed prior to be declared complete within the public
domain.
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Study Design

Observational
Study model

* Observational Study Model
Definition: Primary strategy for participant identification and follow-up.

»  Cohort: Group of individuals, initially defined and composed, with common
characteristics (for example, condition, birth year), who are examined or

Help Definitions traced over a given time period.
Study Type: Observational + Case-Control: Group of individuals with specific characteristics (for
" Observational Study Model jgf'leeztt'_'_ I example, conditions or exposures) compared to group(s) with different
* Time Perspective: g characteristics, but otherwise similar.
Case-Confraol

Biospecimen Retention: |~ - . o . . o
- » Case-Only: Single group of individuals with specific characteristics.

* Enroliment: |Case-Crossover Type: [—Seleci— v
Ecelogic or Community c c - Ch teristi f . diatel . to di t
 Number of Groups/Cohorts. E?r:l,,}._sased ase-Crossover: Characteristics of case immediately prior to disease onse
(her (sometimes called the hazard period) compared to characteristics of same
Save Cancel * Required ior ti i i
l | * § Required if Study Start Date is on or after January 18, 2017 case at a pr|0r tlme (that 1S, Contr0| perIOd).
[*] Genditienally required {se= Definition=) » Ecologic or Community Studies: Geographically defined populations, such

as countries or regions within a country, compared on a variety of
environmental (for example, air pollution intensity, hours of sunlight) and/or
global measures not reducible to individual level characteristics (for example,
healthcare system, laws or policies median income, average fat intake,
disease rate).

* Family-Based: Studies conducted among family members, such as genetic
studies within families or twin studies and studies of family environment.

»  Other: Explain in Detailed Description.

40



Study Design

Observational

Time perspective and Biospecimens

Study Type:

* Ohbservational Study Model:
* Time Perspective:
Biospecimen Retention:

* Enrollment:

* Mumber of Groups/Cohorts:

Study Type:

* Observational Study Model:
* Time Perspective:
Biospecimen Retention:

* Enrollment:

* Mumber of Groups/Cohorts:

Help Definitions

Observational
-—Zelect-- L

--3elect-- A
—Select—
Retrospective

Prospective
Cross-Sectional FCiS: Type: |—Seleci- v

Other
I

L

Observational

-Select- v

-Select- v

—-Zelect-- v

—Select—

Mone Fetained Type: | —Select— ¥

Samples With DMA

_ Samples Without DNA _

| Save | | Cancel * Required

# § Required if Study Start Date is on or after January 18, 2017

[*] Conditionally required {see Definitions)

* Time Perspective
Definition: Temporal relationship of observation period to time of participant
enrollment. Select one.

+ Retrospective: Look back using observations collected predominantly prior
to subject selection and enroliment

* Prospective: Look forward using periodic observations collected
predominantly following subject enroliment

+ Cross-sectional: Observations or measurements made at a single point in
time, usually at subject enroliment

«  Other: Explain in Detailed Description

+ Biospecimen Retention

Definition: Indicate whether samples of material from research participants are
retained in a biorepository.

+ Biospecimen Description

Definition: Specify all types of biospecimens to be retained (e.g., whole blood, serum,
white cells, urine, tissue).
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Study Design

Observational
Enrollment

Help Definitions

Study Type: Observational

* Observational Study Model: | -Selsct- v
* Time Perspectiva: |-Select- v
Biospecimen Retention; |-Select- v

* Enrollment: Number of Subjects: l Type: | Anticipated ¥
* Mumber of Groups/Cohorts: |

| Save | | Cancel * Required
. ’ = §Recu red if Study Start Date is on or after January 18, 2017

[*] Conditionally required {see Definitions)

Enroliment

Definition: The estimated total number of participants to be enrolled (target number)
or the actual total number of participants that are enrolled in the clinical study.Note:
"Enrolled" means a participant’s, or their legally authorized representative’s,
agreement to participate in a clinical study following completion of the informed
consent process. Potential participants who are screened for the purpose of
determining eligibility for a study, but do not participate in the study, are not
considered enrolled, unless otherwise specified by the protocol.

Target Follow-Up Duration

Definition: For Patient Registries, the anticipated time period over which each
participant is to be followed. Provide a number and select a Unit of Time (years,
months, weeks, days).

Number of Groups/Cohorts
Definition: Number of study groups/cohorts. Enter "1" for a single-group study. Many
observational studies have one group/cohort; case control studies typically have two.

Potential PRS review flag

* Once you have enrolled the last subject, you will need to change the study
status from “recruiting” to “active, not recruiting” in the study status element.
Once this in done, you will need to change the “anticipated” enroliment to the
actual number of subjects enrolled and change the type to “actual”. The PRS
review will generate errors if the number of subjects listed here does not
match the total number of subjects in the basic study demographics in the
data elements to be completed at the conclusion of the study.
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Groups and Interventions

Observational studies
Group/Cohort information

*  Group/Cohort Information
Definition: Specify the predefined participant groups (cohorts) to be studied,
corresponding to Number of Groups specified under Study Design (for single-group
Groups: * Group/Cohort Label: studies, the following data elements are optional). Do not use this section to specify
Brief, descriptive label to be used as row or column heading in tables. strata (Detalled Description can be used fOf' that pUFpOSG, If desired).

[*] Group/Cohort Description:

*  Group/Cohort Label
Definition: The short name used to identify the group.

Describe the intervention(s) fo be administered.
For drugs use generic name and include dosage form, dosage, frequency and duration.

*  Group/Cohort Description
| Definition: Explanation of the nature of the study group (for example, those with a
|_ﬁ| Cancel * Required condition and those without a condition; those with an exposure and those without an
" § Required if Study Start Date s on or afler January 13, 2017 exposure). Note: The overall study population should be described under Eligibility.

["] Conditionally required {see Definitions)



Groups and Interventions

Observational studies
Intervention type

* Intervention Type
Definition: For each intervention studied in the clinical study, the general type of
intervention. Select one.

*  Drug: Including placebo

Groups: . .
- _ * Device: Including sham
Interventions: * Intervention Type: . . .
* Intervention Name: | + Biological/Vaccine
El;;h(gl‘ls%rr‘::erlg:nn:;; i:am: ;rsessolc‘?igltlgg?r.m@roup Description(s). * Procedurelsurgery
['] Other Intervention Names: | = Delete | . Radiation
e, + Add Other Name | . . .
Include brand names, serial numbers and code names to improve search results on the ClinicalTrials.gov web site. ° BehaVIOI'a| FOI’ example, psyChOtherapy, |IfeSty|e Counse“ng
" § Intervention Description: + Genetic: Including gene transfer, stem cell and recombinant DNA
Do not repeat information already included in arm/group descriptions . Dietary Supplement For example’ V|tam|ns, m|nerals
x i . . . . . . .
X Delete iierventon | « Combination Product: Combining a drug and device, a biological
ntervention . . . . . . .
- L3 feveiion | product and device; a drug and biological product; or a drug, biological
| Save | | Cancel * Required .
— * § Required if Study Start Date is on or after January 18, 2017 prOdUCt’ and deVICG
[1] Gonditionally required (se2 Definitions) + Diagnostic Test: For example, imaging, in-vitro

e Other



Groups and Interventions

Observational studies
Intervention name and description

Groups:
Interventions: * Intervention Type:
* Intervention Name: |
For a drug, use generic name if esfablished.
Use the same name as in the associated Arm/Group Description(s).
[*] Other Intervention Names:| = Delete |
if an
( y) + Add Other Name |
Include brand names, serial numbers and code names to improve search results on the ClinicalTrials.gov web site.
* § Intervention Description:
Do not repeat information already included in arm/group descriptions
x Delete Intervention |
+ Add Intervention |
[save| |cancel * Required
. J

* § Required if Study Start Date is on or after January 18, 2017

[*] Conditionally required (see Definitions)

Intervention Name(s)

Definition: A brief descriptive name used to refer to the intervention(s) studied in each
arm of the clinical study. A non-proprietary name of the intervention must be used, if
available. If a non-proprietary name is not available, a brief descriptive name or
identifier must be used.

* Other Intervention Name(s)
Definition: Other current and former name(s) or alias(es), if any, different
from the Intervention Name(s), that the sponsor has used publicly to identify
the intervention(s), including, but not limited to, past or present names such
as brand name(s), or serial numbers.

Intervention Description

Definition: Details that can be made public about the intervention, other than the
Intervention Name(s) and Other Intervention Name(s), sufficient to distinguish the
intervention from other, similar interventions studied in the same or another clinical
study. For example, interventions involving drugs may include dosage form, dosage,
frequency, and duration.
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Groups and Interventions

Observational studies
Intervention name and description

" Protocol Section Help Definitions

Edt . Groups * Arm or Group/interventional Cross-Reference
Definition: If multiple Arms or Groups have been specified, indicate which
Edit  Interventions/Exposures Interventions (or exposures) are in each Arm or Group of the study, using the Cross-
Reference check boxes.
Cross-Reference

[This section only applies when there are two or more Groups and one or more Interventions/Exposures.]
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Outcome Measures

Primary outcome

*  Primary Outcome Measure Information
Definition: A description of each primary outcome measure (or for observational
studies, specific key measurement[s] or observation[s] used to describe patterns of
diseases or traits or associations with exposures, risk factors or treatment).

Help  Definitions +  Note: "Primary outcome measure" means the outcome measure(s) of greatest

* Primary Outcome Measure:  Qyteome 1 importance specified in the protocol, usually the one(s) used in the power calculation.
Title: Most clinical studies have one primary outcome measure, but a clinical study may
have more than one.
Description: . . o i
*  For each primary outcome measure, include the following information:
Time Frame:
+ Title: Name of the specific primary outcome measure

Limit: 254 characters.

+ Add Primary Qutcome + Description: Description of the metric used to characterize the specific
primary outcome measure, if not included in the primary outcome measure
title.

Limit: 999 characters.

+ Time Frame: Time point(s) at which the measurement is assessed for the
specific metric used. The description of the time point(s) of assessment must
be specific to the outcome measure and is generally the specific duration of
time over which each participant is assessed (not the overall duration of the
study).

Limit: 254 characters.



Outcome Measures

Secondary outcome

+ Secondary Outcome Measure Information
Definition: A description of each secondary outcome measure (or for observational
studies, specific secondary measurement[s] or observation[s] used to describe
patterns of diseases or traits or associations with exposures, risk factors or
treatment).Note: "Secondary outcome measure" means an outcome measure that is

] Secondary Outcome Measures: Outcome 2 of lesser importance than a primary outcome measure, but is part of a pre-specified

(if any) Title: analysis plan for evaluating the effects of the intervention or interventions under
L investigation in a clinical study and is not specified as an exploratory or other
Description: measure. A clinical study may have more than one secondary outcome measure.
Time Frame:

* For each secondary outcome measure, include the following information:
+ Title: Name of the specific secondary outcome measure

+ Add Secondary Qutcome « Description: Description of the metric used to characterize the specific
secondary outcome measure, if not included in the secondary outcome
measure title.

+ Time Frame: Time point(s) at which the measurement is assessed for the
specific metric used. The description of the time point(s) of assessment must
be specific to the outcome measure and is generally the specific duration of
time over which each participant is assessed (not the overall duration of the
study).



Outcome Measures

Other pre-specified outcomes

*  Other Pre-specified Outcome Measures
Definition: Any other measurements, excluding post-hoc measures, that will be used
to evaluate the intervention(s) or, for observational studies, that are a focus of the

study.

Other Pre-specifisd Outcomes: » Title: Name of the specific other pre-specified outcome measure

» Description: Description of the metric used to characterize the specific other
pre-specified outcome measure, if not included in the other pre-specified
outcome measure title.

+ Add Other Qutcome

| Save | | Cancel * Required
* § Required f Study Start Date is on or after January 18, 2017 « Time Frame: Time point(s) at which the measurement is assessed for the
[] Sendiiensly required (ses Benitens specific metric used. The description of the time point(s) of assessment must

be specific to the outcome measure and is generally the specific duration of
time over which each participant is assessed (not the overall duration of the

study).



Outcome Measures

Common issues

*  The outcome title should be succinct and descriptive

* If your study will include the use of multiplex analysis or questionnaires with
multiple outcomes measured at once, every outcome must be listed separately

* For example, if you are measuring TNF-a, IL1-B and IL-6 from a single
. plate, all three proteins need to be listed as individual outcome
Help  Definitions measures.
* Primary Outcome Measure:  Oyteome 1

Title:
L * The time frame must be indicated as specifically as possible. Do not use the
Description: study duration as a timeframe. This measure is based on the amount of time a
Time Frame:| measurement takes to collect in an individual research participant.
* If you’re collecting blood at multiple time points throughout the study
do not indicate a time point of “ duration of study”, instead include the
| + Add Primary Outcome specific time points such as: baseline, 1 week, 4 weeks, 26 weeks.

» If you’re reporting a change in something over time, include the word
change in your outcome time such as “ Change in protein x after 1
week”. Then your time frame would be “1 week” and the data most
likely reported as percent or actual change in protein x levels.
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Eligibility

Sex/ Gender

Help Definitions

* Sex: |-Select-- ¥

Biological sex of eligible participants.

[*] Gender Based: |-Select-- ¥

If applicable, indicate if participant eligibility is based on self-representation of gender identity.

* Age Limits: Minimum: [-Select- ¥
* § Accepts Healthy Volunteers: |-Select- ¥

* Eligibility Criteria: ||nclusion Criteria:

Exclusion Criteria-

| Save | | Cancel * Required

[‘*] Conditionally required {see Definitions}

* § Required if Study Start Date is on or after

Maximum: |-Seleci- v

P

January 18, 2017

Sex/Gender
Definition: The sex and, if applicable, gender of the participants eligible to participate
in the clinical study.

Sex

Definition: The sex of the participants eligible to participate in the clinical study.
Select one. Note: "Sex" means a person's classification as male or female based on
biological distinctions.

» All: Indicates no limit on eligibility based on the sex of participants
+ Female: Indicates that only female participants are being studied
* Male: Indicates that only male participants are being studied

Gender Based
Definition: If applicable, indicate whether participant eligibility is based on gender.
Select one. Note: "Gender" means a person's self-representation of gender identity.

* Yes: Eligibility is based on gender
* No: Eligibility is not based on gender

Gender Eligibility Description
Definition: If eligibility is based on gender, provide descriptive information about
Gender criteria.
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Eligibility

Age Limit

Help Definitions

* Sex: |-Select-- ¥
Biological sex of eligible participants.

[*] Gender Basad:

-Select-- ¥
If applicable, indicate

* Age Limits: Minimum: [-Select-  ¥|  Maximum:
* § Accepts Healthy Volunteers: |-Select- ¥
* Eligibility Criteria: ||nclusion Criteria:
Exclusion Criteria-
| Save | | Cancel * Required
"‘§ ed if Study Start Date is on i ry 18, 2017

f participant eligibility is based on self-re

—Seleci-

presen

v

tation

of gender iden

Age Limits

Definition: The minimum and maximum age of
potential participants eligible for the clinical
study, provided in relevant units of time.

Minimum Age

Definition: The numerical value, if any, for the
minimum age a potential participant must
meet to be eligible for the clinical study.

Maximum Age

Definition: The numerical value, if any, for the
maximum age a potential participant can be to
be eligible for the clinical study.



Eligibility

Healthy volunteers and eligibility criteria

* Accepts Healthy Volunteers (Optional for Observational Studies)
Help  Definitions Definition: Indication that participants who do not have a disease or
< Sox. 5 condition, or related conditions or symptoms, under study in the clinical study
"~ Biological sex of eligible participants. are permitted to participate in the clinical study. Select Yes/No.

[*] Gender Based: |-Select-- ¥
If applicable, indicate if participant eligibility is based on self-representation of gender identity.

* Age Limits: Minimum: [-Select-  ¥| Maximum: [-Select- ¥ . Eligibility Criteria
" § Accepts Healthy Volunteers: |-Select. v Definition: A limited list of criteria for selection of participants in the clinical
* Bligibility Criteria: |Inclusion Criteria: study, provided in terms of inclusion and exclusion criteria and suitable for
. assisting potential participants in identifying clinical studies of interest. Use a

Exclusion Criteria: bulleted list for each criterion below the headers "Inclusion Criteria”
. and "Exclusion Criteria". IF you use paragraph form to enter your
criteria the record will be returned!

#
Special Characters

| Save | | Cancel * Required
* § Required if Study Start Date is on or after January 18, 2017

[‘*] Conditionally required {see Definitions}
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Eligibility
Observational studies
Study population description & sampling method

o +  Study Population Description
Help Definitions L e . . .
""""""""" Definition: A description of the population from which the groups or cohorts will be
~ Sex [~Gelecio¥ selected (for example, primary care clinic, community sample, residents of a certain
Biglogical sex of eligible participants tOWn).
[*] Gender Based: |-Select-- ¥
If applicable, indicate if participant eligibility is based on self-representation of gender identity. . Sampling Method
* Age Limits: Minimum: |[-Select-  v| Maximum: [-Select- v Definition: Indicate the method used for the sampling approach and explain in the

* § Accepts Healthy Volunteers: [-Select-¥ Detailed Description.

* Eligibility Criteria: ||nclusion Criteria:
) *  Probability Sample: Exclusively random process to guarantee that each
Exclusion Criteria: participant or population has specified chance of selection, such as simple

random sampling, systematic sampling, stratified random sampling, cluster
sampling, and consecutive participant sampling

* Non-Probability Sample: Any of a variety of other sampling processes, such
as convenience sampling or invitation to volunteer

| Save | | Cancel * Required
* § Required if Study Start Date is on or after January 18, 2017

[‘*] Conditionally required {see Definitions}



Contact/Location

Central contact

el Defini * Central Contact Person
sk Demen Definition: The name or title, toll-free telephone number and email address of a person to whom

* Central Contact Person: FirstName:| | M| | LastName:| e questions concerning enrollment at any location of the study can be addressed. Include the following
Phone:| Ext:| Email:| information:

Either Central Contact or Facility Contacts are required.
The individual's official title may be substituted for Last Mame {leave First Mame, Ml and Degree blank).

o Phone: Toll free phone number of the Central Contact Person. Use the format 800-555-5555 within
Central Contact Backup: FirstName:[ | Mi[ | Last Name:.| 2oz the United States and Canada. If outside the United States and Canada, provide the full phone
L =53 £ number, including the country code.

Overal Sudy Offcals | s sy o «  Ext: phone extension, if needed

Q) ) o ey s e . 1 st oy 18,2007 «  Email: electronic mail address of the central contact person

["] Conditionally required (see Definitions)

Considerations for the “Central Contact”:

1. The named individual will be listed as the study contact on the public side of CT.gov and as such needs to be prepared to
address inquires from the general public regarding the study

2. This will also be the primary contact for the system administrator when issues arise within the registry. This individual should
have considerable knowledge of the project and be accessible when called upon by the system administrator. The study Pl is
typically not the best person to be the central contact

3. If the listed individual leaves the study/university, please update the record as quickly as possible to maintain accurate
information in the CT.gov public domain.
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Contact/Location

Overall study official

* Overall Study Officials
Definition: Person(s) responsible for the overall scientific leadership of the protocol,

Help Definitions including study principal investigator.
* Central Contact Person: First Name: MI: Last Name: | Degree: «  First Name
Phone: | Ext: | Email: | . .
Either Central Gontact or Facility Contacts are required. M Middle Initial
The individual's official title may be substituted for Last Mame {leave First Mame, Ml and Degree blank).
Central Contact Backup: First Name: Mi: Last Name: | Degree: * Last Name
Phone: | Ext: | Email: | . Degree

Overall Study Officials: | 4 add Study Officia

» Organizational Affiliation: Full name of the official's organization. If none, specify.

| Save | | Cancel * Required
= § Reguired if Study Start Date is on or after January 18, 2017 - ' o . ..
[*] Congitionsly raquired (se Defniions) + Official's Role: Position or function of the official.

+  Study Chair
»  Study Director
»  Study Principal Investigator

This is typically the sponsor/investigator for studies at UK.
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Contact/Location
Facility

Help Definitions

* Facility: Name: |

City: |
State/Province: Kentucky ZIP/Postal Code:
Country: | United States v
* Site Recruitment Status: |--Select- v
Recruitment status for this individual location.
* Facility Contact:  First Name: MI: Last Name: | Degres: |

Phone: | Ext: | Email: |

Facility Contact Backup: First Name: MI: Last Name: | Degree: |
Phone: | Ext: | Email: |

Either Central Contact or Facility Contacts are required.
The individual's official title may be substituted for Last Name {leave First Name, Ml and Degres blank).

Investigatars: | 4 ada Investigator
| Save | | Cancel | * Required
-—

= § Required if Study Start Date is on or after January 18, 2017
[*] Conditionally required {see Definitions)

Facility Information
Definition: For each participating facility in a clinical study, the following information:

Facility Name Full name of the organization where the clinical study is being
conducted. Will always be the University of Kentucky

City

State/Province Required for U.S. locations (including territories of the United States)

ZIP/Postal Code Required for U.S. locations (including territories of the United
States)

Country

For single site studies, this will typically be the “Central Contact” for the study.
If this is a multisite study, the central contact and facilities contact can be
different. This person will also be listed on the public side of CT.gov.
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Contact/Location

Central contact backup

Hzlp Definitions

* Central Contact Person: First Name: ME[ | LastName: | Degree: |
Phone: | Ext: | Email: |
Either Central Gontact or Facility Contacts are required.
The individual's official title may be substituted for Last Mame {leave First Mame, Ml and Degree blank).
Central Contact Backup: First Name: Mi:[ | LastName:| Degree: |
Phone:| Ext: | Email: |

Overall Study Officials: | 4 add Study Official

| Save | | Cancsl | * Required
’ = § Required if Study Start Date is on or after January 18, 2017

["] Conditionally required {see Definitions)

Considerations for the “Central Contact Backup”:

1.

The named individual will be listed as the study contact backup on
the public side of CT.gov and as such needs to be prepared to
address inquires from the general public regarding the study in
the event that the Primary contact is not reachable

Central Contact Backup

Definition: Person to contact if Central Contact is not available. Include the following
information:

First Name

Middle Initial

Last Name or Official Title

Degree

Phone: Toll free phone number of the Central Contact Backup. Use the format 800-
555-5555 within the United States and Canada. If outside the United States and
Canada, provide the full phone number, including the country code.

Ext: Phone extension, if needed

Email: Electronic mail address of the contact person
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Contact/Location

Site recruitment status

* Facility:

* Site Recruitment Status:

* Facility Contact:

Facility Contact Backup:

Investigators:

| Save | | Cancel

Help Definitions

Name: |

City: |

State/Province: Kentucky ZIP/Postal Code:[| ]
Country: | United States v

—Select- r
Recruitment status for this individual location.

FirstName:|  |[ME[ | Last Name:| Degres: |
Phone: | Ext: | Email: |
FirstName:[  [ME[ | Last Name:| Degree: |
Phane: | Ext: | Email: |

Either Central Contact or Facility Contacts are required.

The individual's official title may be substituted for Last Name {leave First Mame, Ml and Degree blank).

+ Add Investigator

* Reguired

= § Required if Study Start Date is on or after January 18, 2017

[‘*] Conditionally required {see Definitions)

* Individual Site Status
Definition: The recruitment status of each participating facility in a clinical study.

Not yet recruiting: Participants are not yet being recruited

Recruiting: Participants are currently being recruited, whether or not any
participants have yet been enrolled

Enrolling by invitation: Participants are being, or will be selected from a
predetermined population

Active, not recruiting: Study is continuing, meaning participants are
receiving an intervention or being examined, but new participants are not
currently being recruited or enrolled

Completed: The study has concluded normally; participants are no longer
receiving an intervention or being examined (that is, the last participant's last
visit has occurred)

Suspended: Study halted prematurely but potentially will resume

Terminated: Study halted prematurely and will not resume; participants are
no longer being examined or receiving intervention

Withdrawn: Study halted prematurely, prior to enrollment of first participant

For single site studies this section will also be the same as the
study status section.
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Contact/Location
Facility Contact

* Facility:

* Site Recruitment Status:

* Facility Contact:

Facility Contact Backup:

Investigators:

| Save | | Cancel |
— —

Help Definitions

Name: |
City: |
State/Province: Kentucky ZIP/Postal Code:[| |
Country: | United States v
—-Select- v
Recruitment status for this individual Incation.
FirstName:|  |MI[ | Last Name:| Degree:| |
Phone: | Ext: | Email: |
FirstName:|  |ME[ | Last Name:| Degree:| |
Phone: | Ext: | Email: |

Either Central Contact or Facility Contacts are required.
The individual's official title may be substituted for Last Name {leave First Name, Ml and Degres blank).

+ Add Investigator

* Reguired

= § Required if Study Start Date is on or after January 18, 2017

[‘*] Conditionally required {see Definitions)

» Facility Contact (or Central Contact required)
Definition: For each facility participating in a clinical study, including the name or title,
telephone number, and email address of a person to whom questions concerning the
study and enrollment at that site can be addressed. Include the following information:

* First Name

* Middle Initial

+ Last Name or Official Title

* Degree

* Phone: Office phone of the Facility Contact.

« Ext: Phone extension, if needed

+ Email: Electronic mail address of the facility contact person
Typically, the central study contact for UK studies

» Facility Contact Backup
Definition: Person to contact if Facility Contact is not available (that is, a second
contact person).

For single site studies, this will typically be the “Central Contact” for the study.
If this is a multisite study, the central contact and facilities contact can be
different. This person will also be listed on the public side of CT.gov.
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Contact/Location
Add Investigators

* Investigators (at the facility location).
* First Name
* Middle Initial

Help Definitions
+ Last Name

* Facility: Name- |

* Degree
City: |
State/Province: Kentucky ZIP/Postal Code: * Role:
Country: [United Stat . L .
[ ’ + Site Principal Investigator
* Site Recruitment Status: |-Select— v

Recruitment status for this individual location.

» Site Sub-Investigator

* Facility Contact First Name: MI: Last Name: | Degres: |

Phone: | Ext: | Email: |
Facility Contact Backup: First Name: MI: Last Name: | Degree: |
Phane: | Ext: | Email: |

Either Central Contact or Facility Contacts are required.
The individual's official title may be substituted for Last Name {leave First Mame, Ml and Degree blank).

Investigators: | 4 ada Investigator

| Save | | Cancel | * Required
s
’ = § Required if Study Start Date is on or after January 18, 2017

[‘*] Conditionally required {see Definitions)

List all co-PI’s and Sub-investigators in this section.
They will all be listed on the public side of CT.gov.



IPD Sharing Statement

Plan to share/description

Help  Definitions
Plan to Share IPD: |Yes v * Plan to Share IPD
Indicate if there is a plan to make individual participant data (IPD) available to other researchers. Definition: |ndicate Whether there iS a pian to make individual participant data (|PD)
collected in this study, including data dictionaries, available to other researchers

(typically after the end of the study). Select one.

Plan Description:

= * Yes: There is a plan to make IPD and related data dictionaries available.

Describe the IPD sharing plan, including what IPD are to be shared with other researchers.

* No: There is not a plan to make IPD available.

PD Sharing: Supporting Information: Check all types of supporting information that will be shared.
Study Protocol * Undecided: It is not yet known if there will be a plan to make IPD available.
Statistical Analysis Plan (SAP)
Informed Consent Form (ICF) + IPD Sharing Plan Description
Clinical Study Report (CSR) Definition: If Plan to Share IPD is "Yes," briefly describe what specific individual
Analytic Code participant data sets are to be shared (for example, all collected IPD, all IPD that
Time Frame- underlie results in a publication). If the Plan to Share IPD is "No" or "Undecided," an
explanation may be provided for why IPD will not be shared or why it is not yet
P decided.
Describe when the data will become available and for how long.
Access Criteria: * AsofJuly 1, 2018, the International Committee of Medical Journal Editors will
require a prospective data sharing plan for publication in one of their member
. Jjournals
URL: |http://
Web address (if any) with additional information about the plan to share IPD
[:% | | cancel * Required

* § Required if Study Start Date is on or after January 18, 2017
[*] Conditionally required (see Definitions)



IPD Sharing Statement

Supporting information, time frame, Access

Help Definitions

Plan to Share IPD: |Yes v
Indicate if there is a plan to make individual participant data (IPD) available to cther researchers

Plan Description:

Describe the IPD sharing plan, including what IPD are to be shared with other resea;chers
IPD Sharing: Supporting Information: Check all types of supporting information that will be shared.
Study Protocol
Statistical Analysis Plan (SAP)
Informed Consent Form (ICF)
Clinical Study Report (CSR)
Analytic Code

Time Frame:

Describe when the data will become available and for how long.

Access Criteria:

URL: http://
Web address (if any) with additional information about the plan to share IPD

| save | | Cancel * Required
' * § Required if Study Start Date is on or after January 18, 2017

[*] Conditionally required (see Definitions)

IPD Sharing Supporting Information Type

Definition: The type(s) of supporting information that will be shared, in addition to the

individual participant data set and data dictionaries for the IPD itself. Select all that

apply.
»  Study Protocol

+ Statistical Analysis Plan (SAP)

+ Informed Consent Form (ICF)

»  Clinical Study Report (CSR)

* Analytic Code

IPD Sharing Time Frame

Definition: A description of when the IPD and any additional supporting information
will become available and for how long, including the start and end dates or period of
availability. This may be provided as an absolute date (for example, starting in
January 2025) or as a date relative to the time when summary data are published or
otherwise made available (for example, starting 6 months after publication).

IPD Sharing Access Criteria

Definition: Describe by what access criteria IPD and any additional supporting
information will be shared, including with whom, for what types of analyses, and by
what mechanism. Information about who will review requests and criteria for
reviewing requests may also be provided.

IPD Sharing URL
Definition: The web address, if any, used to find additional information about the plan
to share IPD.



References
Citations, PubMed, Results

- + Citations
Help - Definitions Definition: Citations to publications related to the protocol: background and/or results.
Provide either the PubMed Unique Identifier (PMID) of an article or enter the full

Citations: bibliographic citation.

+ Add Citation

«  PubMed Identifier
Links: Definition: PMID for the citation in MEDLINE

+ Add Link

+ Citation
Definition: A bibliographic reference in NLM's MEDLINE format

Available IPD/Information: References to deidentified individual participant data (IPD) sets and supporting information.

+ Add Data/lnformation

|Save| |Cancel * Required * Results Reference

* § Required if Study Start Date is on or after January 18, 2017 Definition: Indicate if the reference provided reports on results from this
*1 Conditionally required (see Definiticns) clinical StUdy.

This section can be used to list previous studies that created the

foundation for the work presented as well as any publications that results
from the current study.
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References
Citations, PubMed, Results

Available IPD/Information: References to deidentified individual participant data (IPD) sets and supporting information.

Data/Information Type: —Select-- v
URL: http://
Web site, if any, where IPD or information can be accessed, downloaded or requested

Identifier:
Unique ID used by a data repository, if applicable

Comments:

If no web site is provided, explain how the data or information can be accessed
x Delete Data/Information
+ Add Data/lnformation
| Save | Cancel * Required

* § Required if Study Start Date Is on or after January 18, 2017
[¥] Conditionally required (see Definitions)

Available IPD and Supporting Information
Definition: The individual participant data (IPD) sets and supporting information that are being
shared for the study. Provide the following information for each:

Available IPD/Information Type
Definition: The type of data set or supporting information being shared.

* Individual Participant Data Set
«  Study Protocol

« Statistical Analysis Plan

* Informed Consent Form

+  Clinical Study Report

* Analytic Code

+  Other (specify)

Available IPD/Information URL
Definition: The web address used to request or access the data set or supporting information.
Limit: 3999 characters.

Available IPD/Information Identifier
Definition: The unique identifier used by a data repository for the data set or supporting
information.

Available IPD/Information Comments

Definition: Additional information including the name of the data repository or other location
where the data set or supporting information is available. Provide any additional explanations
about the data set or supporting information and instructions for obtaining access, particularly if a
URL is not provided.



Notes

Issues that will not prevent the release of the record

Arm description has not been entered
» Please enter an Arm description and release the record

No intervention has been included in the Arm Description

* The intervention name must be included in the Arm Description exactly as it is written in
the intervention name.

A title this short may not be sufficiently descriptive

« Sometimes a short “brief” title is more that sufficient, the note is simply asking you to make
sure

Outcome measure description is shorter than the outcome measure title

» Make sure that the outcome description is sufficiently informative for a lay person to
understand the intent of the outcome

There are many more “Notes” that may arise; most have self-explanatory definitions



Warnings
Issues that are potentially serious and should be reviewed and
corrected

« Arecord for an active study must be reviewed, updated, and verified at least once per year
» Once a study has been verified, please update the study verification date in the study
status data element and release the record.
» Start date should not be in the past for a study not yet recruiting

* |If the study has begun recruiting, change the anticipated start date to the actual date the
first subject signed a consent



Errors

Issues that must be resolved before a record can be released

* Update not released
« A change has been made to the record requiring the Pl to release it. Please login and release the record

* Record verification date
* You must verify the contents of your record at least annually. Anytime you change your record, review all the elements
for accuracy and change the “Record Verification Date” the month and year of those changes. Then RELEASE the
record.
« Recruiting status/anticipated start date
« If your study is listed as “not yet recruiting” but your anticipated start date has past the system with generate and error
message
» Recruiting status/primary competition date
 If your study is listed as recruiting; however, the listed primary completion data has pasted the system will generate and
error. If the study is still ongoing, change the primary completion date to some point in the future
» Use of pronouns in the detailed description
» The system does not allow the use of pronouns in the brief or detailed description. Change all “we” to the investigator,
and all “you” to participants.
* Outcome timeframe

» The outcome timeframe should be directly related to the measurement taken (ie. One week post intervention, 1 month,
5 days, etc.). It will likely never be the actual duration of the study.



Data elements for trial results reporting

« Basic navigation

 Participant Flow Data « Select “edit” to enter a data element
. . . Edit Participant Flow
» Baseline Characteristics formaton s requrec
« Outcome measure and « Select “save” at any point to save data entered,
statistical analysis selecting “cancel” exit the data element. Data not
previously saved with the “save” command will
» Adverse events be lost
Save Cancel

* The record can be opened and closed as often
as necessary to complete the data entry.



Participant flow

General info

+ Information to document the progress
of research participants through each
stage of a study in a tabular format,
including the number of participants
who started and completed the clinical
studa/. |ldentical in purpose to

a CONSORT flow diagram, but
represented as tables).

The tabular presentation may be
separated into "periods," each of
which comprises an interval of study
activity. Each period consists of
"milestones” for reporting numbers of
participants at particular points in time
within that period.

Below is an example of the participant flow

More details available in the Results Data Element Definitions. April 2017
| Participant Flow Template ClinicalTrials.gov |
Recruitment Details
[*] Pre-assignment Details
Period ©
* Period Title { Overall Study
* Arm/Group Title
*§ Arm/Group Description ()
u of Participants pants (@) pants (@)
one Title (3)
one Title (3)
one Title (3)
* G
Not C (automatically calculated)

aaaaaaaaaaaa

as needed. A descriptive title for each row is required
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Participant flow

Recruitment

 Recruitment Details
Definition: Key information relevant to the
recruitment process for the overall study,
such as dates of the recruitment period
and types of location (For example,
medical clinic), to provide context.

Pre-assignment Details
Definition: Description of significant
events in the study (for example, wash
out, run-m? that occur after participant
enrollment, but prior to assignment of
participants to an arm or group, if any. For
example, an explanation of why enrolled
Bartlc:lpants were excluded from the study
efore assignment to arms or groups.

=

Below is an example of the participant flow

More details available in the Results Data Element Definitions. April 2017
| Participant Flow Template ClinicalTrials.gov |
Recruitment Details
[*] Pre-assignment Details
Period ©
* Period Title { Overall Study @
* Arm/Group Title
*§ Arm/Group Description (2)
Number of Participants (@) Number of Participants @) Number of Participants @)

* Started
[*] Milestone Title @
[*] Milestone Title @
[*] Milestone Title @
* Completed
Not Completed (automatically calculated)

Reason Not Completed Type 3

[*] Adverse Event

[*] Death

[*] Lack of Efficacy

[*] Lost to Follow-up

[*] Physician Decision

[*] Pregnancy

[*] Protocol Violation

[*] Withdrawal by Subject

[*] Other Reason

[*] Other Reason

[*] Other Reason

*§ Required if Primary Completion Date is on or after January 18, 2017

Period, the Title is “Overall Study”. For
n strategy (e.g., dose, dosage form, frequ
leted rows as needed. A descriptive title for eac is requi




Participant flow

Arm/group (cohort) information

* Arm/Group Information N
Definition: Arms or groups for describing the Below is an example of the participant flow

fl OW of pa rti Ci pa n tS ro u g h th e Cl i n i Ca | Stu d Ll More details available in the Results Data Element Definitions. April 2017

In general, it must include each arm to whic [ Partcipent Fiow Template CRETTe
participants were assigned. i e

. Period ©
'Y Arm/.G. ro u Tltle. ] ] ) * Period Title { OveraIIkStudy @
Definition: Descriptive label used to identify » T
each arm Or group. — Number of Participants (3) Number of Participants (3) Number of Participants (2)
« This is identical to section 8 of the registration 1 teire 100

[*] Milestone Title @

component of CT.gov. Cut and paste =

 Arm/Group Description e
Definition: Brief description of each arm or oo e ®
roup. In general, it must include sufficient e
etails to understand each arm to which e
participants were assigned and the

Intervention strategy used in each arm.
« This is identical to section 8 of the registration ST E— E—
component of CT.gov. Will be your arm e et et e oty 0 oo i e

description for an interventional study or your %;;s:.fg::;3:;::5;‘52_‘g;inz:‘.f;:‘;’d;::::':::;;:h::::_:;::::‘::;:.::i':;i;‘:‘;‘:;:::if;‘:;:;;:::";".:';;::'::;“;':::,"::::,::?'“‘“’-
C?hdort/group description for an observational et —
study
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Participant flow

Units and timing

*  Type of Units Assigned
Definition: If assignment is based on a unit other than participants, a description of
the unit of assignment (for example, eyes, lesions, implants).
Limit: 40 characters.

* Period(s)
Definition: Discrete stages of a clinical study during which numbers of participants at
specific significant events or points of time are reported. There is no limit to the
number of periods that may be used to describe a single study. Each subsequent
period represents a study stage following the previous period. That is, participants
"flow" from earlier to later periods.

* Period Title
Definition: Title describing a stage of the study. If only one period is defined, the
default title is Overall Study. When a study has more than one period, none of the
Period Titles should be Overall Study.

Started

Definition: Number of participants initiating the period. In the first period, it is the
number of participants assigned to each arm or group. If assignment is based on a
unit other than participants, also include the number of units at the beginning of the
period.

* The initial enroliment will be equal to the number of consents signed, you will
then identify the number of individuals randomized to the study and describe
why they are different if subjects were lost in that period

« Comments
Definition: Additional information about the Started milestone or Milestone Data.

Below is an example of the participant flow

More details available in the Results Data Element Definitions.

April 2017

| Participant Flow Template

ClinicalTrials.gov I

Recruitment Details

[*] Pre-assignment Details

Period ©

* Period Title { Overall Study @

* Arm/Group Title

*§ Arm/Group Description (2)

Number of Participants (@)

Number of Participants @)

Number of Participants @)

* Started

[*] Milestone Title (3)

[*] Milestone Title (3)

[*] Milestone Title (3)

* Completed

Not Completed

(automatically calculated)

Reason Not Completed Type 3

[*] Adverse Event

[*] Death

[*] Lack of Efficacy

[*] Lost to Follow-up

[*] Physician Decision

[*] Pregnancy

[*] Protocol Violation

[*] Withdrawal by Subject

[*] Other Reason

[*] Other Reason

[*] Other Reason

* Required *§ Required if Primary Completion Date is on or after January 18, 2017

(@) Complete a Period table for each stage of the study. If only one Period, the Title is “Overall Study”. For multiple Periods, include descriptive Titles for each Period.
(@ Arm/Group Description describes details about the intervention strategy (e.g., dose, dosage form, frequency, duration) or groups evaluated.
(3 [Optional] Add as many Milestone Title or Other Reason Not Completed rows as needed. A descriptive title for each row is required.

(@) Number and Type of Units Assigned may also be specified.

[*] Conditionally required
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Participant flow

Completed/not-completed

Below is an example of the participant flow

L C o m p .I ete d . . More det?ils‘ available in the Results Data Element Definitions. — - April 2017
Definition; Number of participants at the end i P 3 i ClinicalTrials gov |

Recruitment Details

of the period. If assignment Is based on a i

unit other than participants, also include the T 5
number of units at the end of the period.

*§ Arm/Group Description (2)

° Comments — Number of Participants @ Number of Particpants @ Number of Particpants @
Definition: Additional information about the ——g
Completed milestone or Milestone Data. (i1
Limit: 100 characters. »

* Not Completed (calculated automatically)
Definition: Number of participants (and
units, if applicable) that did not complete the
study or period. This is calculated
automatically by subtracting Completed Mo
from Started.

* Required *§ Required if Primary Completion Date is on or after January 18, 2017 [*] Conditionally required
(@) Complete a Period table for each stage of the . If only one Period, the Title is “Overall Study”. For multiple Periods, include descriptive Titles for each Period.
@ Arm/Group Descri ils about the intervention strategy (e.g., dose, dosage form, frequency, duration) or groups evaluated.
() [Optional] Add as m r Reason Not Completed rows as needed. A descriptive title for each row is required.
Number and fied.
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Participant flow

Milestones

Additional Milestone(s)

Definition: Any specific events or time points in the study when the
numbers of participants (and units, if applicable) are reported. While
there is no limit to the number of milestones that may be used in a
single period, data are required for two milestones, Started and
Completed, within each period.

Milestone Title
Definition: : Label describing the milestone

Milestone Data

Definition: Number of participants to reach the milestone, in each
arm/group. If assignment is based on a unit other than participants,
also include the number of units to reach the milestone.

« Comments
Definition: Additional information about the milestone or data.

Below is an example of the participant flow

More details available in the Results Data Element Definitions.

April 2017

| Participant Flow Template

ClinicalTrials.gov I

Recruitment Details

[*] Pre-assignment Details

Period ©

* Period Title { Overall Study @

* Arm/Group Title

*§ Arm/Group Description (2)

Number of Participants (@)

Number of Participants @)

Number of Participants @)

* Started
[*] Milestone Title (3)
[*] Milestone Title (3)
[*] Milestone Title (3)
* Completed
Not Completed (automatically calculated)

Reason Not Completed Type 3

[*] Adverse Event

[*] Death

[*] Lack of Efficacy

[*] Lost to Follow-up

[*] Physician Decision

[*] Pregnancy

[*] Protocol Violation

[*] Withdrawal by Subject

[*] Other Reason

[*] Other Reason

[*] Other Reason

* Required *§ Required if Primary Completion Date is on or after January 18, 2017

[*] Conditionally required

(@) Complete a Period table for each stage of the study. If only one Period, the Title is “Overall Study”. For multiple Periods, include descriptive Titles for each Period.
(@ Arm/Group Description describes details about the intervention strategy (e.g., dose, dosage form, frequency, duration) or groups evaluated.
(3 [Optional] Add as many Milestone Title or Other Reason Not Completed rows as needed. A descriptive title for each row is required.

(@) Number and Type of Units Assigned may also be specified.
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Participant flow

Reason for not completing

Reason Not Completed . o _

Definition: Additional information about participants who did not
complete the study or period. If reasons are provided, the total number
of participants listéd as Not Completed must be accounted for by all
reasons for non-completion.

Reason Not Completed Tr¥pe
Definition: Reason why participants did not complete the study or
period. Select one.

* Adverse Event

+ Death

* Lack of Efficacy

* Lostto Follow-Up

«  Physician Decision

*  Pregnancy

«  Protocol Violation

*  Withdrawal by Subject

«  Other

Other Reason o S
Definition: A brief description of the reason for non-completion, if
"Other" Reason Not Completed Type is selected.

Reason Not Completed Data .
Definition: Number of partllcg)ants in each arm or group that did not
complete the study or period, for each Reason Not Completed.

Below is an example of the participant flow

More details available in the Results Data Element Definitions. April 2017

| Participant Flow Template ClinicalTrials.gov |

Recruitment Details

[*] Pre-assignment Details
Period ©
* Period Title { Overall Study @

* Arm/Group Title

*§ Arm/Group Description (2)

Number of Participants (@) Number of Participants @) Number of Participants @)

* Started
[*] Milestone Title (3)
[*] Milestone Title (3)
[*] Milestone Title (3)
* Completed
Not Completed (automatically calculated)

Reason Not Completed Type 3
[*] Adverse Event
[*] Death
[*] Lack of Efficacy

[*] Lost to Follow-up
[*] Physician Decision

[*] Pregnancy

[*] Protocol Violation

[*] Withdrawal by Subject

[*] Other Reason

[*] Other Reason

[*] Other Reason

* Required *§ Required if Primary Completion Date is on or after January 18, 2017 [*] Conditionally required

(@ complete a Period table for each stage of the study. If only one Period, the Title is “Overall Study”. For multiple Periods, include descriptive Titles for each Period.
(@ Arm/Group Description describes details about the intervention strategy (e.g., dose, dosage form, frequency, duration) or groups evaluated.

(3 [Optional] Add as many Milestone Title or Other Reason Not Completed rows as needed. A descriptive title for each row is required.

(@) Number and Type of Units Assigned may also be specified.
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Baseline characteristics

General

A table of demographic and
baseline measures and data
collected by arm or
comparison group and for the
entire population of
participants in the clinical
study.

Below is an example of the baseline characteristics

More details available in the Results Data Element Definitions.

ApFI 2017

Baseline Characteristics Template

Age* (use at least one)

ClinicalTrials.gov

* Arm/Group Title Total
*§ Arm/Group Description (@)
* Overall Number of Baseline Participants (2) 3
[*] Baseline Analysis Population Description
Age, Categorical
<=18 years @
Between 18 and 65 years. @)
>=B5 years @
* Unit of Measure Participants
Age, Continuous
* Measure Type * Measure of Dispersion
(Select One) (Select One)
Mean Standard Deviation
Median Inter-quartile Range
Least Squares Mean [LSM) Full Range
Geometric Mean
Geometric LSM
* Unit of Measure
Age, Customized
* Measure Type * Measure of Dispersion
(Select One) (Select One)
Count of Participants (@) Mot Applicable (8)
Mean Standard Deviation
Median Inter-Quartile Range
Least Squares Mean [LSM) Full Range
Geometric Mean
Geometric LSM
Humber
Count of Units (@)
[*] Row/Category Title (&) @0 @ @0 &) @G
[*] Row/Category Title & @ @@ @® @ @3
* Unit of Measure
* Required *§ Required if Primary Completion Date is on or after January 18, 2017 [*] Conditionally required

Arm/Group Description describes details about the intervention strategy [e.g., dose, dosage form, frequency, duration) or groups evaluated.
(@) Overall Number of Units Analyzed and Type of Units Analyzed may also be specified.
(3 Total values are automatically calculated for Overall Number of Baseline Participants and for data reported with a Measure Type of Number, Count of Participants, or Count of Units.
% If Measure Type is a "count,” percentage of participants/units is ically calculated
®

Not Applicable should be used only if Measure Type is Number, Count of Participants, or Count of Units. No dispersion value is needed if Measure of Dispersion is Not Applicable.
[Optional] Add as many Rows/Categories as needed. If more than one is entered, a Row/Category Title and Baseline Measure Data are required for each row.

of Baseline Participants/Units Analyzed. The percentage can be hidden (display is optional).
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Baseline characteristics

Arm/group(cohort) information

 Arm/Group Information

Definition: Arms or groups for describing the Below is an example of the baseline characteristics

ﬂOW Of partICIDantS rough the Cllnlcal StUd - IN;:Sie;;j\g;:’I‘;::;::::;:I't;;a;:;;:’ltgeﬂmtlonSAge* (use at least one) ClinicalTrial?EESﬂ

In general, it must include each arm to whic

participants were assigned. » e _
« Arm/Group Title o —

Definition: Descriptive label used to identify — s

each arm or group. g

« This is identical to section 8 of the registration
component of CT.gov. Cut and paste

 Arm/Group Description
Definition: Brief description of each arm or
roup. In general, it must include sufficient
etails to understand each arm to which
participants were assigned and the
Intervention strategy used in each arm.

- This is identical to section 8 of the registration e oo m O I ST
component of CT.gov. Will be your arm Mty ® aw o0 os| o] o
description for an interventional study or your :

cohort/group description for an observational
study

nt X
can be hidden (display is optional).
licabl
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Baseline characteristics

Baseline analysis population information

Overall Number of Baseline Participants _
Definition; Total number of participants for whom baseline
characteristics were measured, in each arm/group and overall.

Overall Number of Units Analyzed _

Definition: If the analysis is based on a unit other than
participants, the number of units for which baseline measures
were measured and analyzed, in each arm/group and overall.

Type of Units Analyzed _

Definition: If the analysis is based on a unit other than
participants, a description of the unit of analysis (for example,
eyes, lesions, implants).

Baseline Analysis Po?ulation Description o

Definition: If the Overall Number of Baseline Participants (or
units) differs from the number of participants (or units) assigned
to the arm or comﬂarls_on group and overall, a brief description of
the reason(s) for the difference such as how the analysis
population was determined.

The analysis population is the number of participant that
had data collected. It represents the total enroliment
gconsents signed) minus the number of subjects lost prior
o data collection

=

Below is an example of the baseline characteristics

More details available in the Results Data Element Definitions. April 2017
v T} o0 Y
I Baseline Characteristics Template Age* (use at least one) ClinicalTrials.gov |
* Arm/Group Title Total
*§ Arm/Group Description ()
* Overall Number of Baseline Participants (2) 3@
*] Baseline Analysis Population Description
Age, Categorical
<=18 years [©)
Between 18:and 65 years )
>=65 years [©)
* Unit of Measure | Participants
Age, Continuous
* Measure Type * Measure of Dispersion
(Select One) (Select One)
Mean Standard Deviation
edian Inter-quartile Range
Least Squares Mean (LSM) Full Range
Geometric Mean
Geometric LSM
* Unit of Measure
Age, Customized
* Measure Type * Measure of Dispersion
(Select One) (Select One)
Count of Participants (@) Mot Applicable (B)
M Standard Deviation
n Inter-Quartile Range
Least Squares Mean (LSM) Full Range
Geometric Mean
Geometric LSM
MNumber
Count of Units @)
[*] Row/Category Title (B @6 @0) @@ @ @6
[*] Row/Category Title (8) @G @@ @6 @ @@
* Unit of Measure
* Required *§ Required if Primary Completion Date is on or after January 18, 2017 [*] Conditionally required
0] / i ribes details about the i i (e.g., dose, dosage form, frequency, duration) or groups evaluated.
(@) Overall Numberof Units Analyzed & of Units Analyzed may also b X
(@) Total values ically calculated of Baseli ts and for data reported with 3 Measure Type of Number, Count of Participants, or Count of Units.
@) 1 Measure Type is a "count,” p g ici its i lated of i ticip: Analyzed. be hidden [display is optional).
(5) Mot Applicable should be used only if Measure Type is Number, Count of Parti , or Count of Units. No dispersion value is nesded if Measure of Dispersion is Not Applicable.
[Optional] Add as many Rows/Categories as needed. If more than one is entered, a Row/ Category Title and Baseline Measure Data are required for each row.
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Baseline characteristics

Baseline measure information
Age

 Baseline Measure Title Below is an example of the baseline characteristics

Definition: The name of the baseline or oo s sttt s —
. . . . aseline Characteristics Template Age* (use at least one) ClinicalTrials.gov |
demographic characteristic measured in
the clinical study. ;
« Study-Specific Measure ;
» Age (Select at least one of the :
following): e
* Age, Continuous: For example - mp = | =5
mean or median age
« Age, Categorical:
« <=18 years
« >18 and <65 years
[ >=65 yearS @6) @ @6
» Age, Customized: Customizable age e

categories




Baseline characteristics

Baseline measure information
Sex/Gender

i - Below is an example of the baseline characteristics
Basellne Measure Tltle More details available in the Results Data Element Definitions. April 2017

D efl n Itl on: Th e name Of th e b as el I ne or IBaseline Characteristics Template Sex/Gender* (use at least one) ClinicalTrials.gov |

* Arm/Group Title Total

demographic characteristic measured in

* Overall Number of Baseline Participants (@) @

the clinical study. Select as many as

Sex: Female, Male

needed. » -

Male @

* Unit of Measure | Participants

Study-Specific Measure

* Measure Type * Measure of Dispersion

(Select One) (Select One)
eX e n e r Count of Participants (@) Not Applicable &)
Mean Standard Deviation
Median Inter-Quartile Range
Least Squares Mean [LSM) Full Range
Sex: Female, Male
] y Geometric LSM

Number

. Count of Units @

Sex/Gender, Customized o0 o0 oo of oo
[*] Row/Category Title (€) @ @@ @ @G
[*] Row/Category Title @ @@ @@ @@ @ @G

* Unit of Measure

@

* Required *§ Required if Primary Completion Date is on or after January 18, 2017 [*] Conditionally required

(@) Arm/Group Description describes details about the intervention strategy (e.g., dose, dosage form, frequency, duration) or groups evaluated.
% Owerall Number of Units Analyzed and Type of Units Analyzed may also be specified.
Total values are automatically calculated for Overall Numberaf Baseline Participants and for data reported with a Measure Type of Number, Count of Participants, or Count of Units.
(@) 1f Measure Type is a “count,” percentage of par i v from Overall Number of Baseline Participants/Units Analyzed. The percentage can be hidden
(display is optional).
(3) Not Applicable should be used only if Measure Type is Number, Count of Participants, or Count of Units. No dispersion value is needed if Measure of Dispersion is Not Applicable.
@ [Optional] Add as many Rows/Categories as needed. If more than one is entered, a Row/Category Title and Baseline Measure Data are required for each row.
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Baseline characteristics

Baseline measure information
Race/Ethnicity/Region

Below is an example of the baseline characteristics

- Baseline Measure Title L ———————_ L
Definition: The name of the baseline or e | e s
demographic characteristic measured in e — 0
the clinical study. Select as many as
needed. e ;

» Study-Specific Measure

« Race and Ethnicity m :

« Race (NIH/OMB): U.S. National Institutes of Eivicy (/oS ©
Health and U.S. Office_ of Management and ——— 2
Budget Classification Categories Lo ®
. Ethnicit%(NIH/OMBe): U.S. National Institutes regonofeomen
of Health and U.S. Office of Management S -
and Budget Classification Categories —— 0
« Race/Ethnicity, Customized
» Race and Ethnicity Not Collected

» Region of Enrollment




Baseline characteristics

Baseline measure information
Study specific measure

. o . Below is an example of the baseline characteristics
« Study-Specific Baseline Measure o oM

Title s I Baseline Characteristics Template Study-Specific Measure*$ ClinicalTrials.gov I

Definition: If "Study-Specific Measure" is

*§ Arm/Group Description (D)

chosen, provide the name of the —— s
measure.

[*] Study-Specific Baseline Measure Title

Baseline Measure Description

* This section can be used to add as
many additional baseline measures as
are necessary to fully describe all the
data collected e

« Baseline Measure Description w0 v s o es
Definition: Additional descriptive
information about the baseline measure,

uired
Arm/Grou

@EEE »
qa‘g

such as a description of the metric used to , R
Ch aractenze the SpeC|f|C base“ne (©) [Optonel Ad v many Rows/Categoriesss needed. i mor thn one s entered, & Row/Cte e - featee

measure.
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Baseline characteristics

Baseline measure information
Measure Type

 Measure Type

Definition: The type of data for the

baseline measure.

» Count of Participants

« Mean

* Median

» Least Squares Mean

* Geometric Mean

» Geometric Least Squares Mean
*  Number

» Count of Units

 Measure of Dispersion

* Not Applicable (only if Measure Type is "Number,"

"Count of Participants," or "Count of Units")
« Standard Deviation
* Inter-Quartile Range
« Full Range

Below is an example of the baseline characteristics

More details available in the Results Data Element Definitions.

ApFI 2017

Baseline Characteristics Template

Age* (use at least one)

ClinicalTrials.gov

* Arm/Group Title Total
*§ Arm/Group Description (@)
* Overall Number of Baseline Participants (2) 3
[*] Baseline Analysis Population Description
Age, Categorical
<=18 years @
Bet and 65 y @)
>=B5 years @
easure ] Parti
Age, Continuous
* Measure Type * Measure of Dispersion
(Select One)
ean
* Measure of Dispersion
(Select One)
Mot Applicable (8)
Standard Deviation
Inter-Quartile R
Full Rang
[*] Row/Category Title &) @ @ @B @ @0
[*] Row/Category Title & @ @@ @® @ @3
* Unit of Measure
* Required *§ Requiredif Primary [*] Conditionally required

(@) Arm/Group Desc

(@) Overall Numberof

(3 Total values are ar
If Measure T

nd for data reported with a Measure Type of Number, Count of Participants, or Count of Units.
of Baseline Participants/Units Analyzed. The percentage can be hidden (display is optional).

ype i f participant is i ted
Not Applicable should be used only if Measure Type is Number, Count of Participants, or Count of Units. No dis

persion value is needed if Measure of Dispersion is Not Applicable.
(® [Optional] Add as many Rows/Categories as needed. If more than one is entered, a Row/Category Title and Baseline Measure Data are required for each row.




Baseline characteristics

Baseline measure information
Additional information

*  Number of Baseline Participants
Definition: The number of participants analyzed for the baseline measure, if different
from the Overall Number of Baseline Participants, in each arm/group and overall.

Below is an example of the baseline characteristics

More details available in the Results Data Element Definitions. April 2017

*  Number of Units Analyzed Baseline Characteristics Template Age* (use at least one) ClinicalTrials.gov

Definition: The number of units analyzed for the baseline measure, if different from the [ey—— Towl
Overall Number of Units Analyzed, in each arm/group and overall. *8 Arm/Group Description @

* Overall Number of Baseline Participants (2) @)
Analysis Population Type [*] Baseline Analysis Population Description
Definition: Indicate whether the baseline measure analysis is based on participants or SCeicheasne
units other than participants. Only applies if Type of Units Analyzed is specified. m..m..d::: g
Select Participants/Other Units. e~ 3

* Unit of Measure Participants

Measure Analysis Population Description T —
Definition: Explanation of how the number of participants (or units) for analysis was T * Measure of Dispersion
determined, if different from the Overall Number of Participants [or Units] Analyzed. fetone | fectone)

Median Inter-quartile Range
Category or Row Title e e
Definition: Name of distinct category or row for a baseline measure, if any. Category ST
Titles are only for mutually exclusive and exhaustive categories summarizing data e
using the Measure Type of a "Count of Participants" or "Count of Units." Row Titles ~ Measure Type o
are for any type of data. s ® | ot m—®

Mean Standard Deviation
Baseline Measure Data st |
Definition: The value(s) for each baseline measure, for each arm/group and overall. Gﬁ“:‘m':f“@

Count of Units
NA (Not Available) Explanation [ fow/Coeenry e © 0 oo o © o
Definition: Explain why baseline measure data are not available, if "NA" is reported for A - - -  —
Baseline Measure Data- * Required *§ Requiredif Primary Completion Date is on or after January 18, 2017 [*] Conditionally required
% m::”r::fnlze:r(nr?ﬁi::‘;deunhesdehiwl.::::?u:lznlswenﬁunsu‘a::ugzizs.i(ri];::.‘duszgelwm‘frequell(y.:Iuﬁt:inn}Dr;mupseva\uiled.
Unit of Measure % I Mesmre Type s “cour e fpeipane et utamaticaly CauotedfrorsOveral Nmber f Bose e PavipantsUnte Aneveed. The pecertage cam b ddn sl s otionsl.
Not Applicable should be used anly if Measure Type is Number, Count of Participants, or Count of Units. No dispersion value is needed if Measure of Dispersion is Not Applicable.

Definition: An explanation of what is quantified by the data (for example, participants,
mm Hg), for each baseline measure.

(® [Optional] Add as many Rows/Categories as needed. If more than one is entered, a Row/Category Title and Baseline Measure Data are required for each row.
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Outcome measures

General

A table of data for each primary and secondary
outcome measure by arm (that is, initial
assignment of participants to arms or groups)
or comparison group (that is, analysis groups),
including the result(s) of scientifically
appropriate statistical analyses that were

performed on the outcome measure data, if
any.

Note: Outcome measure information from the
Protocol Section of the record will be copied
into the Results Section the first-time results
are created.

Below is an example of the outcome measures

More details available in the Results Data Element Definitions. April 2017

| Qutcome Measure Template

ClinicalTrials.gov

* Outcome Measure Type | (Select One) Primary Secondary Other Pre-specified Post-Hoc

* Qutcome Measure Title

[*] Outcome Measure Description

* Qutcome Measure Time Frame

* Arm/Group Title

*§ Arm/Group Description (1)

* Overall Number of Participants Analyzed (2

[*] Analysis Population Description

Measure Type * Measure of Dispersion/Precision

(Select One) (Select One)

Count of Participants (3) Not Applicable (@)
Mean standard Deviation

Median
Least Squares Mean (LSM)
Geometric Mean
Geometric LSM
Number Geometric Coefficient of Variation

Count of Units 3)

[*] Row/Category Title (3) @ [6]0)] [©]0]

[*] Row/Category Title (3 @ @@ [©10]

* Unit of Measure

* Required *§ Require d]fPimaryc mpletion Date is r after January 18, 2017 [*] conditionally required

(@) Arm/Group Description describes details about the intervention strategy (e.g., dose, dosage form, frequency, duration) or groups evaluated.
Ove I\N mh fU its Anal \y ed a dTyp of Units Analyz: dmay also be specified.
IIM unt,” e of participants/units is automatically calculated from Overall Number of Participants/Units Analyzed. The

re Type is Number, Count of Participants, or Count of Units. No dispersion/precision value is needed if Measure

ispers ot
® [Opt onal IJ Add as many R ws,n'c tegories as needed. If more than one is entered, a Row/Category Title and Outcome Measure Data

are required for each
row. Row/Category Titles are only required if more than one row.
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Outcome measures

Outcome Measure Information

* Outcome Measure Information
Definition: A description of each outcome
measure.

Note: "Outcome measure" means a pre-
specified measurement that is used to
determine the effect of an experimental
variable on participants in the study. Post-
hoc (that is, not pre-specified) outcome
measures may also be reported.

Below is an example of the outcome measures

More details available in the Results Data Element Definitions. April 2017

| Qutcome Measure Template

ClinicalTrials.gov

* Outcome Measure Type | (Select One) Primary Secondary Other Pre-specified Post-Hoc

* Qutcome Measure Title

[*] Outcome Measure Description

* Qutcome Measure Time Frame

* Arm/Group Title
*§ Arm/Group Description (1)
* Overall Number of Participants Analyzed (2
[*] Analysis Population Description
* Measure Type * Measure of Dispersion/Precision
(Select One) (Select One)
Count of Participants (3) Not Applicable (@)
Mean Standard Deviation
Median Standard Error
Least Squares Mean (LSM) Inter-Quartile Range
Geometric Mean Full Range
Geometric LSM % Confidence Interval
MNumber Geometric Coefficient of Variation
Count of Units 3)
[*] Row/Category Title (3) @ [6]0)] [©]0]
[*] Row/Category Title 5) @ @@ @
* Unit of Measure

* Required *§ Required if Primary Completion Date is on or after January 18, 2017 [*] conditionally required

@ Arm/Group Description describes details about the intervention strategy (e.g., dose, dosage form, frequency, duration) or groups evaluated.

% Overall Number of Units Analyzed and Type of Units Analyzed may also be specified.
If Measure Type is a “count,” percentage of participants/units is automatically calculated from Overall Number of Participants/Units Analyzed. The
percentage can be hidden (display is optional).

@ Not Applicable should be used only if Measure Type is Number, Count of Participants, or Count of Units. No dispersion/precision value is needed if Measure
of Dispersion is Not Applicable.

@ [Optional] Add as many Rows/Categories as needed. If more than one is entered, a Row/Category Title and Outcome Measure Data are required for each
row. Row/Category Titles are only required if more than one row.
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Outcome measures

Outcome Measure Information

Outcome Measure Type
Definition: The type of outcome measure.

* Primary

« Secondary

» Other Pre-specified
+ Post-Hoc

Outcome Measure Title
Definition: Name of the specific outcome measure.
. Stra_ligt;ht from section 9 (Outcome Measures) from the study
registration, copy/paste
Outcome Measure Description
Definition: Additional information about the outcome measure,
including a description of the metric used to characterize the

specific outcome measure, if not included in the Outcome
easure Title.

. Stra_aigt;ht from section 9 (Outcome Measures) from the study
registration, copy/paste

Outcome Measure Time Frame

Definition: Time point(s) at which the measurement was _

assessed for the specific metric used. The description of the time

point(s) of assessment must be specific to the outcome measure

and is generally the specific duration of time over which each

participant is assessed (not the overall duration of the study).

. Stra_ligt;ht from section 9 (Outcome Measures) from the study
registration, copy/paste

Below is an example of the outcome measures

More details available in the Results Data Element Definitions. April 2017

l Qutcome Measure Template

ClinicalTrials.gov

* Outcome Measure Type | (Select One) Primary Secondary Other Pre-specified Post-Hoc

* Qutcome Measure Title

[*] Outcome Measure Description

* Qutcome Measure Time Frame

* Arm/Group Title

*§ Arm/Group Description (1)

* Overall Number of Participants Analyzed (2

[*] Analysis Population Description

* Measure Type * Measure of Dispersion/Precision

(Select One) (Select One)
Count of Participants (3) Not Applicable (@)
Mean Standard Deviation
Median Standard Error
Least Squares Mean (LSM) Inter-Quartile Range
Geometric Mean Full Range
Geometric LSM _____ % Confidence Interval
Number Geometric Coefficient of Variation
Count of Units (3)

[*] Row/Category Title (3) @ @® [©]0]

[*] Row/Category Title (3 @ @@ [©10]

* Unit of Measure

* Required *§ Required if Primary Completion Date is on or after January 18, 2017 [*] conditionally required

(@) Arm/Group Description describes details about the intervention strategy (e.g., dose, dosage form, frequency, duration) or groups evaluated.

% Overall Number of Units Analyzed and Type of Units Analyzed may also be specified.
If Measure Type is a “count,” percentage of participants/units is automatically calculated from Overall Number of Participants/Units Analyzed. The
percentage can be hidden (display is optional).

(@) Not Applicable should be used only if Measure Type is Number, Count of Participants, or Count of Units. No dispersion/precision value is needed if Measure
of Dispersion is Not Applicable.

(5) [Optional] Add as many Rows/Categories as needed. If more than one is entered, a Row/Category Title and Outcome Measure Data are required for each
row. Row/Category Titles are only required if more than one row.
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Outcome measures

Outcome Measure Information

* If you define an outcome in the results
section but do not enter data, a text
box will appear asking you to provide
an anticipated date for data entry

Below is an example of the outcome measures

More details available in the Results Data Element Definitions.

April 2017

Outcome Measure Template

ClinicalTrials.gov

* Outcome Measure Type | (Select One) Primary Secondary Other Pre-specified Post-Hoc
* Qutcome Measure Title
[*] Outcome Measure Description
* Qutcome Measure Time Frame
* Arm/Group Title
*§ Arm/Group Description (1)
* Overall Number of Participants Analyzed (2
[*] Analysis Population Description
* Measure Type * Measure of Dispersion/Precision
(Select One) (Select One)
Count of Participants (3) Not Applicable (@)
Mean Standard Deviation
Median Standard Error
Least Squares Mean (LSM) Inter-Quartile Range
Geometric Mean Full Range
Geometric LSM _____ % Confidence Interval
MNumber Geometric Coefficient of Variation
Count of Units 3)
[*] Row/Category Title (3) @ @® [©]0]
[*] Row/Category Title (3) @ @@ [©10]
* Unit of Measure
* Required *§ Required if Primary Completion Date is on or after January 18, 2017 [*] conditionally required

(@) Arm/Group Description describes details about the intervention strategy (e.g., dose, dosage form, frequency, duration) or groups evaluated.

% Overall Number of Units Analyzed and Type of Units Analyzed may also be specified.

If Measure Type is a “count,” percentage of participants/units is automatically calculated from Overall Number of Participants/Units Analyzed. The

percentage can be hidden (display is optional).

(@) Not Applicable should be used only if Measure Type is Number, Count of Participants, or Count of Units. No dispersion/precision value is needed if Measure

«of Dispersion is Not Applicable.

(5) [Optional] Add as many Rows/Categories as needed. If more than one is entered, a Row/Category Title and Outcome Measure Data are required for each
row. Row/Category Titles are only required if more than one row.
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Outcome measures

Arm/group information

* Arm/Group Information

Definition: Arms or comparison groups in the study,
including all arms or comparison groups based on the
pre-specified protocol and/or statistical analysis plan.

. Strai?ht from section 8 (Arm/group and intervention) from
the study registration, copy/paste

Arm/Group Title _ _
Definition: Descriptive label used to identify each arm or
comparison group.

. Strai?ht from section 8 (Arm/group and intervention) from
the study registration, copy/paste

Arm/Group Description _
Definition: Brief description of each arm or comparison
group. In general, it must include sufficient detail to
understand how the arm(s) or comparison ?roups were
derived from the arm(s) to which participanis were
assigned in Participant Flow (if different) and the
intervention strategy in each arm/group.

. Strai?ht from section 8 (Arm/group and intervention) from
the study registration, copy/paste

Below is an example of the outcome measures

More details available in the Results Data Element Definitions. April 2017

l Qutcome Measure Template

ClinicalTrials.gov

* Outcome Measure Type | (Select One) Primary Secondary Other Pre-specified Post-Hoc

* Qutcome Measure Title

[*] Outcome Measure Description

* Qutcome Measure Time Frame

* Arm/Group Title

*§ Arm/Group Description (1)

* Overall Number of Participants Analyzed (2

[*] Analysis Population Description

* Measure Type * Measure of Dispersion/Precision

(Select One) (Select One)
Count of Participants (3) Not Applicable (@)
Mean Standard Deviation

Median Standard Error

Geometric Mean Full Range
Geometric LSM _____ % Confidence Interval
Number Geometric Coefficient of Variation

[*] Row/Category Title (3) @ @® [©]0]

[*] Row/Category Title (3 @ @@ [©10]

* Unit of Measure

* Required *§ Required if Primary Completion Date is on or after January 18, 2017 [*] conditionally required

(@) Arm/Group Description describes details about the intervention strategy (e.g., dose, dosage form, frequency, duration) or groups evaluated.

% Overall Number of Units Analyzed and Type of Units Analyzed may also be specified.
If Measure Type is a “count,” percentage of participants/units is automatically calculated from Overall Number of Participants/Units Analyzed. The
percentage can be hidden (display is optional).

(@) Not Applicable should be used only if Measure Type is Number, Count of Participants, or Count of Units. No dispersion/precision value is needed if Measure
of Dispersion is Not Applicable.

(5) [Optional] Add as many Rows/Categories as needed. If more than one is entered, a Row/Category Title and Outcome Measure Data are required for each
row. Row/Category Titles are only required if more than one row.
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Outcome measures

Analysis population information

* Overall Number of Participants Analyzed
Definition: Number of participants for whom an outcome
measure was measured and analyzed, for each
outcome measure and each arm/group.

'[I;yp_e of Units Analyzed _

efinition: If the analysis is based on a unit other than
participants, a description of the unit of analysis (for
example, eyes, lesions, implants).

Overall Number of Units Analyzed _

Definition: If the analysis is based on a unit other than
participants, the number of units for which an outcome
was measured and analyzed, for each outcome
measure and each arm/group.

Analysis Population Description

Definition: If the Number of Participants Analyzed or
Number of Units Analyzed differs from the number of
participants or units assigned to the arm or comparison

roup, a brief description of the reason for the difference

such as how the analysis population was determined).

Below is an example of the outcome measures

More details available in the Results Data Element Definitions.

April 2017

| Qutcome Measure Template

ClinicalTrials.gov

* Outcome Measure Type

(Select One) Primary Secondary

Other Pre-specified

Post-Hoc

* Qutcome Measure Title

[*] Outcome Measure Description

* Qutcome Measure Time Frame

* Arm/Group Title

*§ Arm/Group Description (1)

* Overall Number of Participants Analyzed (2

[*] Analysis Population Description

* Measure Type

* Measure of Dispersion/Precision

(Select One)
Count of Participants (3)
Mean
Median

Not Applicable (@)
standard Deviation

Inter-Quartile Range

Numbe: Geometric Coefficient of Variation

(Select One)

Standard Error

Full Range
% Confidence Interval

[*] Row/Category Title (3)

@®

[oc) @®

[*] Row/Category Title (3)

0@

@@ 0@

* Unit of Measure

* Required

@ Arm/Group Description describes details about the intervention strategy (e.g., dose, dosage form, frequency, duration) or groups evaluated.

*§ Required if Primary Completion Date is on or after January 18, 2017

% Overall Number of Units Analyzed and Type of Units Analyzed may also be specified.

If Measure Type is a “count,” percentage of participants/units is automatically calculated from Overall Number of Participants/Units Analyzed. The

percentage can be hidden (display is optional).

@ Not Applicable should be used only if Measure Type is Number, Count of Participants, or Count of Units. No dispersion/precision value is needed if Measure

of Dispersion is Not Applicable.

@ [Optional] Add as many Rows/Categories as needed. If more than one is entered, a Row/Category Title and Outcome Measure Data are required for each

row. Row/Category Titles are only required if more than one row.

[*] conditionally required
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Outcome measures

Outcome Measure Data Table

Measure T_?(
Definition:

.

.

.

.

e
r?e type of data for the outcome measure.
Count of Participants
Mean
Median
Least Squares Mean
Geometric Mean
Geometric Least Squares Mean
Number
Count of Units

Measure of Dispersion/Precision

.

.

.

Not Applicable (only if Measure Type is "Number," "Count of Participants," or "Count
of Units")

Standard Deviation

Standard Error

Inter-Quartile Range

Full Range

80% Confidence Interval

90% Confidence Interval

95% Confidence Interval

97.5% Confidence Interval

99% Confidence Interval

Other Confidence Interval Level

Geometric Coefficient of Variation (only when Measure Type is "Geometric Mean")

Other Confidence Interval Level ] _ _

Definition: The numerical value for the confidence interval level, if "Other .
Confidence Interval Level" is selected. Provide a rationale for choosing this level in
the Outcome Measure Description.

Below is an example of the outcome measures

More details available in the Results Data Element Definitions. April 2017
| Qutcome Measure Template ClinicalTrials.gov
* Outcome Measure Type | (Select One) Primary Secondary Other Pre-specified Post-Hoc
* Qutcome Measure Title
[*] Outcome Measure Description
* Qutcome Measure Time Frame
* Arm/Group Title
*§ Arm/G escription ()
Overall Number of Parti s Analyzed (2
[*] Analysis Poj n Description
* Measure Type * Measure of Dispersion/Precision
(Select One) (Select One)
Count of Participants (3) Not Applicable (@)
Mean Standard Deviation
Median Standard Error
Least Squares Mean (LSM) Inter-Quartile Range
Geometric Mean Full Range
Geometric LSM % Confidence Interval
MNumber Geometric Coefficient of Variation
Count of Units 3)
[*] Row/Category Title (3) @ [6]0)] [©]0]
[*] Row/Category Title 5) @ @@ @
* Unit of Measure
* Required *§ Required if Primary Completion Date is on or after January 18, 2017 [*] conditionally required
@ Arm/Group Description describes details about the intervention strategy (e.g., dose, dosage form, frequency, duration) or groups evaluated.
Overall Number of Units Analyzed and Type of Units Analyzed may also be specified.
If Measure Type is a “count,” percentage of participants/units is automatically calculated from Overall Number of Participants/Units Analyzed. The
percentage can be hidden (display is optional).
@ Not Applicable should be used only if Measure Type is Number, Count of Participants, or Count of Units. No dispersion/precision value is needed if Measure
of Dispersion is Not Applicable.
(5) [Optional] Add as many Rows/Categories as needed. If more than one is entered, a Row/Category Title and Outcome Measure Data are required for each
row. Row/Category Titles are only required if more than one row.
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Outcome Measure Data Table

* Category or Row Title Below is an example of the outcome measures
Deflnltlon: Name Of dIStInCt Cate Ory Or rOW for More details available in the Results Data Element Definitions. April 2017

an outcome measure, if any. Ca egory Titles | Quicome Measure Templute ___ ClinicalTrials.gov
are only for mutually exclusive and exhaustive v MnreTve o) vy seonory ot peted Pk
categories summarizing data using the T
Measure Type of a "Count of Participants" or
"Count of Units". Row Titles are for any type of

*§ Arm/Group Description (1)

d ata ] * Overall Number of Participants Analyzed 2

[*] Analysis Population Description

Number of Participants Analyzed U
Definition: The number of participants comaratape® | pormun®

analyzed for the outcome measure in the row
and for each arm/ rOlrJ_P,_If different from the
overall Number of Participants Analyzed. e — — —
Limit: 50 characters. » = oo oe 5%

* Unit of Measure

N b f U 't A I d * Required *§ Required if Primary Completion Date is on or after January 18, 2017 [*] Conditionally required
u m e r o n I s n a yze @ Arm/Group Description describes details about the intervention strategy (e.g., dose, dosage form, frequency, duration) or groups evaluated.
Overall Number of Units Analyzed and Type of Units Analyzed may also be specified.
v

D efi n itio n : T h e n u m b e r Of u n itS a n a | yzed fo r % If Measure Type is a “count,” percentage of participants/units is automatically calculated from Overall Number of Participants/Units Analyzed. The

. percentage can be hidden [:ispfay is optional).
Not Applicable should be used only if Measure Type is Number, Count of Participants, or Count of Units. No dispersion/precision value is needed if Measure
the outcome measure in the row and for each © st s v
a rm/g. ro u p if d iffe re n t fro m th e Ove ra | I N u m be r @ [Opﬂ:nali':t:d as mTa]:Iy Raws,v'clategoriles:sfneedeih If more than one is entered, a Row/Category Title and Outcome Measure Data are required for each
y row. Row/Category Titles are only required if more than one row.
of Units Analyzed.




Outcome measures

Outcome Measure Data Table

Below is an example of the outcome measures

April 2017

 Qutcome Data
Definition: The measurement

More details available in the Results Data Element Definitions.

| Qutcome Measure Template

ClinicalTrials.gov

* Outcome Measure Type | (Select One) Primary Secondary Other Pre-specified Post-Hoc

* Qutcome Measure Title

value(s) for each outcome
measure, including each

[*] Outcome Measure Description

* Qutcome Measure Time Frame

* Arm/Group Title

category/row and each arm/group.

* NA (Not Available) Explanation
Definition: Explain why outcome
measure data are not available, if
"NA" is reported for Outcome Data.

Least Squares Mean (LSM) Inter-Quartile Range
Geometric Mean Full Range
Geometric LSM % Confidence Interval
Number Geometric Coefficient of Variation

*§ Arm/Group Description (1)

* Overall Number of Participants Analyzed (2

[*] Analysis Population Description

* Measure Type * Measure of Dispersion/Precision

(Select One) (Select One)

Not Applicable (@)
standard Deviation

3343333

u ount of nits
 Unit of Measure = = —
[*] Row/Category Title 5) @ @@ @

* Unit of Measure

Definition: An explanation of what
Is quantified by the data (for
example, participants, mm Hg), for
each outcome measure.

* Required *§ Required if Primary Completion Date is on or after January 18, 2017 [*] conditionally required

@ Arm/Group Description describes details about the intervention strategy (e.g., dose, dosage form, frequency, duration) or groups evaluated.

Overall Number of Units Analyzed and Type of Units Analyzed may also be specified.
If Measure Type is a “count,” percentage of participants/units is automatically calculated from Overall Number of Participants/Units Analyzed. The

percentage can be hidden (display is optional).
@ Not Applicable should be used only if Measure Type is Number, Count of Participants, or Count of Units. No dispersion/precision value is needed if Measure

of Dispersion is Not Applicable.
@ [Optional] Add as many Rows/Categories as needed. If more than one is entered, a Row/Category Title and Outcome Measure Data are required for each

row. Row/Category Titles are only required if more than one row.




Outcome measures

Statistical analysis

Definition: Result(s) of scientifically appropriate tests of
statistical S|_?n|f|cance of the primary and secondary outcome
measures, if any. Such analyses inClude those pre-specified in
the protocol and/or statistical analysis plan; made public by the
sponsor or responsible party; conducted on a primary outcome
measure in response to a request made by the FDA. If a
statistical analysis is reported "Comparison Group Selection" and
"Type of 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."

The statistical analysis fields will present themselves if the

Below is an example of the outcome measures

Mare details available in the Results Data Element Definitions. April 2017

I Qutcome Measure Template

ClinicalTrials.gov

* Outcome Measure Type | (Select One) Primary Secondary Other Pre-specified Post-Hoc

* Qutcome Measure Title

[*] Outcome Measure Description

* Qutcome Measure Time Frame

* Arm/Group Title

*§ Arm/Group Description (1)

* Overall Number of Participants Analyzed (2)

[*] Analysis Population Description

* Measure Type * Measure of Dispersion/Precision

measurement type and measure of dispersion/precision
warrants further explanation of the statistical methods
performed

(select One)
Count of Participants (3)
Mean
Median
Least Squares Mean (LSM)

(Select One)
Not Applicable (@)
tion

Statistical Analysis Overview _
Definition: Summary description of the analysis performed.

Comparison Group Selection _ _

Definition: The arms or comParl_sor] groups involved in the

statistical analysis (check all to indicate an "omnibus" analysis).
+ Comment

nts
Definition: Additional details about the statistical analysis, such as null
hypothesis and description of power calculation.

Geometric Mean Full Range

Geometric LSM % Confidence Interval

Number Geometric Coefficient of Variation
Count of Units 3

[*] Row/Category Title & @@ [©]0] [6]0]

[*] Row/Category Title 5 @@ @a® [©10]

* Unit of Measure

* Required *§ Required if Primary Completion Date is on or after January 18, 2017 [*] conditionally required

@) Arm/Group Description describes details about the intervention strategy (e.g., dose, dosage form, frequency, duration) or groups evaluated.

% Overall Number of Units Analyzed and Type of Units Analyzed may also be specified.
If Measure Type is a “count,” p ge of part Junits is ly calculated from Overall Number of Participants/Units Analyzed. The
percentage can be hidden (display is optional).

(@) NotApplicable should be used only if Measure Type is Number, Count of Participants, or Count of Units. No dispersion/precision value is needed if Measure
of Dispersion is Not Applicable.

(5) [Optional] Add as many Rows/Categories as needed. If more than one is entered, a Row,/Category Title and Outcome Measure Data are required for each
row. Row/Category Titles are only required if more than one row.
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Outcome measures

Statistical analysis

« Type of Statistical Test , Below is an example of the outcome measures
Deflnltlon: Identlfles the type Of analysls. More details available in the Results Data Element Definitions. April 2017

S e I eCt one | Outcome Measure Template ClinicalTrials.gov

* Outcome Measure Type | (Select One) Primary Secondary Other Pre-specified Post-Hoc

o S U pe ri O ri ty * Qutcome Measure Title
d Non_i nfe riority [*] Outcome Measure Description

* Qutcome Measure Time Frame

hd Equ ivalence * Arm/Group Title

« Other (for example, single group or other ‘ Y ——
d eSCﬂ ptlve a n alyS I S) Overall Number of Participants Analyzed (2

[*] Analysis Population Description

* Non-Inferiority or Equivalence (legacy selection) T [ ——

. . Il (Select One) (Select One)
« Superiority or Other (legacy selection) e
Mean Standard Deviation
Median Standard Error
Least Squares Mean (LSM) Inter-Qy
Geometric Mean Full Range

« Comments o . | comm ot o
Definition: If, "Non-inferiority" or "Equivalence, LI 55 o 5
provide additional details, including details of the

[*] Row/Category Title (3 @ @@ [©10]

power calculation (if not previously provided), P
defl n Itlon Of non-l n erlorl y Or equ Ivalence ma rg I n y * Required *§ Required if Primary Completion Date is on or after January 18, 2017 [*] Conditionally required
/i i { (e-g., , form, fi A ion) A
and other key parameters. Cé’ Overat Ruberaf Unis Aty and Type of Units Analaed may i b specfin. 0 oups SYALELes
If Measure Type is a “count,” percentage of participants/units is automatically calculated from Overall Number of Participants/Units Analyzed. The
percentage can be hidden (display is optional).
@ Not Applicable should be used only if Measure Type is Number, Count of Participants, or Count of Units. No dispersion/precision value is needed if Measure
of Dispersion is Not Applicable.

@ [Optional] Add as many Rows/Categories as needed. If more than one is entered, a Row/Category Title and Outcome Measure Data are required for each
row. Row/Category Titles are only required if more than one row.
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Outcome measures

Statistical analysis

Statistical Test of Hypothesis (or Method of Estimation or Other
Statistical Analysis required)

Definition: Procedure used for statistical analysis of outcome data and
the calculated p-value.

P-Value
Definition: Calculated p-value given the null-
hypothesis

Comments
Definition: Additional information, such as
whether the p-value is adjusted for multiple
comparisons and the a priori threshold for
statistical significance. Limit: 250 characters.
Method
Definition: The statistical test used to calculate the p-value, if a P-
Value is reported.

Other Method Name
Definition: If "Other" is selected, provide name of statistical test.

Comments
Definition: Any other relevant information about the statistical test,
such as adjustments or degrees of freedom.

Below is an example of the outcome measures

More details available in the Results Data Element Definitions. April 2017

| Qutcome Measure Template ClinicalTrials.gov

* Outcome Measure Type | (Select One) Primary Secondary Other Pre-specified Post-Hoc

* Qutcome Measure Title

[*] Outcome Measure Description

* Qutcome Measure Time Frame

* Arm/Group Title

*§ Arm/Group Description (1)

* Overall Number of Participants Analyzed (2

[*] Analysis Population Description

* Measure Type * Measure of Dispersion/Precision

(Select One) (Select One)
Count of Participants (3) Not Applicable (@)
Mean Standard Deviation
Median Standard Error
Least Squares Mean (LSM) Inter-Quartile Range
Geometric Mean Full Range
Geometric LSM % Confidence Interval
Number Geometric Coefficient of Variation
Count of Units (3)

[*] Row/Category Title (3) @ [6]0)] [©]0]
[*] Row/Category Title (3 @ @@ [©10]

* Unit of Measure

* Required *§ Required if Primary Completion Date is on or after January 18, 2017 [*] conditionally required

@ Arm/Group Description describes details about the intervention strategy (e.g., dose, dosage form, frequency, duration) or groups evaluated.

% Overall Number of Units Analyzed and Type of Units Analyzed may also be specified.
If Measure Type is a “count,” percentage of participants/units is automatically calculated from Overall Number of Participants/Units Analyzed. The
percentage can be hidden (display is optional).

@ Not Applicable should be used only if Measure Type is Number, Count of Participants, or Count of Units. No dispersion/precision value is needed if Measure
of Dispersion is Not Applicable.

(5) [Optional] Add as many Rows/Categories as needed. If more than one is entered, a Row/Category Title and Outcome Measure Data are required for each
row. Row/Category Titles are only required if more than one row.
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Outcome measures

Statistical analysis

Statistical Test of Hypothesis (or Method of Estimation or Other Statistical
Analysis required)

Definition: Procedure used for statistical analysis of outcome data and the
calculated p-value.

P-Value
Definition: Calculated p-value given the null-hypothesis

Comments
Definition: Additional information, such as
whether the p-value is adjusted for multiple comparisons and
the a priori threshold for statistical significance. Limit: 250
characters.
Method
Definition: The statistical test used to calculate the p-value, if a P-Value is
reported.

Other Method Name
Definition: If "Other" is selected, provide name of statistical test.

Comments
Definition: Any other relevant information about the statistical test,
such as adjustments or degrees of freedom.

Method of Estimation (or Statistical Test of Hypothesis or Other Statistical
Analysis required) Definition: Procedure used to estimate effect of
intervention

Below is an example of the outcome measures

More details available in the Results Data Element Definitions. April 2017
| Qutcome Measure Template ClinicalTrials.gov
* Outcome Measure Type | (Select One) Primary Secondary Other Pre-specified Post-Hoc

* Qutcome Measure Title

[*] Outcome Measure Description

* Qutcome Measure Time Frame

* Arm/Group Title
*§ Arm/Group Description (1)
* Overall Number of Participants Analyzed (2
[*] Analysis Population Description
* Measure Type * Measure of Dispersion/Precision
(Select One) (Select One)
Count of Participants (3) Not Applicable (@)
Mean Standard Deviation
Median Standard Error
Least Squares Mean (LSM) Inter-Quartile Range
Geometric Mean Full Range
Geometric LSM % Confidence Interval
MNumber Geometric Coefficient of Variation
Count of Units 3)
[*] Row/Category Title (3) @ [6]0)] [©]0]
[*] Row/Category Title 5) @ @@ @
* Unit of Measure

* Required *§ Required if Primary Completion Date is on or after January 18, 2017 [*] conditionally required

@ Arm/Group Description describes details about the intervention strategy (e.g., dose, dosage form, frequency, duration) or groups evaluated.
Overall Number of Units Analyzed and Type of Units Analyzed may also be specified.
If Measure Type is a “count,” percentage of participants/units is automatically calculated from Overall Number of Participants/Units Analyzed. The
percentage can be hidden (display is optional).

@ Not Applicable should be used only if Measure Type is Number, Count of Participants, or Count of Units. No dispersion/precision value is needed if Measure

of Dispersion is Not Applicable.

(5) [Optional] Add as many Rows/Categories as needed. If more than one is entered, a Row/Category Title and Outcome Measure Data are required for each
row. Row/Category Titles are only required if more than one row.
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Outcome measures

Statistical analysis

+ Estimated Value
Definition: The calculated value for the estimation parameter.
+ Confidence Interval (/f applicable)

Level

Expressed as a percentage.

Number of Sides

Select 1-sided or 2-sided.

Lower Limit

Definition: Required if confidence interval is "2-sided" or if confidence interval is
"1-sided" and no Upper Limit is entered.

Upper Limit

Definition: Required if confidence interval is "2-sided" or if confidence interval is
"1-sided" and no Lower Limit is entered.

NA (Not Available) Explanation

Definition: Explain why the upper limit data are not available, if "NA" is reported as
upper-limit of "2-sided" confidence interval. Limit: 250 characters.

Below is an example of the outcome measures

More details available in the Results Data Element Definitions. April 2017

| Qutcome Measure Template

ClinicalTrials.gov

* Outcome Measure Type | (Select One) Primary Secondary Other Pre-specified Post-Hoc

* Qutcome Measure Title

[*] Outcome Measure Description

* Qutcome Measure Time Frame

* Arm/Group Title

*§ Arm/Group Description (1)

* Overall Number of Participants Analyzed (2

[*] Analysis Population Description

* Measure Type * Measure of Dispersion/Precision

(Select One) (Select One)
Count of Participants (3) Not Applicable (@)
Mean Standard Deviation
Median Standard Error
Least Squares Mean (LSM) Inter-Quartile Range
Geometric Mean Full Range
Geometric LSM % Confidence Interval
Number Geometric Coefficient of Variation
Count of Units (3)

[*] Row/Category Title (3) @ @® [©]0]

[*] Row/Category Title (3 @ @@ [©10]

* Unit of Measure

* Required *§ Required if Primary Completion Date is on or after January 18, 2017 [*] conditionally required

@ Arm/Group Description describes details about the intervention strategy (e.g., dose, dosage form, frequency, duration) or groups evaluated.

% Overall Number of Units Analyzed and Type of Units Analyzed may also be specified.
If Measure Type is a “count,” percentage of participants/units is automatically calculated from Overall Number of Participants/Units Analyzed. The
percentage can be hidden (display is optional).

@ Not Applicable should be used only if Measure Type is Number, Count of Participants, or Count of Units. No dispersion/precision value is needed if Measure
of Dispersion is Not Applicable.

(5) [Optional] Add as many Rows/Categories as needed. If more than one is entered, a Row/Category Title and Outcome Measure Data are required for each
row. Row/Category Titles are only required if more than one row.
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Outcome measures

Statistical analysis

Parameter Dispersion Type
Select one.
« Standard Deviation

e Standard Error of the Mean

Dispersion Value
Definition: The calculated value for the dispersion of the estimated parameter.

Estimation Comments

Definition: Any other relevant estimation information, including the direction of
the comparison (for example, describe which arm or comparison group
represents the numerator and denominator for relative risk).

Limit: 250 characters.

Other Statistical Analysis
Definition: If the statistical analysis cannot be submitted using the Statistical
Test of Hypothesis or Method of Estimation options, provide a description and

the results of any other scientifically appropriate tests of statistical significance.

Below is an example of the outcome measures

More details available in the Results Data Element Definitions. April 2017
| Qutcome Measure Template ClinicalTrials.gov
* Outcome Measure Type | (Select One) Primary Secondary Other Pre-specified Post-Hoc

* Qutcome Measure Title

[*] Outcome Measure Description

* Qutcome Measure Time Frame

* Arm/Group Title
*§ Arm/Group Description (1)
* Overall Number of Participants Analyzed (2
[*] Analysis Population Description
* Measure Type * Measure of Dispersion/Precision
(Select One) (Select One)
Count of Participants (3) Not Applicable (@)
Mean Standard Deviation
Median Standard Error
Least Squares Mean (LSM) Inter-Quartile Range
Geometric Mean Full Range
Geometric LSM % Confidence Interval
MNumber Geometric Coefficient of Variation
Count of Units 3)
[*] Row/Category Title (3) @ @® [©]0]
[*] Row/Category Title 5) @ @@ @
* Unit of Measure

* Required *§ Required if Primary Completion Date is on or after January 18, 2017 [*] conditionally required

@ Arm/Group Description describes details about the intervention strategy (e.g., dose, dosage form, frequency, duration) or groups evaluated.

% Overall Number of Units Analyzed and Type of Units Analyzed may also be specified.
If Measure Type is a “count,” percentage of participants/units is automatically calculated from Overall Number of Participants/Units Analyzed. The
percentage can be hidden (display is optional).

@ Not Applicable should be used only if Measure Type is Number, Count of Participants, or Count of Units. No dispersion/precision value is needed if Measure
of Dispersion is Not Applicable.

(5) [Optional] Add as many Rows/Categories as needed. If more than one is entered, a Row/Category Title and Outcome Measure Data are required for each
row. Row/Category Titles are only required if more than one row.
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Adverse events

General

Definition: Any untoward or unfavorable medical occurrence in a
participant, inc udlng any abnormal sign (for example, abnormal

hysical exam or laboratory fmdmg),_symptom, or disease,
emporally associated with'the participant’s participation in the
research, whether or not considered related to the participant’s
participation in the research.

Three types of adverse event data are to be reported: "All-Cause
hEAonqtllty," "Serious," and "Other (Not Including Serious)" Adverse
vents.

All-Cause Mortality: The occurrence of death due to any cause.

Serious Adverse Events: Include adverse events that result in
any of the following outcomes: death, a life-threatening adverse
event, inpatient hospitalization or prolongation of existing
hospitalization, a Fer&stent or significant incapacity or _
substantial disruption of the ability to conduct normal functions,
or a congenital anomaly/birth defect. Important medical events
that may not result in death, be life-threatening, or require
hospitalization may be considered serious when, based upon
appropriate medical judgment, they may jeopardize the
participant and may require medical or surgical intervention to
prevent one of the outcomes listed in this definition.

Other (Not Including Serious) Adverse Events: Adverse events
that are not Serious Adverse Events.

More details available in the Results Data Element Definitions. April 2017
All-Cause Mortality and Serious Adverse Events Template ClinicalTrials.gov
*§ Time Frame
[*] Adverse Event Reporting Description
Source Vocabulary Name for Table Default ()
*§ Collection Approach for Table Default @ (Select One) Systematic Mon-Systematic
* Arm/Group Title
*§ Arm/Group Description (2)
*§ All-Cause Mortality
*§ Number *§ Number *§ Number *§ Number *§ Number *§ Number
Participants Participants Participants Participants Participants Participants
Affected at Risk Affected at Risk Affected at Risk

*§ Total

* Serious Adverse Events

* Number | * Number * Number | * Number * Number | * Number
Farticipants | Participants | Number |Participants | Participants| Number |Participants | Participants | Number
Affected at Risk Events | Affected at Risk Events | Affected at Risk Events
* Total
: Adv:;;e"Event * Organ System

@ @0 @) @r

@ @r @) @

@ Gy @) @

8] @0 @) @0

@ @ @) @1

O] @0 @) @]

* Required *§ Required if Primary Completion Date is on or after January 18, 2017 [*] Conditionally required

@ If entered, the table default values apply to all Adverse Event Terms. The values may be changed for any single Adverse Event, if different from the table default.
@ Arm/Group Description describes details about the intervention strategy (e.g., dose, dosage form, frequency, duration) or groups evaluated.
@ Organ System must be selected from a pick-list of high-level categories. See the Results Data Element Definitions for details.
(@) Number of Participants at Risk for an Adverse Event Term is only required when the value differs from the Total Number of Participants at Risk.
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Adverse events

Basic table information

More details available in the Results Data Element Definitions. April 2017
+ Time Frame Other (Not Including Serious) Adverse Events Template ClinicalTrials.gov
Definition: The specific period of time over which adverse event data were collected. *§ Time Frame

[*] Adverse Event Reporting Description

Source Vocabulary Name for Table Default (1)

+ Adverse Event Reporting Description
Definition: If the adverse event information collected in the clinical study is collected
based on a different definition of adverse event and/or serious adverse event than the
Adverse Events definition below, a brief description of how the definitions differ. May
also be used to provide any additional relevant information about adverse event

*§ Collection Approach for Table Default (1) | (Select One) Systematic MNon-Systematic

* Arm/Group Title

*§ Arm/Group Description (2)

* Other (Not Including Serious) Adverse Events

. . . . . * Frequency Threshold for * Number | * Number * Number | * Number * Number | * Number
collection, including details about the method of systematic assessment (for example, Reporting Other Adverse Participants | Participants | Number | Participants| Participants| Number | Participants | Participants | Number
Events (0-5%) % | Affected at Risk Events Affected at Risk Events Affected at Risk Events
daily questionnaire) or information about how the analysis population was determined Pv—
(if the Number of Participants at Risk differs from the number of participants assigned * Adverse Event P
. Term
to the arm or comparison group).
@ @r @) @1
@ @0 @14 Oy
+ Source Vocabulary Name for Table Default ® @r @r @)
Definition: Standard terminology, controlled vocabulary, or classification and version g g” g” g”
i . ] 1*) 1]
from which adverse event terms are drawn, if any (for example, SNOMED CT, ® o @ o
MedDRA 10.0). Default value for Source Vocabulary Name to be applied to all ® @r @r) @r)
adverse event terms entered in the "Serious Adverse Event" and "Other (Not © S o &)
. . " * Required *§ Required if Primary Completion Date is on or after January 18, 2017 [*] Conditionally required
Including Serious) Adverse Event" tables. If necessary, Source Vocabulary Name (@ Ifentered, the table default values apply to all Adverse Event Terms. The values may be changed for any single Adverse Event, if different from the table defauit.
. . @ Arm/Group Description describes details about the intervention strategy (e.g., dose, dosage form, freq cy, ion) or groups i
may a|SO be SpeCIerd fOI’ SpeCIfIC Adverse EVent TermS (3) Organ System must be selected from a pick-list of high-level categories. See the Results Data Elem!nt Definitions for details.

(@) Number of Participants at Risk for an Adverse Event Term is only required when the value differs from the Total Number of Participants at Risk.
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Adverse events

Basic table information

More details available in the Results Data Element Definitions. April 2017
«  Collection Approach for Table Default (or Collection Approach for each Adverse Other (Not Including Serious) Adverse Events Template ClinicalTrials.gov
Event Term required) *§ Time Frame

[*] Adverse Event Reporting Description

Definition: The type of approach taken to collect adverse event information. Default
value for the type of approach taken to collect adverse event information (Systematic
or Non-Systematic Assessment) to be applied to all adverse event terms entered in

Source Vocabulary Name for Table Default (1)

*§ Collection Approach for Table Default (1) | (Select One) Systematic MNon-Systematic

. . . * Arm/Group Title
the "Serious Adverse Event" or "Other (Not Including Serious) Adverse Event" tables.
. . o *§ Arm/Group Description (2)
If necessary, Collection Approach may also be specified for specific Adverse Event T
Terms SeIeCt one. U Freque:ncyThr:slmld for * Number | * Number * Number | * Number * Number | * Number
« Systematic Assessment: Any method of routinely determining whether or B e g Y (| || s (b e || S e e |
not certain adverse events have occurred, for example through a standard * Total
questionnaire, regular investigator assessment, regular laboratory testing, or  Aduerse Euent * Organ System
other method ® o @ @
* Non-Systematic Assessment: Any non-systematic method for determining ® @r) @r) @)
whether or not adverse events have occurred, such as self-reporting by 2 g” g” g”
. . . ! '] ']
participants or occasional assessment/testing ® o @ @
@ @r @1 @1
@ O]y @) Oy
@ @1 @) ®r]
* Required *§ Required if Primary Completion Date is on or after January 18, 2017 [*] Conditionally required

(L) if entered, the table default values apply to all Adverse Event Terms. The values may be changed for any single Adverse Event, if different from the table default.
@ Arm/Group Description describes details about the intervention strategy (e.g., dose, dosage form, freq cy, ion) or groups

(3) Organ System must be selected from a pick-list of high-level categories. See the Results Data Elem!nt Definitions for details.

(@) Number of Participants at Risk for an Adverse Event Term is only required when the value differs from the Total Number of Participants at Risk.
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Adverse events

Arm/Group Information

*  Arm/Group Information
Definition: Arms or comparison groups in the study, including all arms or comparison
groups based on the pre-specified protocol and/or statistical analysis plan.

+ Straight from section 8 (Arm/group and intervention) from the study
registration, copy/paste

*  Arm/Group Title
Definition: Descriptive label used to identify each arm or comparison group.

» Straight from section 8 (Arm/group and intervention) from the study
registration, copy/paste

*  Arm/Group Description
Definition: Brief description of each arm or comparison group. In general, it must
include sufficient detail to understand how the arm(s) or comparison groups were
derived from the arm(s) to which participants were assigned in Participant Flow (if
different) and the intervention strategy in each arm/group.

+ Straight from section 8 (Arm/group and intervention) from the study
registration, copy/paste

More details available in the Results Data Element Definitions.

Other (Not Including Serious) Adverse Events Template

April 2017

ClinicalTrials.gov

*§ Time Frame
[*] Adverse Event Reporting Description
Source Vocabulary Name for Table Default (1)
*§ Collection Approach for Table Default (1) | (Select One) Systematic MNon-Systematic
* Arm/Group Title
*§ Arm/Group Description (2)
* Other (Not Including Serious) Adverse Events
* Frequency Threshaold for * Number | * Number * Number | * Number * Number | * Number
Reporting Other Adverse Participants | Participants | Number |Participants | Participants| Number |Participants | Participants| Number
Events (0-5%) % | Affected at Risk Events Affected at Risk Events Affected at Risk Events
* Total
: M"_:;:;E"ent * Organ System
® @r @ @11
@ @r1 @4 Oly)
@ @r @0 Oly)
® @r] @0 @1
® @r1 @4 Oly)
® @r @) Oly
@ @r @0 Oly|
6] @r] @1 Oly)
* Required *§ Required if Primary Completion Date is on or after January 18, 2017 [*] Conditionally required

(L) if entered, the table default values apply to all Adverse Event Terms. The values may be changed for any single Adverse Event, if different from the table default.
@ Arm/Group Description describes details about the intervention strategy (e.g., dose, dosage form, freq cy,

(3) Organ System must be selected from a pick-list of high-level categories. See the Results Data Element Definitions for details.

ion) or groups

(@) Number of Participants at Risk for an Adverse Event Term is only required when the value differs from the Total Number of Participants at Risk.
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Adverse events
Total Number Effected

* Total Number Affected by All-Cause Mortality
Definition: Overall number of participants, in each arm/group, who died due to any
cause.

* Total Number at Risk for All-Cause Mortality
Definition: Overall number of participants, in each arm/group, included in the
assessment of deaths due to any cause (that is, the denominator for calculating
frequency of all-cause mortality).

* Total Number Affected by Any Serious Adverse Event
Definition: Overall number of participants affected by one or more Serious Adverse
Events, for each arm/group.

* Total Number at Risk for Serious Adverse Events (or Number at Risk for each
Serious Adverse Event Term required)
Definition: Overall number of participants included in the assessment of serious adverse
events (that is, the denominator for calculating frequency of serious adverse events), for
each arm/group.

*  Frequency Threshold for Reporting Other (Not Including Serious) Adverse Events
Definition: Specify the frequency of occurrence that an Other (Not Including Serious)
Adverse Event must exceed, within any arm or comparison group, to be reported in the
Other (Not Including Serious) Adverse Event table. The number for the frequency
threshold must be less than or equal to the allowed maximum (5%). Do not include
symbols (for example, > or %) in the data field, it will be expressed as a percentage. For
example, a threshold of 5 percent indicates that all Other (Not Including Serious)
Adverse Events with a frequency greater than 5 percent within at least one arm or
comparison group are reported.

More details available in the Results Data Element Definitions. April 2017
Other (Not Including Serious) Adverse Events Template ClinicalTrials.gov
*§ Time Frame
[*] Adverse Event Reporting Description
Source Vocabulary Name for Table Default (1)
*§ Collection Approach for Table Default (1) | (Select One) Systematic MNon-Systematic
* Arm/Group Title
*§ Arm/Group Description (2)
* Other (Not Including Serious) Adverse Events
* Frequency Threshold for *Number | * Number * Number | * Number * Number | * Number
Reporting Other Adverse Participants | Participants | Number |Participants | Participants| Number |Participants | Participants| Number
Events (0-5%) % | Affected at Risk Events Affected at Risk Events Affected at Risk Events
* Total
: M"_:;::f"ent * Organ System

® @r @ @11

® @r1 @4 Oly)

® @r @0 Oly)

® @r] @) @1

® @r1 @4 Oly)

® @r @) Oly

® @r @0 Oly|

&) @r] @1 Oly)

* Required *§ Required if Primary Completion Date is on or after January 18, 2017 [*] Conditionally required

(L) if entered, the table default values apply to all Adverse Event Terms. The values may be changed for any single Adverse Event, if different from the table default.

@ Arm/Group Description describes details about the intervention strategy (e.g., dose, dosage form, frequency, duration) or groups evaluated.

(3) Organ System must be selected from a pick-list of high-level categories. See the Results Data Element Definitions for details.
(@) Number of Participants at Risk for an Adverse Event Term is only required when the value differs from the Total Number of Participants at Risk.
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Adverse events
Total Number Effected

More details available in the Results Data Element Definitions. April 2017

Other (Not Including Serious) Adverse Events Template ClinicalTrials.gov
*§ Time Frame
+ Total Number Affected by Any Other (Not Including Serious) Adverse Event [*] Adverse Event Reporting Description
Above the Frequency Threshold Source Vocabulary Name for Table Default (D)

Definition: Overall number of participants affected, for each arm/group, by at least one

. N ” *§ Collection Approach for Table Default (1) | (Select One) Systematic MNon-Systematic
Other (Not Including Serious) Adverse Event(s) reported in the table. Adverse events
reported in the table are those that occurred at a frequency exceeding the specified * Arm/Group Title
Frequency Threshold (for example, 5%) within at least one arm or comparison group. *§ Arm/Group Description @

* Other (Not Including Serious) Adverse Events

* Total Number at Risk for Other (Not Including Serious) Adverse Events (or

Number at Risk for each Other, [Not Including Serious], Adverse Event Term required) e Aares partieponts | Participonts| Number | Pantcipants | partiemants| Number |Partipants| Partiopants| Number
Definition: Overall number of participants, for each arm/group, included in the (=) % | Affected | atRisk | Events | Affected | atRisk | Events | Affected | atRisk | Events
assessment of Other (Not Including Serious) Adverse Events during the study (that is, * Total
the denominator for calculating frequency of Other (Not Including Serious) Adverse * Adverse Event © Orean Srst
Events). Tem e

® @r @14 @1

® @ @14 @1

® @ @14 @1

® @ @14 @)

® @ @14 @)

® @ @14 @11

® @ @14 @1

® @ @14 @1

* Required *§ Required if Primary Completion Date is on or after January 18, 2017 [*] Conditionally required

(L) if entered, the table default values apply to all Adverse Event Terms. The values may be changed for any single Adverse Event, if different from the table default.
@ Arm/Group Description describes details about the intervention strategy (e.g., dose, dosage form, freq cy, ion) or groups

(3) Organ System must be selected from a pick-list of high-level categories. See the Results Data Elem!nt Definitions for details.

(@) Number of Participants at Risk for an Adverse Event Term is only required when the value differs from the Total Number of Participants at Risk.
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Adverse events

Adverse Event Term/Organ System

More details available in the Results Data Element Definitions. April 2017
* Adverse Event Term Other (Not Including Serious) Adverse Events Template ClinicalTrials.gov
Definition: Descriptive word or phrase for the adverse event. p—
Limit: 100 characters. e
[*] Adverse Event Reporting Description
° Organ system Source Vocabulary Name for Table Default (1)
Definition: High-level categories used to group adverse event terms by body or organ *§ Collection Approach for Table Default @ | (Select One)  Systematic Nan-Systematic
system. Select one. (Adverse events that affect multiple systems should be classified as S —
"General disorders.") e
*§ Arm/Group Description (2)
» Blood and Lymphatic System Disorders » Neoplasms Benign, Malignant and
+  Cardiac Disorders Unspecified (Including Cysts and S eIy ) Rl
» Congenital, Familial and Genetic Polyps) . quumwOT:msAh::rd for * Number | * Number * Number | * Number * Number | * Number
Disorders . Nervous System Disorders Reporting Other erse Participants Parﬁ\cigams Number | Participants Pnrl‘.ir.ip.ums Number | Participants Parﬁa';fnns Number
* Ear and Labyrinth Disorders * Pregnancy, Puerperium and Perinatal frents O5%) X | Afected | ot ik Frents | Affected | otR frents | Affected | otR e
+  Endocrine Disorders Conditions jaots!
* Eye Disorders ¢ Product Issues * Adverse Event * Organ System
+ Gastrointestinal Disorders «  Psychiatric Disorders Lo
* General Disorders * Renal and Urinary Disorders ® @r] @1 @1
* Hepatobiliary Disorders * Reproductive System and Breast ® @ @4 @)
* Immune System Disorders Disorders ® @ @ @1
* Infections and Infestations * Respiratory, Thoracic and Mediastinal ® @ @ @
* Injury, Poisoning and Procedural Disorders ® o o o
Complications » Skin and Subcutaneous Tissue
+ Investigations Disorders @ ®r Ol ®r
+  Metabolism and Nutrition Disorders +  Social Circumstances ® @r) @r) @r]
» Musculoskeletal and Connective Tissue » Surgical and Medical Procedures &) @] @ @]
Disorders « Vascular Disorders * Required *§ Required if Primary Completion Date is on or after January 18, 2017 [*] Conditionally required
(L) if entered, the table default values apply to all Adverse Event Terms. The values may be changed for any single Adverse Event, if different from the table default.
@ Arm/Group Description describes details about the intervention strategy (e.g., dose, dosage form, freq cy, ion) or groups

(3) Organ System must be selected from a pick-list of high-level categories. See the Results Data Element Definitions for details.
(@) Number of Participants at Risk for an Adverse Event Term is only required when the value differs from the Total Number of Participants at Risk.

This data element has the potential to be very lengthy if your
intervention has the potential to affect many organs
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Adverse events

Additional Description

+ Adverse Event Term Additional Description
Definition: Additional relevant information about the adverse event.

More details available in the Results Data Element Definitions. April 2017
Other (Not Including Serious) Adverse Events Template ClinicalTrials.gov
* Source Vocabulary Name ( g ) P &
Definition: Standard terminology, controlled vocabulary, or classification and version from S Trens
which adverse event terms are drawn, if any (for example, SNOMED CT, MedDRA 10.0). Iyl Acuerse Suent Reporting Deacription
Leave blank to indicate that the value specified as the Source Vocabulary for Table Default Satirce Vocabutary Nae for Table Defauk ()
should be used. *§ Collection Approach for Table Default (D) | (Select One) Systematic Non-Systematic
+  Collection Approach (or Collection Approach for Table Default required) " Armn/Group Title
Definition: The type of approach taken to collect adverse event information. Select one or *5 Arm/Group Description @
leave blank to indicate that the value specified as the Assessment Type for Table Default 3 Other (Nt Indiuding Serions] Adverse Feents
ShOU|d be used * Frequency Threshold for * Number | * Number * Number | * Number * Number | * Number
. . .. . Reporting Other Adverse Particif ts | Particiy 1 Numbe Particiy ts | Particij ts| Numb Particij ts | Particij ts| Numb
«  Systematic Assessment: Any method of routinely determining whether or not certain Events (0-5%) % | Affected | atRisk | Events | Afecied | otRisk | events | Affected | atmisk | Events
adverse events have occurred, for example through a standard questionnaire, regular P
investigator assessment, regular laboratory testing, or other method N
i i L. M"_:;::f"ent * Organ System
* Non-Systematic Assessment: Any non-systematic method for determining whether or
not adverse events have occurred, such as self-reporting by participants or @ ®r) @ @r
occasional assessment/testing @ ®r) OlY or
® @ @14 @1
* Adverse Event Data ® @r @1 @r
® @ @14 @)
Number of Participants Affected @ @r) @r) @1
Definition: Number of participants, in each arm/group, experiencing at least one event being @ @r @) @r1
reported. ® @r) @r) @r]
* Required *§ Required if Primary Completion Date is on or after January 18, 2017 [*] Conditionally required
=z = @ If entered, the table default values apply to all Adverse Event Terms. The values may be changed for any single Adverse Event, if different from the table default.
Number Of PartICIpants at RISk @ Arm/Group Description describes de‘::il‘; about the intervention strategy (e.g., dus:,vdosage ﬁf(m.ftequvenr\fg. duration) or groups evaluated.
Def|n|t|on Number of part|c|pants assessed, |n eaCh arm/group’ for adverse events (that iS, (3) Organ System must be selected from a pick-list of high-level categories. See the Results Data Element Definitions for details.

(@) Number of Participants at Risk for an Adverse Event Term is only required when the value differs from the Total Number of Participants at Risk.

the denominator for calculating frequency of adverse events). Leave blank to indicate that the
value specified as the total at risk in the arm/group for the table should be used.

Number of Events
Definition: Number of occurrences, in each arm/group, of the adverse event being reported.
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Limitations and Caveats

Additional Description

Overall Limitations and Caveats

Definition: Describe significant limitations of the study. Such
limitations may include not reaching the target number of
participants needed to achieve target power and statistically
reliable results or technical problems with measurements leading
to unreliable or uninterpretable data.

Limit: 250 characters.

Owerall Limitations and Caveats:

Definitions

If appropriate, please describe limitaticns of the trial.
Examples: Early termination leading to =mall numbers of sub



Certain Agreements

* Information indicating whether there exists an agreement between the sponsor or its
agent and the principal investigators (unless the sponsor is an employer of the principal
investigators) that restricts in any manner the ability of the principal investigators (PlIs),
after the completion of the study, to discuss the results of the study at a scientific meeting
or any other public or private forum, or to publish in a scientific or academic journal
information concerning the results of the study. This does not include an agreement
solely to comply with applicable provisions of law protecting the privacy of participants.

Are a[l Pls Employees of Sponsor? Definition: Indicate whether the prinqipal . ' Edit Certain Agreements

investigator is an employee of the sponsor. Select one. Yes: The principal investigator is - ) . o . .

an employee of the sponsor [Relationship of Principal Investigator and Sponsor not specified ]
* No: The principal investigator is not an employee of the sponsor o .
* If"No" the following information is required. Information is I'E'II]LIII'Ed

* Results Disclosure Restriction on PI(s)?
Definition: Indicate whether there exists any agreement (other than an agreement solely
to comply with applicable provisions of law protecting the privacy of participants
participating in the clinical study) between the sponsor or its agent and the principal
investigator (PI) that restricts in any manner the ability of the PI to discuss the results of
the clinical study at a scientific meeting or any other public or private forum or to publish
in a scientific or academic journal the results of the clinical study, after the Primary
Completion Date.

If there are agreements with multiple Pls who are not employees of the sponsor and
there is a disclosure restriction on at least one PI, select "Yes."
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Certain Agreements

+ Pl Disclosure Restriction Type
Definition: Additional information about the results disclosure restriction. If there
are varying agreements, choose the type below that represents the most
restrictive of the agreements (for example, the agreement with the greatest
embargo time period). Select one.
The only disclosure restriction on the Pl is that the sponsor can review results
communications prior to public release and can embargo communications

regarding study results for a period that is less than or equal to 60 days from ) :
the date that the communication is submitted to the sponsor for review. The Edit CEI‘[E.IT_‘I Agrgemenjs ) _ _
sponsor cannot require changes to the communication and cannot unilaterally [Relationship of Principal Investigator and Sponsor not specified ]

extend the embargo.

+ The only disclosure restriction on the Pl is that the sponsor can review results Information is I’E‘qUirﬁd

communications prior to public release and can embargo communications
regarding study results for a period that is more than 60 days but less than or
equal to 180 days from the date that the communication is submitted to the
sponsor for review. The sponsor cannot require changes to the communication
and cannot unilaterally extend the embargo.

» Other disclosure agreement that restricts the right of the PI to disclose, discuss,
or publish study results after the study is completed

+ Other Disclosure Restriction Description
Definition: If "Other disclosure agreement..." is selected, describe the type of
agreement including any provisions allowing the sponsor to require changes, ban
the communication, or extend an embargo.
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Point of contact for scientific information about the clinical study results
information.

Name or Official Title

Definition: The person who is designated the point of contact. This may be a
specific person's name (for example, Dr. Jane Smith) or a position title (for
example, Director of Clinical Trials).

Organization Name
Definition: Full name of the designated individual's organizational affiliation.

Phone: Office phone number of the designated individual. Use the format 123-
456-7890 within the United States and Canada. If outside the United States and
Canada, provide the full phone number, including the country code.

Extension (Ext.): Phone extension, if needed

Email: Electronic mail address of the designated individual.

Results Point of Contact

Edit

Results Point of Contact

Name/Official Title:
Organization:
Phone:

Email:

Information is required




Delayed results

Results Section

Results submission is required by FDAAA 801 for certain applicable clinical trials of drugs, biologics and devices. Note: other clinical trials may need to have results submitted based on other funder or sponsor policies

[Record must have a ClinicalTrials.gov ID (NCT number) before results can be entered.]

Delay Results For applicable clinical trials subject to FDAAA 801, results submission may be delayed (in limited circumstances) with a Cerification or Extension Request.

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

+ Avresponsible party may delay the deadline for submitting results information if one of the two certification conditions below applies to the clinical study. Alternatively, the responsible party may
request an extension of the results submission deadline for good cause. The extension must be granted by the NIH Director.

* Delay Results Type

. Certify Initial Approval: 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 Completion Date of the trial, and
the sponsor intends to continue with product development and is either seeking, or may at a future date seek, FDA approval, licensure, or clearance of the drug product (including a biological product) or device product under study.

. Certify New Use: Trial studies an FDA-regulated drug product (including a biological product) or device product that previously has been approved, licensed, or cleared, for which the manufacturer is the sponsor of the trial and for
which an application or premarket notification seeking approval, licensure, or clearance of the use being studied (which is not included in the labeling of the approved, licensed, or cleared drug, product (including a biologic product) or
device product) has been filed or will be filed within one year with FDA.

. Extension: Request, for good cause, an extension of the deadline for submitting results information

. Note: If a responsible party who is both the manufacturer of the drug product (including a biological product) or device product studied in an applicable clinical trial and the sponsor of the applicable clinical trial submits a certification
under "Certify New Use," that responsible party must submit such a certification for each applicable clinical trial that meets the following criteria: (1) the applicable clinical trial is required to be submitted in an application or premarket
notification seeking approval, licensure, or clearance of a new use; (2) the applicable clinical trial studies the same drug product (including a biological product) or device product for the same use as studied in the applicable clinical
trial for which the initial certification was submitted. [42 U.S.C. 282 (j)(3)(E)(v)(ll) and 42 CFR 11.44(b)(3)]

* Intervention Name(s)

Definition: Provide the name of one or more drugs, biological products or devices to which the certification applies. For drugs use generic name; for other types of interventions provide a brief
descriptive name. The name(s) entered should match Intervention Name(s) provided in the protocol section.

* FDA Application Number(s)
Definition: Provide at least one FDA application number (for example, NDA, BLA, or PMA number), if available, when Delay Results Type is "Certify Initial Approval” or "Certify New Use."

* Requested Submission Date (Required when Delay Results Type is "Extension.")
Definition: Estimate of the date on which the clinical study results information will be submitted, if the Delay Results Type is "Extension".

* Explanation (Required when Delay Results Type is "Extension.")

Definition: Description of the reason(s) why clinical study results information cannot be provided according to the deadline, with sufficient detail to justify good cause for the extension and to allow for
the evaluation of the request. Note that "pending publication" and delays in data analysis for unspecified causes are not considered good cause for an extension.
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Key dates

For trials initiated after January 18, 2017, the final rule establishes specific reporting dates for certain
trial related events and milestones:

Data Element Deadline for Updating
(i.e., not later than the specified date)

Study Start Date 30 calendar days after the first subject is enrolled (if the first human subject was not enrolled at the time
of registration).

Intervention Name(s) 30 calendar days after a nonproprietary name is established.

Availability of Expanded Access 30 calendar days after expanded access becomes available (if available after registration); and 30
calendar days after an NCT number is assigned to a newly created expanded access record. [1]

Expanded Access Status 30 calendar days after a change in the availability of expanded access.

Expanded Access Type 30 calendar days after a change in the type(s) of available expanded access.

Overall Recruitment Status 30 calendar days after a change in overall recruitment status. [2]

Individual Site Status 30 calendar days after a change in status of any individual site.

Human Subjects Protection Review 30 calendar days after a change in status.

Board Status

Primary Completion Date 30 calendar days after the clinical trial reaches its actual primary completion date.

Enroliment At the time the primary completion date is changed to “actual,” the actual number of participants
enrolled must be submitted.

Study Completion Date 30 calendar days after the clinical trial reaches its actual study completion date.

Responsible Party, by Official Title 30 calendar days after a change in the responsible party or the official title of the responsible party.

Responsible Party Contact 30 calendar days after a change in the responsible party or the contact information for the responsible

Information party.

Device Product Not Approved or Cleared 15 calendar days after a change in approval or clearance status has occurred.

by U.S. FDA

Record Verification Date Any time the responsible party reviews the complete set of submitted clinical trial information for
accuracy and not less than every 12 months, even if no other updated information is submitted at that
time.
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Frequently asked questions

* Who can create a record?
» The PI can designate anyone to establish a record. That individual will become the “record owner”.
» This task is best left to someone with a strong understanding of the study methodology to ensure data entry is accurate.
* The record owner can be changed at any time, just contact an administrator

* Who can modify a record?
« Anyone listed as study owner, Pl or on the access list can modify a record

» Who can add individuals to a study record access list?
* The record owner or an administrator can add individuals to the study record access list

* Who can release a record?
* Only the Pl can release the record.

« What happens if the Pl leaves the university?

 If the study will continue at the University of Kentucky, the responsible party will need to be changed in the study record to whom
ever is continuing the study at UK.

+ If the study is ongoing, but the Pl is taking it to their new institution, contact an administrator to have the study record transferred to
the new institution.

+ If the study is complete, the record will remain in UK’s CT.gov database even if the Pl leaves.



What happens once my study completes
enroliment?

* Once you've enrolled the last subject you will need to:

« Change your study status to “active, not longer recruiting”. This is
critical to inform the public viewing this study on CT.gov that it is no
longer an option for participation.

* In the study design section, change the enroliment number to the
actual number of subjects enrolled and change the enroliment type to
“actual” from “anticipated”

« Change your record verification date to the month and year that
enrollment was met and release the record.

« Change the recruitment status in the Contact/Location element
* This must be done within 30 days of the change



What happens once my study completes
data collection for the primary outcome?

* Once you've completed data entry for the primary outcome:
« Change the study status to “active, no longer recruiting”

» Change the primary completion date to the date the last data point was
collected for the primary outcome.

« Change the date type from “anticipated” to “actual”

« Change the verification date to the month and year the last primary outcome
data point was collected.

« Change the recruitment status in the Contact/Location element
« Release the record
» This must be done within 30 days of the change

- Data entry in the results section is required one year from the
date of primary outcome completion



What happens once my study completes
all data collection?

* Once you've completed data entry for all outcomes:
« Change the study status to complete

« Change the study completion date to the date the last data point was
collected for all outcomes.

Change the date type from “anticipated” to “actual”

Change the verification date to the month and year the last outcome data
point was collected.

Change the recruitment status in the Contact/Location element
Release the record
This must be done within 30 days of the change

« Data entry in the results section is required to be complete one
year from the date the final outcome data was collected



What happens if my study is terminated?

* If your study terminates for any reason:

Change the study status to terminated
Provide a reason for the termination in the text box below “overall recruitment status”

Change the primary and study completion dates to the date the study terminated and change the
date type from “anticipated” to “actual”

Change the recruitment status in the Contact/Location element

In the Study Design element, change the enroliment number to the actual number of subjects
enrolled, then change the number type to “actual” from “anticipated”

This must be done within 30 days of the change

« If your study was an applicable clinical trial, data will still need to be entered for your
terminated study

You will need to complete all data elements even if you only enrolled a single subject

« If your trial did not enroll enough participants for meaningful data analysis, you can indicate that in

the data table elements



What happens if my study is withdrawn?

* |f your study is withdrawn for any reason:
« Change the study status to withdrawn in the study status element

* Provide a reason why the study was withdrawn in the text box below
“overall recruitment status”

« Change the primary and study completion dates to the date the study
was withdrawn and change the date type from “anticipated” to “actual”

« Change the recruitment status in the Contact/Location element
* This must be done within 30 days of the change



Who do | contact if | have questions?

 Please contact the Clinical Trial Compliance Administrator,
Kasandra Lambert (kvlamb2@uky.edu)
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