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Registry Description

OVERVIEW
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National
Related Information Global

Registry Title * Registry Title is required.
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Registry Classification and Purpose

OVERVIEW . .
* Required Field

Registry Description Registry Classification * Selsct all that apply. Enter Other if additional classifications apply.

Registry Classific atior Disease/Disorder/Condition Product, Drug Transplant
Purpose Registry Classification is
ired

Pregnancy Service, Encounter Tumor required.

Contact and Conditions of ) . P ;
Auﬁsa ons Product, Biclogic Service, Hospitalization “accine

Product, Device Service, Procedure
Progress Report
Other

Related Information

QOutcome Measures and
Commen Data Elements Registry Purpose * Seiect all that apply. Enter Other if additional purposes apply.

Study Status Clinical Practice Assessment Payment / Certification Quality Improvement Regis:; Purpose is
required.

Collaborators Effectiveness Post Marketing Safety or Harm
Commitment

Study Design Matural History of Disease Public Health Surveillance
Study Outcome Measures

Other
Study Groups and

— [_previous ]

Study Eligibility
Public Health
PREWVIEW
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Contact and Conditions of Access
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Crther
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Progress Report
QVERVIEW

* Required Field

Registry Description Is Progress Report Available? * s Progress Report

Yes © No Avsilable? is required.
Registry Classification
and Purpose

rts, annus
the following

Progress Report infarmation for the registry may include interim
reports, results, and/or other related information. If one is availa
data elemants are included in a Pragress Repart:

Contact and Conditions
of Access

Progress Report

Related Information

« Summary*

» Mumber of Participants in Registry *
= Length of Follow-up *

» Link to Progress Report

Outcome Measures and
Gommon Dats Elements
Study Status
Collaborators

Study Design

Study Outcome
Measures

Interventions.
Study Eligibiity
Public Health
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Progress Report

OVERVIEW ) )
* Required Field

Registry Description Is Progress Report Available? * You must add at least

= Yes No ane Prograss Report.
Contact and Conditk

of Access
New Progress Report

Related Information

Registry Classification
and Purpose

information. May inclu

Ty progress

‘Outcome Measures and
Common Data Elements

Summary is required.
Study Status A 4

Collaborators

Study Desi
st Num_b_er of _ Progress data identifying the cument number of participantz in th Number of
Participants in - 1 Tactoal = ’ Participants in
Study Outcome Registry * Registry is requirad.
Measures

Study Groups and lata ids the length follow-up data in years,
Interventions. Length of ,

in
¢ Length of Follow-up
Follow-up * y = required.

Study Eligibility

Public Health Link to
Progress
Report
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Related Information

OVERVIEW
* Required

Are Related Links Available? *
Yes No

Registry Description
Registry Classification and
Purpose

if references to other rel it information are for this registry. If they
Cociact mrdt Conckicine ol Jle, the following d: ents are includ sted Link:

Access
- Link *

Progress Report - Description

Related Information

Outcome Measures and
Commen Data Elements

Study Status
Collaborators
Study Design
Study Outcome Measures

Study Groups and
Interventions

Study Eligibiliy
Public Health
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Related Information

OVERVIEW
* Required Field

Are Related Links Available? *
® Yes No

New Related Link

Registry Description You must add at least

cne Related Link.

Registry Classification and
Purpose

Contact and Conditi of
Arcess

Progress Report

Redated Informat

Outcome Measures and
Common Data Elements

Link is required

A title or brief description of

Description * Link Description is
Study Status P required.

Coliaborators

Study Design CANCEL

Study Outcome

Study Groups and
Interventions PREVIOUS NEXT

Study Eligibility

Public Health

PREVIEW
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Registry Description

Registry Classific ation and
Purpose

Contact and Conditions of
Agcess

Progress Report
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Collaborators

Study Design

Study Outcome Measures

Study Groups and
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Public Health
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Condition or Service of Interest for Registry

Category

dits

* Required Field

Bacterial and Fungal Diseases
Behaviers and Mental Disorders
Blood and Lymph Conditions
Cancers and other Neoplasms
Digestive System Diseases

Diseases or Abnormalities at or
before Birth

Ear, Nose, and Throat Diseases
Eye Diseases

Gland and Hormene Related
Diseases

Heart and Blood Diseases
Immune System Diseases
Mouth and Tooth Diseases

Other

or Service of Interest *

rary of Med

Muscle, Bone, and Cartilage Diseases

At least cne Condition is

MNervous System Diseases required

Nutritional and Metabolic Diseases
Occupational Diseases
Parasitic Diseases

Respiratory Tract (Lung and Brone hial)
Diseases

Skin and Connective Tissue Diseases
Substance Related Disorders
Symptoms and General Pathology

Urinary Tract, Sexual Organs. and
Pregnancy Conditions

iral Diseases

Wounds and Injuries

NEXT
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Category of Interest for Registry
Condition

Registry Description * Required Field

OVERVIEW

Registry Classific ation and

Purpose Clinical Assessments Patient Reported Outcomes

Demographics Procedures At least one Category is

Contact and Conditions of required.

Access Devices Risk Factors

R e Diagnesis Staging Systems

Disease Response Survival Outcomes
Related Information

Events of Interest Treatments

Outcome Measures and
Ceraron Dl Elnenis Genetic Information Vitals

Medications
Study Status

Other
Collaborators
Study Design

Study Outcome Measures

Study Groups and
Interventions

Study Eligibility

Public Health
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OVERVIEW

Record Verification

Registry Description
Date’

Registry Classification and
RS Overall Recruitment
Status®
Contact and Conditions of
Access

Study Start Date
Progress Report

Continuous

Related Information
Enroliment

Outcome Measures and

Common Data Elements Primary Completion

Date

Study Completion
Date

Collaborators
Study Design
Study Outcome Measures

Study Groups and
Interventions

Study Eligibilty
Public Health
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Study Status

59[-’]5 submit

—Select-_ » |Year 2017

The re« it status for the clinical st

—Select—

timated date on whi
participants, or the actt
—Select- ~ |Year

data coll

Year

The date on wi
—Select- -

leted for all of the primary outcom

Type |-Select-

The date on which data col
outcomes.
—Select-

tion is completed for all of the primary and secondary

Year Type |-Select— -

* Required Field

A Verific ation Date Must be

provided

A Recuitment Status must be

selected
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Collaborators
OVERVIEW

* Required Field

Registry Description Are Collaborators Providing Support? * Are Collaborators

Providing Support? is
Yes No rsqulred.! o
Registry Classific ation and
Purpose

ate if other organiza

Contact and Gonditions of n, data he onsible party is responsible for

Access confirming all orators before listing them. If there are, the following data elements
are included for & Collaborator.

Progress Report . Collaborator Name *

Related Information

Outcome Measures and
Commen Data Elements

Study Status
Study Design
Study Outcome Measures

Study Groups and
Interventions

Study Eligibiity
Public Health
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Collaborators
OVERVIEW

* Required Field

Registry Description Are Collaborators Providing Support? *

‘fou must add at least
one Collaborator.

® Yes Mo
Registry Classific ation and

Purpose

New Collaborator

Contact and Conditions of
Arcess N of arganization provi J)
Collaborator o Collaberator Name is

5 equired
Pregress Report Name P e

Related Information

Outcome Measures and
Common Data Elements

Study Status
Study Design
Study Outcome Measures

Study Groups and
Interventions

Study Eligibility
Public Health
PREVIEW

SAVE/RELEASE
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Study Design

OVERVIEW

Observational Study

Registry Description
AR Model *

Registry Classific ation and

fisse Time Perspective *

Contact and Conditions of

Atcess Biospecimen
Retention

Progress Report

Related Information Enroliment *

Qutcome Measures and

Common Data Elements  Number of

Groups/Cohorts

Study Status
Target Follow-Up

Collaborators Duration

Study Outcome Measures

Study Groups and
Interventions

Study Eligibilty
Public Health
PREVIEW

SAVE/RELEASE
REGISTRY PROFILE

* Required Field
Primary strategy for participant identification and follow-up

—Select— v A value must be selected

Temporal relationship of cbservation period to fime of par nt enrofiment
_Selact— v ' ' . A value must be selected
ants are retained in a

biorepositor
—Select—

total number of pa
Number of Subjects

ted time period over which each participant is to be followed.

Type | -Select—»

PREVIOUS
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Study Outcome Measures

Registry Description * Required Field
Primary Outcome Measures * e ettt Soe

Registry Classific ation and one Primary Outcome

Furpose Measure.

Contact and Conditions of - .

Access

OVERVIEW

Progress Report
Related Information

Quicome Measures and
Common Data Elements

Study Status
Collaborators
Study Design

Study Outcome Measures

Study Groups and
Interventions

Study Eligibiity
Public Heatth
PREVIEW
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Study Outcome Measures

Registry Description * Required Field

Primary Outcome Measures *
Registry Classification and one Primary Outcome

OVERVIEW

‘f'ou must add at least

Purpose Measure.

D OUTCOME MEASURE

Contact and Conditions of -
Arcess

New Primary Outcome Measure
Progress Report

A concise name for the sp T !
Related Information Title * Title is required.

Outeome Measures and s - e "
Common Data Elements Ti F . [Time point(s) at which ou L u 3 Time Frame is
ime Frame required.

Study Status

ional information ab

Collaborators Description

Study Design
Is this oulcome measure assessing a safely issue

Safety Issue
Study Outcome Measures ty —Select—
Study Groups and SR P—
Interventions |

Study Eligibility

Public Health

PREVIEW

SAVMEIRELEASE
REGISTRY PROFILE

12



13)

Completion Status: 2 of 13 Sections 15 % Completed

R PR | rRecisTRY of PATIENT REGISTRIES

Study Outcome Measures

Secondary Outcome Measures

OUTCOME MEASURE
Contact and Conditions of - »
Access

OVERVIEW

Registry Description g i .
Required Field

Registry Classific ation and
Purpose

Progress Report
Related Information

Outcome Measures and
Common Data Elements

Study Status
Collaborators
Study Design

Study Outcome Measures

Study Groups and
Interventions

Study Eligibiliy
Public Health
PREVIEW

SAVEIRELEASE
REGISTRY PROFILE
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Study Outcome Measures

OVERVIEW

Registry Description i L
Secondary Outcome Measures equired Field

ADD OUTCOME MEASURE
Contact and Conditions of - -
Access

Registry Classification and
Purpose

New Secondary Outcome Measure
Progress Report

A concise name for the specific measure
Related Information Title * Title is required.
Outcome Measures and
Commen Data Elements Time Frame is

Time Frame * required.

Secondary 105

Study Status Description

Collaborators
Is this outcome measure assessing & safety
P— Safety Issue = Select -

Study Outcome Measur

Study Groups and
Interventions

Study Eligibiity

Public Health

PREVIEW
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Study Outcome Measures

Other Qutcome Measures

ADD OUTCOME MEASURE
Contact and Conditions of - .
Access

OVERVIEW

Registry Description i 2 5
Required Field

Registry Classification and
Purpose

Progress Report
Related Information

Outcome Measures and
Common Data Elements

Study Status
Collaborators
Study Design

Study Outcome Measures

Study Groups and
Interventions

Study Eligibilty
Public Health
PREVIEW

SAVE/RELEASE
REGISTRY PROFILE

Completion Status: 3 of 14 Sections 21 % Completed

R PR | REGISTRY af PATIENT REGISTRIES

Study Outcome Measures

OVERVIEW

e * Required Field
Other Outcome Measures !

ADD OUTCOME MEASURE
Contact and Conditions of = =
Access

Registry Classification and
Purpose

New Other Outcome Measure
Progress Report

A concise name for the specific measure

Related Information Title * ik requred,

Outcome Measures and

Common Data Elements Ti E . Time poi f 5 Time Frame is
ime Frame required.

Secondary |Ds

Study Status Description

Collaborators
Is t Ome Measure as
S Safety Issue oo 2

Study Outcome Measur

Study Groups and
Interventions

Study Eligibilty

Public Health

PREVIEW

SAVE/RELEASE
REGISTRY PROFILE
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Study Groups and Interventions

Registry Description * Required Field

OVERVIEW

Reotiny Clessiicatonang GTOUPS/Cohorts

Purpose

Contact and Conditions of RS

Access
Progress Report
Related Information

Qutcome Measures and
Common Data Elements

Study Status
Collaborators
Study Design
Study Qutt ome Measures
Interventions
Study Eligibility
Public Health

PREVIEW

SAVEIRELEASE
REGISTRY PROFILE
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Study Groups and Interventions

Registry Description * Required Field

OVERVIEW

Registry Classific ation and Groupleohorts

Purpose

Contact and Conditions of BT

Access

Frogress Report New Group

Related Information Group/Cohort The short name used to identi
Label * y
Outcome Measures and 4
Common Data Elements tion of f : f group (for immp'b» those candition and those

h those without an

Label is required.

Study Status Group/Cohort
Description

Collaborators

Study Design

Study Outcome Measures

Study Groups and
Interventions

Study Eligibiliy

Public Health

PREVIEW

SAVERELEASE
REGISTRY PROFILE
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Study Groups and Interventions

Registry Description * Required Field

OVERVIEW

Registry Classiication ang | INterventions/Exposures

Purpose

Corlnct e Corylions o ADD INTERVENTION

Access
Progress Report
Related Information

Qutcome Measures and
Commen Data Elements

Study Status
Caollaborators
Study Design

Study Outcome Measures

Study Groups and
Interventions

Study Eligibility
Public Health
PREVIEW

SAVEIRELEASE
REGISTRY PROFILE
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Study Groups and Interventions

Registry Desc ription * Required Field

OVERVIEW

Regisity Clessification ang | INterventions/Exposures

Purpose

Corkact and G ADD INTERVENTION

Access

e ot New Intervention

Related Information Intervention The general type of intervention.

Type * —Select— v

Outcome Measures and i I name used to refer to the intervention('s) studied in each arm of the
Common Data Elements Intervention t

Name *

type is required.

Mame is required.
Study Status
Details that can be made it i tion, other than the Intervention Name('s) and
Other Intervention Nam, ien i atervention from other, s
Collaborators interventions studied in the
Intervention

Study Design Description

Study Outcome Measures
QOther current and former name(s) & Interve.
that the sponsor has used pu (s) ag, but not
ﬁlm Gﬂﬁru: - or preserf‘? names such as brand nami B i

Other Names
(if any)
Study Eligibility

Public Health

PREVIEW

SAVE/RELEASE
REGISTRY PROFILE
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Study Eligibility

OVERVIEW

Registry Description

Registry Classific ation and
Purpose

Contact and Conditions of
Access

Pregress Report

Related Information

Qutcome Measures and
Common Data Elements

Study Status

Collaborators

Study Design

Study Outcome Measures

Study Greups and
Interventions

Public Health

PREVIEW

SAVE/RELEASE
REGISTRY PROFILE

Study Population
Description *

Sampling Method *

Gender

Age Limits

Accepts Healthy
Volunteers?

Eligibility Criteria

* Required Field
A description of the popuiation from which the groups or cohorts will be selected 1

Population Description is
required.

5 t one
—Select—
Physical gender of i
—Select—
Unit of Time
—Select— v

Age of participants
Minimum

Maximum —Select—

Summary i I 1t selection.

Inclusion Criteria:

Exclusion Criteria:

PREVIOU
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OVERVIEW

Registry Destription

Registry Classific ation and
Purpose

Contact and Condiions of
Access

Progress Report
Related Information

Outcome Measures and
Common Data Elements

Secondary IDs

Study Status
Colleborators

Study Design

Study Outcome Measures

Study Groups and
Interventions

Study Eligibility
Public Health
PREVIEW

SAVERELEASE
REGISTRY PROFILE
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Public Health

* Required Field

. ldel is part of the CMS public health agency and clinical data registry reporting that wil
Acce_pts Elec‘tronlc') as indiing entities that ccepts electronic public heaith data.
Public Health Data? Yes No

Identi

fy the public health measures the entity plans to support.

# Clinical Data Registry Reporting
Electronic Reportable Laboratory Reporting

Public Health Immunization Registry
Measures

Supported * ¥ Public Health Registry Reporting

Specialized Registry Reporting
¥ Syndromic Surveillance Reporting

ify the providers served.

il ¥ Eligible Hospitals/CAHS
Providers Served *

Eligible Professionals
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0 % Completed

OVERVIEW

Registry Description

Registry Classification and
Purpose

Contact and Conditions of
Access

Progress Report

Related Information

Outcome Measures and
Common Data Elements

Study Status

Collaborators

Study Design

Study Outcome Measures

Study Groups and
Interventions

Study Eligibity

Public Health

PREVIEW

SAVE/RELEASE
REGISTRY PROFILE
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Registry Profile Preview

RoPR ID: 21635
NCT ID - Pending Release to ClinicalTrials.gov

( Clic: NCT ID to view the ClinicalTrials.gov details for this record)

|—(7 Use the Edit lcon to navigate to the specific section.

¥ REGISTRY DESCRIPTION
Reqgistry Title
Wersion
OCfficial Title
Last Updated On January 12, 2017
First Received Cn January 12, 2017
Brief Description

Long Description

Geography and Location

I/ REGISTRY CLASSIFICATION AND PURPOSE

Registry Classification

Registry Purpose

I/ CONTACT AND CONDITIONS OF ACCESS

Interestad in Being
Contacted

Crganization

Contact
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Save/Release RoPR Registry Profile

Last upgisisg January 12

ST 3t he RoPR Reags

Registry Description INCOMPLETE

Registry Classification and Purpose INCOMPLETE

Contact and Conditions of Access INCOMPLETE
Progress Report INCOMPLETE
Related Information INCOMPLETE
Outcome Measures and Common Data Elements INCOMPLETE
Study Status INCOMPLETE
Collaborators INCOMPLETE
Study Design INCOMPLETE
Study Qutcome Measures INCOMPLETE
Study Groups and Interventions INCOMPLETE
Eligibility INCOMPLETE
Public Health INCOMPLETE
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