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Create New Protocol Record

Especially for multi-site trials, data submitters must coordinate with all of their partners such that trial information is submitted only once to ClinicalTrials.zov.

All studies submitted to ClinicalTrials. gov must have approval from a human subjects review board, such as an Institutional Review Board, ethics committee or equivalent group.

Unique Protocol ID: * 123456789 |

FDAL Awendments Act of 2007, Titcle VIII, Screenshots
. g E
Brief Title:

Continue | Cancel * Recuired fields
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Title Crversizht Sponsor Sumemary  Statue  Design  Interventions Conditions Eligibility Locations Citations Links
Title: FDUA Amendments Act of 2007, Title VIIT, Screenshots I 123456789

Enter sponsoring orgamization's unique identifier.

3 - - *
Unique Protocol ID: 123456?89l
Tze lay language.
Brief Title: * Ezxample: Safety Study of Eecombinant Vaccinda Virns Vaccine to Treat Prostate Cancer
(Special characters) FDA Awencwents ict of 2007, Title VIII, Screenshots

Ifthere 15 an acronym or abbreviation used to identifiy this study, enter it here.
Acronym:

Example: Phasze 1 Study of Recombinant Vaccinia Virus That Expresses Prostate Specific Antigen in Metastatic Adenocarcinoma of the Prostate

Official Title:

Include ISECTH, NIH grant or contract numbers.

Secondary ID's: *
{One ID per ling)

O Intervertional

Study Type: * O Observational
O Ezpanded Access  About expanded access records

Indicate whether this tnal meludes an mtervention subject to U3 Food and Drug Admumstration regulations.

.o R
FDA Regulated Intervention? —Celect—

Indicate whether the protocol iz subject to TS Food and Drug & dmimistration regulations, under an Investigational New Drug (IND) Application or Investigational Device Exemption

IND/IDE Protocol? * ({DE).
—Select— v

Continue | Quit | * Required fields
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Title OVEI'Sigllt Sponsor  Sumemary  Status Design  Interventions Conditions  Eligibility Locations Citations Links
Title: FD'A Amendments Act of 2007, Title VI, Screenshots I 123456739

Provide nformation for the human subjects review board, such as an Institntional Feview Board (IRE), ethics committes or equivalent group, that iz responsible for the review and monitoning of this protocol. For
studies involving raltiple review boards, provide nformation only for a single board.

Ifrewview board approval has been granted, enter the approval number below. If the board does not assign numbers, enter date m mm/ddiyyyy format.
Pleaze send a signed board approval letter to ChnicalTnals gov (address and mstructions).

Board Approval: ®

Status | —Select—- v | Approval Mumber:
Board Name: *
Board Affiliation: *
T (Ermeas = NOTE: Incomplete review board information may delay publication of the trial on ClinicalTrials. gov.
(Mot made public)
Business Phone: Extension:
Busmess Email:
Busmess Address:

Data Monitoring C ittee? Has a group been appomted to momtor safety and scientific mtegnty of the study?
ata Monitoring Committee?

—Select— (v
Oversight Authorities: * Enter, m English, country followed by organization name. [ List of oversight authorities ]
(One per ling) Examples:

Tnited States: Food and Drug & drimstration
Germany: Federal Institute for Drugs and Medicinal Dewvices

Continue | Quit | * Required fields
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Title Owersight SPOIISOI' Bummary Status Design  Interventions Conditions Eligibility Locations Citations Links
Title: FDDA Amendments Act of 2007, Title VI, Screenshots ID: 12345678%

Test Organization|

Sponsor: *

Include all addiional funding sources.

Enter only the organization names, one per ine (no numbers, dashes, bullets, et
Collaborators:
(One per ling)

Sponsor or principal investigator, as defined in US Public Law 110-85, Title VIIT, Section 801.

Ifresponsible party 15 an organization enter the contact person by name or official title.

Mame/Official Title: |

Ifresponsible party 15 an mdividual enter organizational affiliation.
RESEDIISib]e PE!E ® Organization; | |
Contact mformation will not be made public.

Phone: | | Extension: I:l

Email: |

Continue | Quit | * Required fields
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Title Owersight Sponsor Sumlmu'y Status Design Interventions Conditions Eligibility Locations Citations Links

Title: FDA Amendments Act of 2007, Title VI, Screenshots

I 123456789

Brief Summary:

ormatting tips

Detailed Description:

Tze lay language. Include a statement of the study hypothesis.

E]

ormatting tips

Prowde a more extensive description, if deswed.

Avoid duplication of information to be recorded elsewhere, such as ehgibility critenia or cutcome measures.

Continue |

Quit |

* Required fields
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Title Owersight Sponsor Summary Status Design  Interventions Conditions Eligihility Locations Citations Links

Title: FD' A Amendments Act of 2007, Title VI, Screenshots I 123456739

Record Verification Date: * —Select- v | Tear
Overall Recruitment Status: * | —Select— v |

For suspended, terminated or withdrawn studies, briefly explain why the study was stopped.

Why Study Stopped:

Key Trial Dates

Study Start Date: * —Select— v | Tear:

Study Completion Date: —Select— v | Year: Type: | —Selact— +

. ) " Final data collection date for primary outcome measure.
ERtydE T mpl b i s —Selact- ¥ | Year: Type: | —Selact—=  +

Continue | Quit | * Required fields
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Title Owersight Sponsor Summary Status Design Interventions Conditions Eligibility Locations Citations Links

Title: FD A Atnendments Act of 2007, Title VIIT, Screenshots ID: 123456789
NOTE: These attnibutes apply to an "Interventional” study. If destreld, change the study type to "Observational”,
Primary Purpose: * |—59|9'31— "l

Study Phase: *

Formerly referred to as Study Design or Assignment.

Number of Arms: * I:l
Masked Roles: [ Subject

= [l Caregiver
O Investigator

[ Cutcomes Assessor

Intervention Model: *

Masking:

Allocation: *

Control is bemng phased out. Specify study arms mstead.

Control: | . 3 |

Study Endpoeint Classification: | —Select v |

Enrollment: * Mumber of Subjects: Type: | —Select—- v

Continue |  Quit | * Required fields
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Title Owersight Sponsor Summary Status Design Interventions Conditions Eligibility Locations Citations Links
Title: FD A Atnendments Act of 2007, Title VIO, Screenshots

ID: 123456785

NOTE: These attributes apply to an "Cbservational” study. If desired, change the study type to "Tnterventional”.

Observational Study Model: *

Time Perspective: *

Biospecimen Retention: *

Biospecimen Description: *

Enrollment: *

Number of Groups/Cohorts: *

Formerly referred to as Study Design.

|—Se|eci— v|
|—Se|ec1— V|

Mlay be left blank if'no biospecimens are to be retaned.

Mumber of Subjects: Type: | —Select—

Continue | Quit |

* Required fields
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Title Owersight Sponsor Summary  Status Design Interventions Conditions Eligibility Locations Citations Links
Title: FDDA Amendments Act of 2007, Title VI, Screenshots ID: 12345678%

Prowde the primary and key secondary outcome measures associated with the protocel, along with the associated time frames

| |
Add a primary outcome measure to this sI'udy.
Add a secondary outcome measure to this study.

Quitll

Primary Outcome Measure

There 13 no primary outcome measure specified for this study.

Primary Outcomes:

Key Secondary Outcome Measures

There are no secondary outcome measures specified for this study.

Secondary Outcomes:

* Eequred
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Title Owersight Sponsor Summary Status Design Interventions Conditions Eligibility Locations Citations Links

Title: FD'A Amendments Act of 2007, Title VI, Screenshots

I 123456789

Enter only one distinct outcome measure.

Primary Outcome Measure

Outcome Measure: ™

Time Frame: * |

Dioes this eutcome measure assess a safety issue?

Safety Issue? *

Continue | Quit | * Required fields
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Title Owersight Sponsor Summary  Status Design Interventions Conditions Eligibility Locations Citations Links
Title: FDDA Amendments Act of 2007, Title VI, Screenshots ID: 12345678%

Prowde the primary and key secondary outcome measures associated with the protocel, along with the associated time frames

Add a primary outcome measure to this study.
study.

Quitf

Add a secondary cutcome measure to th

Primary Outcome Measure

There 13 no primary outcome measure specified for this study.

Primary Outcomes:

Key Secondary Outcome Measures

There are no secondary outcome measures specified for this study.

Secondary Outcomes:

* Eequred
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Title Owersight Sponsor Summary Status Design Interventions Conditions Eligibdity Locations Citations Links
Title: FD'A Amendments Act of 2007, Title WIIT, Screenshots ID: 123456789

Secondary Outcome Measure

Enter only one distinct outcome measure.

Outcome Measure: *

Time Frame: *

Does thiz outcome measure assess a safety 1zsue?

Safety Issue? *

Continue | Quit | * Required fields
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Title Owersight Sponsor Summary Status  Design Interventions Conditions Eligibility Locations Citationg Links

Title: FDA Amendments Act of 2007, Title VI, Screenshots

I 123456789

Specify the arms, if any, and their associated mterventions (Specifing Study Arms).

- Add an arm.
Quitl! _
" | Add an Intervention,
Study Arms
Arm: * : :
— There are no arms currently hsted for this study.
Interventions
. &
Lpfer vt There are no Interventions currently listed for this study.
@ ERROR: At least one Intervention must be specified for an Interventional study.
* Re quired
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Title Owversight Sponsor Summary Status Design Interventions Conditions Eligibility Locations Citations Links

Title: FD A Amendments Act of 2007, Title VI, Screenshots

ID: 123456789

Examples: &, 2, TIT

Arm Number or Label: *

E3 |—Se|el:1— V|

Arm Type:

Arm Description:

Continue | Quit |

* Required fields
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Title Owersight Sponsor Summary Status  Design Interventions Conditions Eligibility Locations Citationg Links

Title: FDA Amendments Act of 2007, Title VI, Screenshots

I 123456789

Specify the arms, if any, and their associated mterventions (Specifing Study Arms).

g lAdd an arm
Quitf] :
Add an Intervention,
Study Arms
Arm: * : :
— There are no arms currently hsted for this study.
Interventions
. &
Lpfer vt There are no Interventions currently listed for this study.
@ ERROR: At least one Intervention must be specified for an Interventional study.
* Re quired

17
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Title Owersight Sponsor Summary  Status Design Interventions Conditions Eligibility Locations Citations Links
Title: FDA Amendments Act of 2007, Title VIII, Screenshots

ID: 123456789

=

Intervention Type:

Intervention Name: *

Intervention Description: *

Other Names:
(One per line)

| —Select— v

Tse the generic name if'it has been established.

Eey details, e.g., for drugs mclude dozage form, dosage, frequency and duration.

Include brand names, serial numbers and code names, f applicable.
Ifthere are no other names for the mtervention, enter "nfa".

Continue | Quit |

* Required fields
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Title Oversight Sponsor Summary Status Design Interventions Conditiomns Eligibility Locations Citations Links
Title: FD'A Amendments Act of 2007, Title VIIT, Screenshots I 123456789

Specify the primary condition or disease being studied, or the pritmary focus of the study.
Conditions are checked agamst the MNational Library of Medicme's Medical Subject Headings (e SH).

Zearch IelH for a specific condifion term.

Enter only condition or focus (no numbers, dashes, bullets, etc.), one per line.

Conditions or Focus of Study: ®
{Enter 1 to 5 ttems)

Enter only Keywords (no numbers, dashes, bullets, etc.), one per line.

Ke rds:

Continue | Quit | * Required fields
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Title Owersight Sponsor SBummary 3tatus Design  Interventions Conditions E].lglbilit}' Locations Citations Links
Title: FD A Amendments Act of 2007, Title VI, Screenshots ID: 123456789

Study Population Description: *

Sampling Method: * —Select

For best results use the preferred format.

Inclusion Criteria:

Exclusion Criteria:

Eligibility Criteria: *
(Special characters)

Gender: *
e Limits: * Ilirrmuem: —Select v Masamum: —Select— b
Accepts Healthy Volunteers? *

Continue | Quit | * Required fields
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Title Owersight Sponsor Sumemary Status Design Interventions Conditions  Eligibilitsy Locations Citations Links
Title: FDD A Amendments Act of 2007, Title VIIL, Screenshots ID: 123456788

Specify the Central Contact ™ with overall recruthing responstbidity for thie study.
e emcace” 3 cocam cadoat o < o ez FEIMIIEINS * with overall scientific responsibility for this study.

Continue! | Quit |
Add alocation to this Study. I
Copy loCahons frotn the tmaster list for this organization.

. &
CIESLEIES There are ho Locations currently lsted for this study.

* Requred

21
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Title Owersight Sponsor Suvmmaty Statue Design  Interventions Conditions  Eligibilits Locations Citations Links
Title: FD A Amendments Act of 2007, Title VIII, Screenshots

ID: 123456785

ES

Facility:
{Special characters)

Recruitment Status: *

Facility Contact: ®

Facility Contact Backup:

Mame: | |
City | |

States’Provmce:| |Postal Code:| |
Country: | |

Location recruthment status 15 required when Owerall Status 15 "Eecruming”,
If Owerall Status 15 anything other than Eecruting, location status 12 not displayed on ClhmcalTnals gov.
| —Select— v |

Facility contact is required for locations that are recruiting, but may be ommitted if a Central Contact s provided for the trial

First: | | T | | Last: | | Degree:

FPhone: | |Ext: | |Emajl: | |

First: | | I | | Last: | | Degree:

Phone: | |Ext: | |Ema.il: | |

Continue | Cancel

* Recuired
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Title Owersight Sponsor Sumemary Status Design Interventions Conditions  Eligibilitsy Locations Citations Links
Title: FDD A Amendments Act of 2007, Title VIIL, Screenshots ID: 123456788

Specify the Central Contact | with overall recruthing responstbidity for thie study.

Contlnue Quit | Specify the Study Oﬁ?lcialsﬂnvesg'gators * with overall scientific responsibility for this study.

Add alocation to this Study.

Copy locations from the master st for this erganization.

. &
CIESLEIES There are ho Locations currently lsted for this study.

* Requred
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Title Owersight Sponsor Summaty Status Design  Interventions Conditions Eligibility Locations Citations Links
ID: 123456789

Title: FDA Amendments Act of 2007, Title VI, Screenshots

Central Contact 15 the person with overall recruttment responsibility for this study.
If contact information is provided for all recriting locations, Central Contact may be left blank.

| M:[:| | Last:| |Degree:

o First: |
Central Contact: )
- Fhone: | |Ext: | |EmaJl: |
Fitat: | | LT | | Last: | | Degree:
Central Contact Backup:
Fhone: | |Ext: | |Emajl: | |

Continue | Quit | * Required fislds

24
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Title Owersight Sponsor Sumemary Status Design Interventions Conditions  Eligibilitsy Locations Citations Links
Title: FDD A Amendments Act of 2007, Title VIIL, Screenshots ID: 123456788

Specifiy the Central Contact ® i ecruiting responsibility for this study.
""""""""""""""""""""" Quit | Specify the Stdy Officials/Tnvestigators = fwith overall scientific responsibility for this study.

‘Continue:
Add alocaton to this Study,

Copy locations from the master st for this erganization.

. &
CIESLEIES There are ho Locations currently lsted for this study.

* Requred

25
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Title Owersight Sponsor Summary Status Design  Interventions Conditions Eligihility Locations Citations Links
Title: FDA Amendments Act of 2007, Title VI, Screenshots

ID: 123456785

Study officials, including the principal investigator, are the persons responsible for the overall scientific leadership of the protocol

{OK | | Add a Study Official to this stady. |

Study Officials:  There are no Study Officials currently hsted for this study,

@ NOTE: Study Official iz required by the WHO and ICWITE.

* Eequired

26
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Title Owersight Sponsor Summaty Status Desigh  Interventions Conditions Eligibility Locations Citations Links

Title: FDA Amendments Act of 2007, Title VI, Screenshots I 123456789
Study Official's Name: First: || | T | | Last: | | Degree: |
Official's Role: | —Selact- v |

Organizational Affiliation: |

QK | Cancel | * Required fields
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Title Oversight Sponsor Summary Status Design Interventions Conditions Eligibility Locations Citations Links
Title: FD A Amendments Act of 2007, Title VI, Screenshots

ID: 123456789

Prowide Citations of publications related to the protocol, background or results.

....................................... |@ 2 Citation to thi sady, & applicable.

Citations: There are no Citations currently listed for this study.

28
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Title Owersight Sponsor Summary Status Design Interventions Conditions Eligibility Locations Citations Links

Title: FDDA Amendments Act of 2007, Title VIO, Screenshots

ID: 123456785

Provide the unigue Publded Identfier (PIID) for the citation.

Zearch for a citation i MEDLINE, using the Publded browser,

Enter Publded Identifier (P1ID)
MEDLINE Identifier:

Does the publication report on results of this study?

Results Reference?
Besuls Beference?

Ifthe publication was not found m MEDTINE, enter the citation tesxt.

0K | Cancel |
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Title Owersight Sponsor Summary Status Design Interventions Conditions Eligibility Locations Citations Links
1D 123456789

Title: FDUA Amendments Act of 2007, Title WVIIT, Screenshots

TTze this screen to provide pomters to web pages directly relevant to the protocol Provide up to 5 suggested linkes.

Continue | Quit |I Add a Link to a related web page to this study, if applicable. II

Links to educational, research, govermment, and other non-profit Web pages are acceptable. All submitted links are subject to review by ClinicalTrials.gov.

Links: There are no Links to related web pages currently listed for this study.
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Title Owersight Sponsor Summary Status Design Interventions Conditions Eligibility Locations Citations Links

Title: FDUA Amendments Act of 2007, Title WVIIT, Screenshots ID: 123456739

URL: http:ff |

Description: | |

0K | Cancel |
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Protocol Record Completed

Title: FD A Awmendments Act of 2007, Title VI, Screenshots I 123456789

Tou have reached the last data entry screen. Proceed to the nest screen (Edit Protocol) to review the entire record.

MNote that the data that vou have entered are automatically validated by the systemn WMessages describing problems of varying severity (Ervors, Alerts, or MNotes) are mecluded on the
Edit Protocel screen, beneath the relevant fields. Eeview each message and take the appropriate action.

Once the record 12 ready for review by vour admumstrator, click on the "Complete” link near the top of the Edit Protocol Eecord screen to mark the record as completed, Tour
administrator must then "Approve" and "Release” the record, m order for the record to be submitted for final Qualty Assurance review and publication on the ChmcalTrals gow

web site,
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