NCI CTRP Amendment Portal Workflow and Screen Shots
Step 1: User accesses the NCI Clinical Trials Reporting Program website at http://trials.nci.nih.gov – see screenshot, page 2
Step 2: User clicks “Login” 

Step 3: User enters “Email Address” and “Password” – see screenshot, page 3
Step 4: User reviews NCI Clinical Trials Reporting Program burden statement – see screenshot, page 4

Step 5: System displays “Search Submitted Clinical Trials” page – see screenshot, page 15

Step 6: Alternative workflows, a – c, a user may perform any of these actions upon entering the system: 

a. User selects to perform “Initial Trial Registration” and completes initial registration – see screenshots, pages 5 - 9, OR
b. User selects to “Submit Trial Amendment” and amends an existing trial record – see screenshots, pages 10 – 14, OR
c. User selects to “Search Submitted Clinical Trials” and searches for an existing trial – see screenshot, page 15
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NCI CLINICAL TRIALS REPORTING PROGRAM
NOTIFICATION TO RESPONDENT OF ESTIMATED BURDEN

Public reporting burden for this callection of information is estimated t average one (1)
ta'twa (2) hours for this questionnaire, Including the time to review instructions, search
existing data sources, gather and maintain the data needed, and complete and review
the callection of information. An agency may not conduct or sponsor, and a person
s not required to respondto, a collection of information unless it displays a
current, valid OMB control number. Send comments regarding this burcen estimate
or any other aspect of this collection of information, including suggestions for reducing
the burdento NIH, Project Clearance Branch, 6705 Rockledge Drive, MSC 7974,
Bethesda, MD 20892-7974, ATTN: PRA (1825-X<XX). Do not return the completed

formto this address
Continue to CTRP






[image: image3.png]) Register. Trial - Mozilla Firefox
File Edit View History Bookmarks Tools Help L%
e - x Q (m Ihttps:Illrials-qa.nci.nih.govlregistvylpvotectedlsubmﬂvialaction /

Most Visited P Getting Started (3] Latest Headiines

Welcome,

NCI CTRP

Home
My Account Register trial with NCI's Clinical Trials Reporting Program. Required fields are marked by asterisks(*).
3 Register Trial

Search Trials Trial Details

Log Out

Help
QUICK LINKS

Lead Organization Trial ldentifier:*

— 5 . NCT Number:
Clinical Trials Reporting
Program {(CTRP) Title:*

Useful Templates and

Documentation

National Cancer Institute Max 4000 characters
(159) Phase: [-Select- v

Center for
formatics (NCICB) Phase Comment:

caBIG™ - Cancer Required if Phase equals 'Other’

Ziz:‘n:dical Informatics Trial Type @ Interventional  Observational

Purpose:*  --Select-- v

Purpose Comment:
Required if Purpose equals 'Other’

Lead Organization/Principal Investigator

v

>
bone —
; [®s C) = O regster -, @S O H D





[image: image4.jpg]sister Trial - Mozilla Firefox

Fle Edt Vew Hatory Bookmarks Toos Heb S
G €@ Xt W@ resieiss-ga.ncinh goviregitryfprotectedisubmiTrial action 7% ~| [G-]so00= P

(2] Most visted 4 Getting Started 3] Latest Headines

8
Lead Organization/Principal Investigator E

Lead Organization:* 1 Look Up Org |
Principal Investigator:* & Look Up Person

Sponsor/Responsible Party

Sponsor:* [ 1 Look Up Sponsor

Responsible Party @ pl O Sponsor
Responsible Party Email Address:* (work information)

Responsible Party Phone Humber:* (work information)

Summary 4 Information (for trials at NCl-designated cancer centers)

Summary 4 Funding Sponsor: 1 Look Up Sponsor

Summary 4 Funding Sponsor Type:

NIH Grant Information (for NIH funded Trials)

Assign values to all editable grant elements and click 'Add Grant'button for adding this grant to the trial. Note that the button becomes active when all required grant attributes
are assigned. ™
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attributes are assigned.




[image: image6.jpg]Register Trial - Mozilla Firefox

Fle Edt View Hstory Bookmarks Tools Help
op{.v C X v W@ rewsitisi-aa.ncini goviregistryjprotectedsubmitTrial action v -] [GQ-

(8] Most visted P Getting Started (51 Latest Headlines

Google 2|

FDA IND/IDE Information for applicable trials 8

Assign values to all editable IND/IDE elements and click Add IND/IDE' button for adding this IND/IDE to the trial. Note that the button becomes active when all required IND/IDE
attributes are assigned.

INDIDE INDIDE INDIDE INDIDE NIH Institution, NCI Division/Program Code (if Expanded Expanded Access Type (if

Types  Number Grantor Holder Type  applicable) Access  applicable)

8IND [ | [-select ] [-Select v [-Select: v] Oves  [-select | (Cadd osioe )
IDE

®no

Trial Related Documents

Registration requires submission of the complete protocol (for non-industry trials) or a summary of the protocol (for industry trials) and IRB Approval document. For multi-center

trials, a list of participating sites and contactinformation is required. If the protocol does not include Informed Consent or participating sites, please submitthern separately
using the fields below.

Protocol Document:* || Bowse. |

R S )

Listof Participating Sites: || Browse.. |

Informed Consent Document: || Browse. |
other:[ |[Biowse

Please verify ALL the trial information you provided on this screen before clicking the "Submit Trial" button below.
Once you submit the trial you will not be abie to modify the information. b4




[image: image7.jpg]Register Trial - Mozilla Firefox

Fle Edt View Hstory Bookmarks Tools Help
o'“" + C X M@ rttps:itrist-ga.ncinh.goviregstrylprotectedjsubmitTrial action v -] [GQ-

Google
] Most visited P Getting Started 3\ Latest Headlines
g o b
A
INDIDE INDIDE INDIDE INDDE NIH Institution, NCI Division/Program Code (if Expanded Expanded Access Type (if
Types  Number Grantor Holder Type  applicable) Access  applicable)
Omp | | [-select v [-Select v [-Select v] Oves  [-sslect ] ((add mo/ice )
Oipe ®no

Trial Related Documents

Registration requires submission of the complete protacol (for non-industry trials) or a summary of the protocol (for industry tials) and IRB Approval document. For multi-center
trials, a list of participating sites and contactinformation is required. If the protocol does not include Informed Consent or participating sites, please submitther separately
using the fields below.

roostocumen:+ [T )
O S—

Listof Participating Sites: || Browse.. |
Informed Consent Document: | | Biowse. |
B )

Please verify ALL the trial information you provided on this screen before clicking the "Submit Trial" button below.
Once you submit the trial you will not be able to modify the information.

[ [= Review Trial } [m]




[image: image8.jpg]Mozill:

History Bookmarks Tools Help

Firefox

X v W@ htpsiiftiss-qa.nciin. goviregistryjprotectedfamendTriaview. action?studyProtocolld=120318

b

welcome,

[Nerce — JAmendment Trial |
Home
My Account Register trial with NCI's Clinical Trials Reporting Program. Required fields are marked by asterisks(*).
¥ Register Trial
Search Trials oA D eiis
Log Out
Amendment Humber: | ]
QUICK LINKS
Clinical Trials Reporting .
) Amendment Date: * (= (mmiddivyyy)

Trial Details.
nal Cancer Institute

NCI Center for
Bioinformatics (NCICB) Lead Orga

caBIG™ - Cancer NCT Humber:

gﬁ;r::dlul Informatics Title:*

NCI Trial Identifier: NCI-2009-00753

ation Trial Identifier:* (1111

Tile of the trial from the protocol docurnent

L | max 4000 characters
Phase:* || v
Phase Comment: |
| Required if Phase equals 'Other
Trial Twe:' (3 Intansantional Nheanstinnal
< >

Done (] tiss-gancinhgov ﬂ_‘
sta I [® 26009 - [ 15 untiled B Miroso REE SV




[image: image9.jpg]nd Trial - Mozilla Firefox

Bl Edt Vew Hstory Bookmarks Took Help £
°P ~+ € X W@ rtos:itriss-qa.ncinihgoviregistryfprotectedfamendTrialview. action?studyProtocolld=120318 1 -] [G=]ceog= P
] Most visited ¥ Getting Started 51 Latest Headines

T ]

Trial Type:* © Interventional  Observational

Purpose: | Treatment

Purpose Comment:

Required if Purpose equals 'Other’

Lead Organization/Principal Investigator

Lead Organization:' ercy Hospital [W]

al Investigator:'  Kraft, Andrew & Look Up Person

Sponsor/Responsible Party
Sponsor:' ational Cancer Institute Medicine | & Look Up Sponsor

Responsible Party  ®pj O Sponsor

Responsible Party Email Address:* |mailto@test.com (work information)
Responsible Party Phone Number:* |123-123-1234 (work information)

Summary 4 Information (for trials at NCl-designated cancer centers)
Summary 4 Funding Sponsor Type: | --Select-- v

Summary 4 Funding Sponsor:






[image: image10.jpg]Amend Trial - Mozilla Fi

Fle Edt View Hstory Bookmarks Tools Help
eﬁ"' C X & -Nms:l[mals-qu.rl:(.nh.wvfruy‘skrylpvme:k:dlmnmﬂa'«mw.m?ﬁ.ﬂyﬁo{xdldﬂzﬂms % -] [@-]scose 2|
] Most visited P Getting Started 3\ Latest Headlines

Summary 4 Information (for trials at NCI-designated cancer centers)
Summary 4 Funding Sponsor Type:

Summary 4 Funding Sponsor: [W]

NIH Grant Information (for NIH funded Trials)

Assign values to all editable grant elements and click ‘Add Grant' button for adding this grant to the trial. Note that the button becomes active when all required grant attributes
are assigned.

Funding Mechanism Institute Code Serial Number

[B0g v M v [123456 ] ([Cadd Grant |

StatusDates
Status:* | Temporarily Closed to Accrual aniv,

Why Study Stopped?: [reason for suspension

Current Tri

Required for Administratively Complete ,Withdrawn and Temporarily Closed statuses only

Current Trial Status Date:* 5] (mmidaiv)
Trial Start Date:* =) mmiddiyyy) © Actual O Anticipated
Primary Completion Date:* = mmigdiy) OActual © Anticipated





[image: image11.jpg]nd Trial - Mozilla Firefox

Fle Edt View Hstory Bookmarks Tools Help R
or-«{ € X M@ rttps:itrist-ga.ncinh.goviregtryfprotectedjamendTriaiview. action?studyProtocolld=120318 % -] [@

(8] Most visted P Getting Started (51 Latest Headlines

a
FDA IND/IDE Information for applicable trials o

Assign values to all editable IND/IDE elements and click ‘Add IND/IDE' button for adding this IND/IDE to the trial. Note that the button becomes active when all required INDADE
attributes are assigned.

INDIDE INDIDE IND/DE INDIDE NIH Institution, NCI Division/Program Code (if Expanded Expanded Access Type (if

1!»“ Number Grantor Holder Type  applicable) imm applicable) -

@IND [123 | [coEr v [Organizativ] [-Select: | Oves  [-Select ] (Cadd mosioe )
Oipe ®no

Exiting Trial Related Documents

Document Types File Name
Protocol Document PD.doc
IRB Approval Document PD.doc
Change Memo Document PDdoc

Amendment Related Documents

Registration requires submission of the complete protocol (for non-industry trials) or a summary of the protocol (for industry trials) and IRB Approval document. For multi-
centertrials, a list of participating sites and contact information is required. Ifthe protocol does notinclude Informed Consent or participating sites, please submitthem

separately using the fields below.

Amendment Protocol Document:* [ [ Browse_ ] v






[image: image12.jpg]Amend Trial - Mozilla Firefox
Fle Edt Vew History Bookmarks Tools Help

o € X M@ rttps:itrist-ga.ncinh.goviregtryfprotectedjamendTriaiview. action?studyProtocolld=120318 2
(8] Most visted P Getting Started (31 Latest Headlines
Protocol Document PD.doc -
RB Approval Document PD.doc
Change Memo Document PDdoc

Amendment Related Documents.

Registration requires submission of the complete protacol (for non-industry trials) or a summary of the protocol (for industry trials) and IRB Approval document. For mult-
center trials, a list of participating sites and contact information is required. Ifthe protocol does not include Informed Consent or participating sites, please submit them
separately using the fields below.

Change Memo Document:* | | Biowse
Protocol Highlighted Document: || Browse..
weApprovat:* | | Browse.

Listof Participating Sites: ||

Informed Consent Document: | |

Please verify ALL the trial information you provided on this screen before clicking the “Submit Trial” button below.
Once you submit the trial you will not be able to modify the information

(EReviewTrial | [ @ cancel |

M £ @ Tsaco v





[image: image13.jpg]p',f,m,h Submitted Clinical Trials - Mozilla Firefox
Edt View History Bookmarks Tools Help

Welcome, nshimko@scenpro.com.

iCI CTRP

Home.
My Account Title:
Register Trial
Phase: |--Select-- v Purpose: |--Select-
t Search Trials. ; }
o Identifier Type: | --Select- v Identifier:

(e.q: NC1-2008-00015; ECOG-1234, etc)
Organization Type: |--Select-- v Organization: [--Select-
DUICK LINKS

‘@ search My Trials < Search All Trials |

arch My

Search Alf Trials: Search alf rials § have

NAIQYE AN Q
B £ @ Tstoo

< >
hitp:/fwww.cancer.gov/ trials-ga.nci.nih.gov ()
® ® [®2 =  searchs... [0 ® CEEOEO





Initial Trial Registration





Submit Trial Amendment





Search Submitted Clinical Trials





CTRP Burden Statement





CTRP Login Screen





CTRP Home page








1

