COU/Document/FileBusiness Scenarios for RPS Modelling
Scenario 1

I am developing a new drug called Cureall for the Treatment of Confusion.  I have written a protocol for a clinical study to assess the effectiveness of Cureall for this indication.

The study ID is AB12345, the title of the study is “A placebo controlled study to test the effectiveness of Cureall in the treatment of confusion”.

The protocol is submitted to the IND 112233, in sequence 0000.  The protocol is placed in Module 5.3.5.1 of the IND structure.

[In this scenario, I am assuming that the FDA will still require all of the same STF specification information as they currently require, and that the ICH eCTD requirements will still need to be met.  This means that:

- The protocol will need to be identified with the “protocol-or-amendment” file tag

- Module 5.3.5 of the CTD structure will require an indication attribute (“Treatment of Confusion”)

- Study content placed in Module 5.3.5.1 needs to identify the type of control (“placebo”)
- Title and Study ID can be found in the information above]

Application

id = IND112233

        |

Document

id = scen1

setId = doc1
keyword StudyID = AB12345
keyword Study title = A placebo controlled study to test the effectiveness of Cureall in the treatment of confusion

keyword Type of control = placebo
        |

Component
id = comp01

text = ../m5/m53/m535/indication/m5351/ab12345/protocol-ab12345.pdf
code = protocol-or-amendment
title = Protocol AB12345 - A placebo controlled study to test the effectiveness of Cureall in the treatment of confusion
priorityNumber = 
SubmissionUnit
        |

ContextOfUse
id = cou001

code = m5351

keyword Indication = Treatment of Confusion

        |

derivedFrom
        |

DocumentReference

id = scen1

Scenario 2
I have now created the Blank CRF for study AB12345 and need to submit this to the IND 112233 in sequence 0001.  This needs to be placed in Module 5.3.5.1 of the dossier structure and associated with the Protocol submitted in sequence 0000.

[The Blank CRF will be identified with the file tag “sample-case-report-form”.

The other metadata for the structure and for the Study are the same as for Scenario 1]

Application

id = IND112233

        |

Document

id = scen2

setId = doc1

        |

Component

id = comp02

text = ../m5/m53/m535/indication/m5351/ab12345/blank-crf-ab12345.pdf

code = sample-case-report-form

title = Blank CRF

priorityNumber = 

SubmissionUnit

        |

ContextOfUse

id = cou002

code = m5351

keyword Indication = Treatment of Confusion

        |

derivedFrom

        |

DocumentReference

id = scen2

Scenario 3
Due to changes in the study inclusion criteria, I have had to update the study protocol for AB12345.  Version 2 has been prepared and needs to be submitted to the IND 112233 in sequence 0002.

This needs to be placed in Module 5.3.5.1 of the dossier structure and replaces the Protocol submitted in sequence 0000.

[All metadata for the scenario are the same as for Scenario 1]

Application

id = IND112233

        |

Document

id = scen3

setId = doc1

        |

Component

id = comp03

text = ../m5/m53/m535/indication/m5351/ab12345/protocol-v2-ab12345.pdf

code = protocol-or-amendment

title = Protocol AB12345 v2 - A placebo controlled study to test the effectiveness of Cureall in the treatment of confusion

priorityNumber = 

        |

sequelTo

typeCode = replace

        |

RelatedDocument (Component??)
id = comp01

SubmissionUnit

        |

ContextOfUse

id = cou003

code = m5351

keyword Indication = Treatment of Confusion

        |

derivedFrom

        |

DocumentReference

id = scen3
        |

sequelTo

typeCode = replace

        |

RelatedContextOfUse

id = cou1
Scenario 4

My company is preparing the first NDA submission for Cureall.  The indication for this NDA is Treatment of Panic and Study AB12345 will be provided as supporting information to the main indication.

My company has prepared a Clinical Study Report for study AB12345.  The study title is “A placebo controlled study to test the effectiveness of Cureall in the treatment of confusion”.  This is made up of the following component parts

- The study synopsis

- The main report body

- The study protocol, version 2 (as submitted to IND112233, in seq 0002)

- The blank CRF (as submitted to IND112233, in seq 0001)

- A dataset

- A CRF for Patient 001 from Site 999

The CSR will be placed in Module 5.3.5.2 of the submission.  The NDA number is 987654.  The submission is an original NDA and is submitted as sequence 0000.

The study synopsis from AB12345 will be referenced from Module 2.7.6 of the same dossier.

[The metadata required is as follows

- The indication for Module 5.3.5 of the NDA dossier is “Treatment of Panic”

- The study tag for the study synopsis is “synopsis”
- The study tag for the main report body is “study-report-body”

- The study tag for the dataset is “data-listing-dataset”

- The study tag for the CRF is “case-report-forms” and the site identifier is “999”.

The study ID and Study title are as above, file tags for the protocol and blank CRF are the same as the IND sequences.]

Application

id = NDA987654

        |

Document

id = scen4

setId = doc1

        |

Component

id = comp04

text = ../m5/m53/m535/indication/m5351/ab12345/study-synopsis-ab12345.pdf

code = synopsis

title = Study Synopsis AB12345 - A placebo controlled study to test the effectiveness of Cureall in the treatment of confusion

priorityNumber = 

        |

Component

id = comp05

text = ../m5/m53/m535/indication/m5351/ab12345/study-report-body-ab12345.pdf

code = study-report-body

title = Study AB12345 - A placebo controlled study to test the effectiveness of Cureall in the treatment of confusion

priorityNumber = 

        |

Component

id = comp06

text = ../m5/datasets/ab12345/dataset-ab12345.pdf

code = data-listing-dataset

title = Dataset – Listing of Patient Demographics

priorityNumber = 

        |

Component

id = comp07

text = ../m5/m53/m535/indication/m5351/ab12345/crf-001-999-ab12345.pdf

code = case-report-forms

keyword Site Identifier = 999

title = CRF for Patient 001, Site 999

priorityNumber = 

SubmissionUnit

        |

ContextOfUse

id = cou004

code = m5352

keyword Indication = Treatment of Panic

        |

derivedFrom

        |

DocumentReference

id = scen4

        |

ContextOfUse

id = cou005

code = m276

        |

derivedFrom

        |

DocumentReference

id = comp04
Scenario 5

My company is submitting an efficacy supplement for Cureall for the new Indication “Treatment of Confusion”.

The CSR for Study AB12345 will be submitted in Module 5.3.5.1 of the dossier.  This will be sequence 0010 for NDA 987654.

The submitted CSR will be identical to the CSR submitted in Scenario 4.

[The metadata required is as follows

- The indication for Module 5.3.5 of the NDA dossier is “Treatment of Confusion”

- The study category for type of control is “placebo”

Other metadata for study information and file tags have been previously defined (where needed).]
Application

id = NDA987654

SubmissionUnit

        |

ContextOfUse

id = cou006

code = m5351

keyword Indication = Treatment of Confusion

        |

derivedFrom

        |

DocumentReference

id = scen4

Scenario 6
An error has been found in the main report body for the CSR of study AB12345.  Version 2 of this file has been created and must be submitted.
The main report body file will replace the main report body originally submitted as part of the CSR in Module 5.3.5.1 in sequence 0010 in Scenario 5.  Note: There is no requirement to show this change for the use of the CSR in sequence 0000 in Scenario 4.

The replacement report body is submitted in sequence 0011 of NDA987654.
[All metadata is the same as for sequence 0010 in scenario 5]

Application

id = NDA987654

        |

Document

id = scen6

setId = doc1

        |

Component

id = comp08

text = ../m5/m53/m535/indication/m5351/ab12345/study-report-body-v2-ab12345.pdf

code = study-report-body

title = Study AB12345 version2 - A placebo controlled study to test the effectiveness of Cureall in the treatment of confusion

priorityNumber = 

        |

sequelTo

typeCode = replace

        |

RelatedDocument (Component??)
id = comp05

SubmissionUnit

        |

ContextOfUse

id = cou007

code = m5351

keyword Indication = Treatment of Confusion

        |

derivedFrom

        |

DocumentReference

id = scen6
        |

sequelTo

typeCode = replace

        |

RelatedContextOfUse

id = cou004
Scenario 7

The FDA have requested a copy of an additional CRF for study AB12345.

The CRF for Patient 002, from site 888, is submitted as an additional document to the CSR submitted in sequence 0010 in scenario 5.
The additional CRF is submitted in sequence 0012 of NDA987654.

[The metadata for the study has been previously described

- The file tag for the additional CRF is “case-report-forms” and the site identifier is “888”]

Application

id = NDA987654

        |

Document

id = scen7
setId = doc1

        |

Component

id = comp09

text = ../m5/m53/m535/indication/m5351/ab12345/crf-002-888-ab12345.pdf

code = case-report-forms

keyword Site Identifier = 888

title = CRF for Patient 002, Site 888

priorityNumber = 

SubmissionUnit

        |

ContextOfUse

id = cou008

code = m5351

keyword Indication = Treatment of Confusion

        |

derivedFrom

        |

DocumentReference

id = scen7
        |

sequelTo

typeCode = replace

        |

RelatedContextOfUse

id = cou007
