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Submission Hierarchy

Application

Submission - Original




Context of Use

The collection of files provided to the
Regulatory Authority at one time
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Keywords

Context of Use Keywords
~ documentationfor Study 12345
~ Double Blind
Protocol \
E Acme
Report
Man[Jfacturer Keywords are used to further define the

context of documentation. Types defined
by regulatory authority (e.g.
manufacturer, study), value define by
business (e.g. Acme, Study 12345)

Documentation submitted to support a
regulatory review
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Two-way communication

e Status of regulatory activity
* Organization of Submissions
— e.g.; amendment is a supplement

e Other content

— e.g.; meeting request, questions, letters, etc.



Mechanics

* Regulator send RPS to Sponsor
— Can update submission hierarch

— Can update status

— Can provide content
* e.g. letters, questions N ——

— New: title to submission unit

pertainsTo
typeCode™: <= PERT
sequenceNumber™: INT [1..1]

Submisson Message
:Ei!:vl:-‘_K.‘(?.L'l poo1uvy

Description




Status of Regulatory Activity

e Status code attribute
— Withdrawn
— Complete (approved)
— Held (clinical hold)
— etc.




Context of Use

Pointer to a file (FileReference)
— e.g.; like a hyperlink to a file

Link to table of contents (code)
Create versions of a document (setld)

SubmissionUnit

: : : . classCode*: <= ACT
Many in a submission unit |msee=E
code: CE CWE [0..1] < ActCode
title: ED [0..1]
statusCode: CS CNE [0..1] < ActStatus
component
typeCode*: <= COMP
priorityNumber: REAL [0..1]

FileReference

classCode”: <= ACT
moodCode*: <= EVN

0.." contextOfUse
id*: 11 [1..1]

referencedBy1 >—
typeCode- <= REFR /| CONtextOfUse

0..1 fileReference classCode": <= DOC

moodCode™: <= EVN

id*: 111..1]

code: CD CWE [0..1] < ActCode

title: ST [0..1]

statusCode*: CS CNE [1..1] < x_DocumentStafus
setld: 11 [0..1]

versionNumber: INT [0..1]




Other content

 |f it walks and talks like a context of use....
— Many in a submission
— Has a title
— Has a type
— Points to a file

e New: Can be linked

ContextOfUse

classCode*: <= DOC
moodCode*: <= EVN

RelatedContextOfUse id”: 11 [1..1]

code: CD CWE [0..1] < ActCode
classCode™: <= DOC ) title: ST [0..1]
moodCode*: <= EVN 0" relatedContextOUsgstatysCode*: CS CNE [1..1] < x_DocumentStatus

id* 11 [1..1) links setld: 11 [0..1)
versionNumber: INT [0..1] typeCode*: <= ELNK | versionNumber: INT [0..1]




New: Category

e Submission unit code

— If initial, amendment, etc

* Category event
— Type of content in a submission
— E.g.; IND Acknowledgement/Grant 30-Day Waiver

SubmissionUnit CategoryEvent
classCode*: <= ACT 0..* categoryEvent classCode™: <= CATEGORY
id*: 11[1..1) e sﬂ%gt sugs /] moodCode”: <= EVN 0.* categoryEvent
' - .- <x -
code: CE CWE [0..1] < ActCode ApeCode Code’: CO CNE [1..1) < ActCode
title: ED [0..1]
statusCode: CS CNE [0..1] < ActSfatus subject
typeCode*: <= SUBJ




New: Contact Information

e Submission and Submission Unit

* “Role”

* Different Types of Contents (code)

e Contacts change over time (statusCode')m«m/

ContactParty
classCode*: <= CON

0..* contactParty s
id*: I [1.1)
responsibleParty1 > code: CE CWE [0..1] < ContactRole Type
ode”: <= RESP statusCode: CS CNE [0..1] < RoleStatus

0.." contactReference
< responsibleParty |




Person or Organization

Contact “Role” plays Person or Organization

Contact entity can be reused (ld)

Complex attributes

— (e.g.; telcom is fax, work phone, etc.)

A person is an Agent

Agent

classCode*: <= AGNT [*

0¥ asAgent

Contact 0.1 representedOrganizalidh

|

: Person

| | classCode": <= PSN
|

|

id: SET<II> [0.."]
I | name: BAG<EN=> [0.."]

|
: addr: BAG<AD> [0..*]

determinerCode*: <= INSTANCE

telecom: BAG<TEL=> [0..*]

Organization

classCode*: <= ORG
determinerCode*: <= INSTANCE
id: SET<lI=[0.."]

name: BAG<EN=> [0.."]

telecom: BAG<TEL=> [0..*]

addr: BAG=<AD= [0.%]

ContactParty

classCode™: <= CON

id*: 1l [1.1)

code: CE CWE [0..1] < ContactRoleType
statusCode: CS CNE [0..1] < RoleStatus




RPS Model

referencedBy
p REFR

0..* file

(PORR_MT043011UV)

0. contactReference

classCode": <= AGNT

< responsibleParty

Both i and reg Y iti
send submission units ContactParty
classCode™: <= CON

Submisson Message
(BORP_RMOOODOLUY)
Description

id*: 11 [1..1]
code: CE CWE [0..1] < ContactRoleType
statusCode: CS CNE [0..1] < RoleStatus

0.

-1 fileReference

0. categoryEvent

Note:

Codes for all ACTs will be different based

lon the Regulatory Authority and type of product.
Regulam authorities could have different codes

0..* relatedContextOfUs




