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2 Creating US Grouped Submissions

The following set of procedures provides Best Practice guidance for creating US grouped submissions
according to the US Module 1 eCTD v2.3 specification (DTD v3.3).

There are several procedures to perform when creating US grouped submissions:

- Create a Submission Plan

- Create an Initial Assembly Plan

- Publish the Assembly Plan

- Merge the Assembly Plan to the Lifecycles of the Applications

- Create a Subsequent Assembly Plan

- Lifecycle Operations on the Leafs Submitted as Grouped Submission

2.1 Creating a Submission Plan

1. To begin creating a US grouped submission, create a Submission Plan. Using a consistent naming
convention for submission plan names will make submission plans easier to find within the system.

2. ldentify the applications that will be part of the group and decide which one will be the primary
application (the application that will physically contain files submitted as part of the group). Please
note that the applications in the group should all have the same application type.

3. Create a submission plan with the same application type as the applications that will be included in
the group. The filing type specified during submission plan creation will be used to filter sequences
for the association with the submission plan as well as for creating sequences to be associated.

Note: You cannot change the Submission Plan Type, DTD/Schema, Country, Application Type, or
Filing Type of the submission plan after the submission plan is created.
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Create Submission Plan

Submission Plan Name " Grouped 2253 submission

Submission Plan Cods

Submission Pian Owner admenakalenik
Submission Plan Type " | Grouped Submission H
TOVSchema * lus-3-3 El

Application Type * | New Drug Application =]

Fillng Type " | Promotional Labeling Advarising E

Submission Plan Counties " Myailabla Selacled

| Uinited States

[ ,_,.?.E‘,..__]
e

Submission Plan Slalus * | Planned E‘

Submission Plan Status Date:  ~ 23-Mar-2015 =

Submission Plan Keywords

Submission Plan Descrplion

submission Plan Add Comment

mE

]

4. Associate applications that will be part of the group with the created submission plan. Events and
sequences can be associated with the submission plan after the applications are associated.
However, if this step is skipped, you will be able to create/associate these entities later when merging
assembly plans to lifecycles of applications within the group.

Note: If the sequence is associated with the submission plan, you cannot manually create a working
assembly associated with this sequence.

2.2 Creating an Initial Assembly Plan
After applications are assigned to the submission plan, you can create an initial assembly plan.

When creating the assembly plan, make sure you have the correct applications in the list of applicable
applications. This list can be changed later by updating the attributes of the assembly plan root, but all
updates must be completed prior to merging the assembly plan to lifecycles of applications in the group.
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Submission Plan Name
Submission Plan Code

Applicable Applications
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Grouped 2253 submission

Available

| 123123
B

Create Assembly

Selected

The applications listed in this field will be those that will have the lifecycles updated when the assembly

plan is merged using the

Ready for Submission wizard.

B Publishing Elemonts
2 [} Grouped X353 submision-01

Subméssion Plan Mame

2]

ACDRCA0IE ALDARCIDING

—

Crouped 2283 submassion

Jemission Plan Coda

" hvailanie

Ssecien
. 123123
2> | Ehees

1. Make sure you have the correct XML definitions in the assembly publishing library:

Prwdin L

Edit PubSishing Sotiings

* e POF
* LeEw E!
" Flan Leler & down Tab
e DS Corar v |
ol Depfirntasn Filra

FEF o

pare2- I_ a3
.22

us-2-04 (5] oL J
23100 o=

Drowie | Caw

Sewciing NAR, Dfinimon Filel

2. Run the Create eCTD wizard to create/update the structure and metadata of the assembly plan.
Please note the following when entering eCTD attributes that will be used during publishing:

plan.

Promotional Labeling Advertising submission.
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The Application Type should match the Application Type that was specified for the submission

The Submission Type should match the Filing type that was specified for the submission plan.
The promotional labeling and advertising regulatory contact should be specified for a
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Select the attributes for this eCTD assembdy.

Appticant [0 *| Gond Drugs (123456780) [=]
| Sebect Attributes > Company Marmsa * Good Drugs
Grouped 2253 submission - Produd Price Catalog

* Applicant Contact
John Smith Promotional Labeling and Adverlising Regulatory Conlad

[ 5ot || Deselect
Apphicalion Type * | Wew Dineg Application -
Submission Type " Prarmational Labeling Adwitising _Tl
Subdmission Sub Type | Original -
Supplement Effsc e |[Selecl[=]

3. Within the Create eCTD wizard you will be prompted to specify the metadata for the application
containing files. Please make sure that the value you enter for the Application Number matches one
of the values from the Applicable Applications list for the Assembly Plan. The value entered for the
Sequence Number should match the sequence number of the submission within the primary
application.

Create eCTD

Specify the Application metadata attributes.,

application Number " {2123

Application Contains Files? | Yes[x]

Cross Relerance Application Select -
Set Application Metadata HES IERnos Apphcanon [_- ! D
|Audd
Sequence Mumber ' 0015
Submission ID * 0015

4. Choose the eCTD sections to be included into the assembly plan. Please note that specific forms
must be submitted for the applications of certain types: a form named 1571.pdf is expected for
INDs. A form named 356h.pdf is expected for NDAs/ANDAS/BLAs.
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Criate aZTD

1 Wareal & Mo D aeie. of B Anbbeofe Drug For Hurmss Use

o Fag i Shaet

narmltal of &nnual Reperds igh O

Seloct Sechons >

5. If you selected section 1.15.2.1 Material, you will be prompted to enter the number of repeatable
1.15.2.1 sections to be added to the assembly plan, followed by the page, to enter the attributes for
each of the sections:

Select the CTD sections to add to the assembly.
_1.95.1.4 Witnarawal mequest

[714.15.1.10 Submission of Annotated References
[F1.15.1.41 General Comespondence
¥l1.15.2 Materials
[¥11.15.2.1 Matenial
[¥11.15.2 1.1 Clean Version

Select Sections > _11.15.2.1.2 Annotated Version
11.15.2 1.3 Annotated Labeling Version

[C1,15.2 1.4 Annotated References

Create eCTD

Select the number of sets of assembly metadata to add.
Sets of Fromotional Material Type (1.15.2.1 Material) 4

http://help.liquent.com/InSight_&-1-0/GUID-C8757CCE-95C8-
4AE1-9906-49243A7FCOTY-low.png

Select Sets of Submission Metadata )
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Specify the assembly metadata attributes.
Promotional Material Type(1.15.2. 1 Material)

Set®

Promotional Material Type -* Catalag 3
Promotional Material ID * 12PCa5482

Issue Date 12-Mar-2015 2

5et Submission Meladata >

6. On the Summary page of the Create eCTD wizard you will be prompted to follow the link to
manage the Metadata. Select this link.

All information has been saved to the assembly.

1. Anew assembly [§j] was created.

2. You can launch the Study Report wizard for this assembly Gl
3, You can manage Metadata [i}] for this assembly.
The following warnings occurred:

7. This will take you to the folder with the US Module 1 v3.3 extension.
Choose the Add Metadata menu option to add metadata for other applications in the group:
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When adding metadata for non-primary applications, make sure to have Application Containing Files

attribute set to No:

l
Fubliainng Elemanis Metadala Type

B [§ll Grouped 2253 submission-01
E @ 1 Administrative Informatic  Application Number:

Apphication Contains Files?

Cross Reference Application

Sequence Number.

Submission ID:

* | US Module 1 Application [~]
T

No [x]

[Select]

o

" 0007
' 0007

8. You will be able to see all the metadata added in the Regional Information tab from the folder with
US Module 1 v3.3 extension. Any corrections to it may be made by clicking the Application Number

hyperlink on the tab:

Ergusl Enfosrmuabioa

Higiznal kebosmation

gt atesm Conlamn e T
\Falral LI et | AR pleatisn Vil L] [
(g oad LES il 1 Appacaon N ) 05T a
Paga arl @ vew qpo > ow B Dy oo 1.3 043
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9. A separate form 356h or 1571 should be submitted for each application within a group. To update
the assembly plan to include separate 356h/1571 forms for each application, browse to the

appropriate folder within a structure (1.1.1 Form FDA 1571: Investigati
Drug Application (IND) or 1.1.2 Form FDA 356h: Application to

Market a New Drug, Biologic, or an Antibiotic Drug for Human Use)and

choose Duplicate from the right-click menu.

onal New

Note: It is recommended that you update the name of the Leaf to include the Application code and
Sequence Code that the Leaf is intended for; this will make it easier to locate without having to select
each form Leaf.

M Publishing Elements

[} Grouped 2253 submission-01
B &3 1 Administrative Information

=& 1.1 Forms

. B {23 1.1.2 Form FDA 356h: Application to Market a New Drug, Biologic, or an Ani

W 356h-nda777777-0007 (NEW)

B &3 1.1.2 Form FDA 356h: Application to Market 3 New Drug, Biologic, or an An

El @ 356h-nda123123-0015 (NEW)

10. Edit each form’s folder and set the Application Number extended attribute. The values available are

taken from the metadata specified for the assembly plan:

W Puzisheng Ebemants

B #) Grouped 2753 submission-01
B 1 adminstrative Information

B &8 1.1 Forms

& B 1.1.2 Form FDA 3568 Apoicanon to Mariket 3 New Drug, Biologr, or a
58 1.1.2 Form FDA 3560 Applcation to Market 3 Naw Drug, Biglogc, or

] Edit Falder

Exfanizion

Hame

Apbrrviated Mame

Leaf D

& (B 1.1.5 Form FDA 2253 Transmittal of Advertsemants and Promotional | Humts:

B[ 1,2 Cover Latters
B &8 1.15 Promotional Matesal
553 1.15.2 Materah

B (3 1.15.2.1 Matens! [Catalog, 12PCIS482, 20150312)

Crutpaat Feddar

Driision

Force Mew olams

Promaotional btaterial Doc Tips

Lock Indcalor

Promotional letsnal Do Tigs

" Watesials

Laerials

AOBSERET O INT e 334206 LEZ0T B

HNe
1152
acninakalenik

MINOR =

Ha =

130y
Fwinct

|Pre-Dissamination Reders of Teledsion Ads

|Presupmission Accaleraled Launch

Preasubmission Accalaratad Ron-launch

Promobonal £153
Raguibs! For Atasory Launch
Ragues] For Advsory Non-Launch

11.

If any Leafs within the 1.15 section are included, complete the extended attributes on 1.15

Promotional Material section.

Copyright © 2021 Calyx
Page 9 of 13
04-Mar-2021

CONFIDENTIAL

CALYX.Al



CALY X

W Pubiahing Essnenls
Bl Grouped 2253 submesan-01
E &S 1 admingtrativs Infoemmakion
B 1.1 Feerre

G [EN 1.2 Cover Latters
5 105 Proenoticel Materal
B 1.15.2 Materok

& @ 5.1.2 Form FOA 356h: Spplcaton to Market 3 Hew Dreg, Biokgic, or a
H1 33 1.1.2 Foem FDA 156h: Asphcaton to Market & Hew Drog, Bologe, o 3
183 1.1.5 Farm FDA 2253 Taearniml of Advermsements Jnd Promotional |

B 1.15.2.1 Materal [Cataing, 1 2PCIS462, 20150013)

Edit Foddor
Exeiion
Famg

Aty masted Hama
LesfiD

Lok Indecator
Maambar

Coaried

Bagw Crade

Ll

Dapgonphion

gyl Foider
Dvsiten

Forcw Maw Yol

Prormotonal Wiatertal dudience Tyoe *

" Promobonal sterial

CALYX Best Practice: Creating US Grouped Submissions

Pramdonal Material Audience Typs

Promipt=ngd Watenal
abd4aT 3002 d255Cdal 123 10a4 3015
{341

115
adminaicalanik

|Seiad] =

Conssmar
Persladisionfial

12. If any Leafs within the 1.15.2 section are included, complete the extended attributes on 1.15.2

Materials sections.

B Grouped 2253 submssion-01
EHz:i_j Adminstratve Information
B &8 1.1 Foms

B3 1.1.2 Form FRA 3560 Apphcaton to Market 3 Hew Drug, Bologic, or a

£
- Puchshng Elemeris Esterasdon

Mame
Anbredated Nama

LearD

53 1.1.2 Form FDA 3560 Applcation to Market 3 Hew Drug, Bislogic, ora Lock Indicatar
@ §.1.5 Form FDA 2253 Transmittal of Advertiamnents and Pronbional | Fumber

B8 1.2 Cover Lettars
B 1,15 Promotional Materal
B 1152 Materaks

B3 1.15.2,1 Materi (Catalog, 1ZPCIS4E2, 20150312)
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Eue Dt
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Prasubmidsion Acoserabed Non-taunth
Promobional 2253

|Request For Advsocy Launch
|Reguesl For ._Inmi_:m MorsLaunch

13. Assign source documents to the assembly plan to complete building the structure and content of the

submission.
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2.3 Publishing the Assembly Plan

It is recommended that you finalize the submission and publish the assembly plan before merging it to
lifecycles of applications.

The Append Application and Sequence Number to Output Location option will use the Application
Number and Sequence Number values from the metadata of the primary application, i.e. <electronic
output location>/123123/0015/.

Publish Request

Apphication Prefix
Apphcation Number
Sequence Number
Family Code

Submifior Name

Regian

Filing Typee

Publishing Cutpul Channel *| Etectronic) = |

Electronic Output Location DMS Content[=]
[Browse...| Clear|

Paper Output Location DMS Content [»]
:E.ruwsa...-i :{‘.Laaré

Owiput Document Type is'?'*w'EEI

Status of Documents iSaIﬁdEEI

Append Applicalion and Sagquence NMumbar 1o Output Location © [

Frepare 1o Publish

Note: When the next assembly plan is created, the metadata is automatically copied from the metadata of
the submitted view. This is equal to the metadata of the last assembly plan added to lifecycle. Before
publishing the assembly plan, ensure that the metadata is updated with the new Sequence Number.
Otherwise, the new output will be published to the same location as the previous one. This may cause
loss of data.

2.4 Merging the Assembly Plan to the Lifecycles of the Applications

After the content and structure of the submission are finalized, you must merge it into the lifecycles of
the grouped applications by running the Ready for Submission wizard from the corresponding Assembly
Plan.

1. The applications that will be affected by the merge will be those listed in the Applicable
Applications attribute on the assembly plan root. Make sure the list is correct before running the
Ready for Submission wizard.
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Aszsembly Antributes

B[§f| Grouped 3353 subsmession-01 Submisgion Plan Mame Grouped 2253 submission

2. When the wizard is completed, the Assembly Plan is added to the lifecycle and cannot be changed.
However, you can choose whether or not you want individual Sequence Assemblies, which are
created by the merge, to be added to lifecycle.

3. To ensure that merging with the submitted view content of each application is correct, you need to
use the same template and/or naming conventions for eCTD sections. Any folder that was not
merged previously from the assembly plan will be merged based on the following criteria matching:

- Name

- Number

- Extension

- Extended attributes

If any of the values listed above are different, the folder will be considered unique and will be
merged as new content.

When the merge is successfully completed, there is no synchronization between the source
Assembly Plan and the individual Sequence Assemblies created from it. From this point, any
changes to the Assembly Plan will not be reflected in the Sequence Assemblies.

4. To refresh information from the Assembly Plan, you must manually delete each Sequence Assembly
and re-run the Ready for Submission wizard against the updated Assembly Plan.

2.5 Creating a Subsequent Assembly Plan

If there is a need to submit a subsequent grouped submission related to the one already submitted, a new
Assembly Plan should be created within the same Submission Plan.

Note: Make sure the previous assembly plan is added to the lifecycle before creating a subsequent one.

1. Update the metadata and extended attributes with new values:

- Sequence Number attribute should be updated for all applications within a metadata library.

- Make sure the Submission Sub Type has the correct value. Certain submission sub-types
(application, original, report) can only be submitted once for each regulatory activity.

- Update Submission Description if needed.

2. Update the content and structure of the assembly plan. To be able to perform any operation other
than new, the assembly plan that contains the operated leaf should be merged into lifecycles of
applications.

3. When the assembly plan is ready, it can be published.
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4. After the submission is finalized, it must be merged to the lifecycles of applications using the Ready
for Submission wizard.

2.6 Lifecycle Operations on the Leafs Submitted as Grouped
Submissions

If there is a need to perform a lifecycle operation on a leaf that was submitted within a grouped

submission, but this operation is not applicable to all the applications within a group, this means that the

grouped submission must be closed. You must also close the corresponding Submission Plan. This will
unblock operations on such leafs within individual applications.

1. To close the Submission Plan, browse to it and click the Edit Submission Plan icon in the right top

corner.
View Submission Plan

Add enlity to Favortes | Submission Pian: Grouped 2253 submss: w x a D
Submission Plan Name Grouped 2253 submission Edt Muwr:aﬁ
Submission Plan Coda
Submission Plan Cramer adminakalenik
Closaed? Mo

2. On the Edit Submission Plan page select the Closed? check box and click Save.

Edit Submission Plan

Submission Plan Mame: * Grouped 2253 submission

Submission Plan Code:

Submission Plan Owner:; adminakalenik
Closed?:

- After the Submission Plan is closed and individual operations on leafs in the grouped submission
were performed outside of the grouped submission (Submission Plan) lifecycle, you cannot
reopen the plan and continue the lifecycle within a group. This would cause the lifecycle to be
broken within the affected applications.
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