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Qualification Plan

The Qualification Planis the second DDT Stage submission for FDA to review. A QP submission can be
submitted only after the DDT has received an “Accepted” LOI. This section describes how to submit a

Qualification Plan (QP).

Completing a Qualification Plan (QP)
Step 1. Once you landed on the Portal homepage, click on Drug Development Tool.

Hi John, welcome back to CDER NextGen!

To get started choose an option below

Access Your Events

Meeting Requests WDD/3PL Licensure

Controlled Correspondence Drug Development Tool Pre-Assignment

Manage Your Profile or Access

To update Profile information or request for additional Event access, please contact the CDER Platiorm
Support Team at (EDMSupport@fda.hhs. gov).




Qualification Plan
Completing a Qualification Plan (QP)

Step 2. Highlight and select the “Accepted” LOI previously submitted.

Step 3. Click View Submitted DDT.

Drug Development Tool

Submitted Drug Development Tool

To make modifications andfor continue your submission please select the applicable event and click the “View Submitted DDT™ bufton

Fliter by DDT Status: Al Apply

i Program Name 5 Last Submitted Date/Time (EST)
000254 Clinical Quicome Assessments  Test 03 Latter of Intent Accepted S5M32019, 137 PM
000332 Bioenarker Qualification Program  Test 02 Letter of Intant Withdranwn SM32019, 10014 AM
000238 Clinical Cutcome Assessmants  COA 3 Lattar of Intent Withdrewmn 532019, 944 AM
000250 Clinical Oulcome Assessments | COA 0509 Full Cuasfication Plan Cualifed 52019 308 PM

View Submitted DDT



Qualification Plan
Completing a Qualification Plan (QP)

Step 4. Review Recent Activity for the DDT Number selected, then click Continue Submission.

Review Recent Activity for DDT Number 000254

* Submitted Drug Development Tool

DDT Status Status Date
Accapiad 05132019
e FieNams —————Lconmuricioninacin | ubision O 87— ot S
Accapled Latlar Test LOI Accepled Letiar PDF FDA Communicalion DEM132019, 01:37 PM Mol Reviewed
Latier of Intent Tesl LOI Submission pdfl Submitted o FDA 05132018, 10:42 AM Submitied Document

| View Selected Document |

+ Submission/Response Summary

+ Contact Information

||
| Closa || Withdrawal Request | Continua Submission 1

CDER

INFORMATICS




Qualification Plan

Completing a Qualification Plan (QP)
] Continue Submission for DDT Number 000254
Step 5. The Context of Use will be

prepopulated from what was provided Update Proposed Context of Use (optional)
during the LOI stage. Modify the context
Of What IS bemg S_meltted if necessary * Provide the proposed context of use for this DOT submission,
for the Qualification Plan. 412000 characters

[Rst

The below field contains the most current Proposed Conted of Uise. If applicable, update the Proposed Context of Lise

Step 6. Click Attach Document.

Step 7. The QP is a mandatory document
for submission. Select Qualification Plan
Submission as the Document Type.

Document Attachment
In this submission, it is mandatory to attach a Qualification Ptan Submission.
Attach Document

Step 8. Click Browse
Document Attachment

In this submigsion, & ls mandatary to attach a Qualfication Plan Submisalon,
Step 9. Select document you want to mni oo

upload. Attach Document(s)
* Galect Document Type
AAIIowabIe formats to upload are PDF,  [goe - |
MS Word, MS Excel, SAS, MP4. The Sekect One

maximum file size upload is 45MB and

Qualfcation Plan Subrrision
macros aren’t allowed.

I

Allowable Formats: POF. MS Word, MS Excel. SAS. MP4

Step 10. (Optional) Provide a brief
description of the document.

Maxmum File Sze Upload is 45MB and macros are not aliowed
Brief Dascription

(1/:300 characters

Step 11. Click Confirm Attachment.
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Qualification Plan
Completing a Qualification Plan (QP)

Step 11. Review all informationin

summary page then click the [] | acknowledge that this information is final when sent to the FDA

checkbox that you acknowledge this

information s final when sent to the Save as Draft Submit To FDA

FDA.
Step 12. Click Submit To FDA.

Step 13. You will be directedto a
confirmation page that displays your
Qualification Plan submission for
the same DDT Number. An email will
also be sent with this confirmation.

Qualification Plan Submitted to FDA

Thank you for submiting your Cualifcation Plan for DOT NumBer 000254 and DDT Pregram Type Clinical Outcome Asssssmants

Fer technical suppart, conlact the CDER Plaiform Support Team (EDMSW

Returm to Homs

Back

Delete Submission

AiETda b= goy). Please inchde your DDT Number and associated DDT Program Type in your emai
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Full Qualification Package
The Full Qualification Package (FQP) is the third DDT Stage submission for FDA to review. A FQP submission can

be submitted only after the DDT has received an “Accepted” QP. This section describes how to submit a Full

Qualification Package (FQP).
Completing a Full Qualification Package (FQP)

Step 1. Once you landed on the Portal homepage, click on Drug Development Tool.

Hi John, welcome back to CDER NextGen!

To get started choose an option below

Access Your Events

Meeting Requests WDD/3PL Licensure
Controlled Correspondence Drug Development Tool Pre-Assignment

Manage Your Profile or Access

To update Profile information or request for additional Event access, please contact the CDER Platform

Support Team at (EDMSupport@fda.hhs.gov).




Full Qualification Package
Completing a Full Qualification Package (FQP)

Step 2. Highlight and select the “Accepted” Qualification Plan previously submitted.

Step 3. Click View Submitted DDT

Drug Development Tool Create New LOI

Submitted Drug Development Tool

To make modifications andlor continue your submission please select the applicable event and dlick the "View Submitted DDT button

Filter by DOT Status: Al Apply |

Program Type Last Submitted Date/Time (EST)
000254 Clinical Outcoms Assessments  Test 03 Cualification Plan Accepled L4019, 1153 AM
000332 Biomarker Qualification Program  Test 02 Letier of Infent Withdrawn 513019, 1014 AM
Doo238 Chimecal Quicome Assessments COAZ Litter of Intent Withdrawn SM3G019, S4d AM
0a0250 Chinocal Quicome Assessments COA 0509 Full Qualification Plan Cluiified 2019, 308 PM

View Submitted DDT



Full Qualification Package
Completing a Full Qualification Package (FQP)

Step 4. Review Recent Activity for the “Accepted” Qualification Plan DDT Number selected, then
click Continue Submission.

Review Recent Activity for DDT Number 000254

~ Submitted Drug Development Tool

DOT Status
Accaplad

Status Date
05M14/2019

Socmen o e nane ——Camncstonancion —Ssmmonooe 687 oot s ———

Accophed Letes Test OF Accepied Loter POF FOWA Cormeriuimicaton

05142019, 1153 AM Mot Revioewed
Qualicaton Plan Submission Tasl QP Subimission_pdl Subwmited to FO® 05132019 01:40 PM Subwmitted Document
Accapled Letters Test LOW Accepled Letter PDF  FDA Communicabion DA 2019, 0137 PM Mol Reviewed
Letier of Intant Test LW Submession pdf Submitted o FDA 0532019, 10:42 AM Submitted Document

| View Selected Document |

» Submission/Response Summary

» Contact Information

| Close || Withdrawal Request | Continue Submission
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Full Qualification Package
Completing a Full Qualification Package (FQP)

Step 5. The Context of Use will be )
prepopulated from what was provided Update Proposed Context of Use (optional)

duri ng the LOI stage. MOdIfy the context Thie belcw fiedd cantaing the mast current Propasad Conted of Use. If applicable, update the Proposed Conte of Use
Of What IS belng Sl.meItted If necessary for * Provide the proposad context of use for this DDT submission.
the Full Qualification Package 23/ 2000 characters

panorama data chicking

Step 6. Click Attach Document.

Step 7. The FQP is a mandatory document

for submission. Select Full Qualification Document Attachment

Package Submission as the Document I this submission, 5 mandlary o aftach a Qualfication Plan Submission.
Type . Attach Document

Step 8. Click Browse.

In this submission, & = mandatory to sttach a Full Qualification Plan Submission.

Step 8. Select document you want to Attach Document(s)

u p| oad. * Baluct Document Type

e Lna

A Allowable formats to upload are PDF, ™"

MS Word, MS Excel, SAS, MP4. The
maximum file size upload is 45MB and :

macros aren’t allowed. Aleatie Foemats POF, M5 Word, M5 B, 545, M4

Step 9. (Optional) Provide a brief Beiel Description
description of the document. 01300 thiracte

Step 10. Click Confirm Attachment.
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Full Qualification Package
Completing a Full Qualification Package (FQP)

summary page then click the
Fletane ———— JoocunentType Wil ]
ADstaSumemanidh ol Fial Ol hcaaa Packion

checkbox that youacknowledge
this information is final when sent
to the FDA.

| View Saved Documaent

Step 12. Click Submit To FDA. # | acknawiedge that this information is final when sent to the FOA

Step 13. You will be directedto a
confirmation page that displays your
Full Qualification Package for the
same DDT Number. An email will
also be sent with this confirmation.

Full Quakfication Package Submilted to FDA

for s milng your Full Qusic abon Package for DOT Mumber 001643 and DDT Frogras Type Animal Madel

For iathng s suppon tact ine COER Patform Supnor Teas P nciude your COT Number 0l 23 ind DUT Frogras Type n yOur ema

Relurn {0 Hema
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CDER NextGen Portal Support & Resources

The CDER NextGen Portal (https://edm.fda.gov) has many resources for support.

Portal Announcements

Your Portal home page
contains portal
announcements so users

are always in the know. E

Technical Support

For all technical support,
contact CDER Platform
Supportat
EDMSupport@fda.hhs.gov.

CDER
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Everything related to the
portal events can be found
onthe link.
On the event home page,
users can find the “Learn
More” link to

Portal Video Tutorials

The “Video Tutorials”
contains 1-4 minute video
clips on how to complete
submissions for events
under the “Learn More”
sectiononthe portal.



https://edm.fda.gov/
mailto:EDMSupport@fda.hhs.gov
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