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Manufacturing Capacity

Introduction

As part of ongoing efforts to support product development and availability in response to COVID-19, the Center for
Drug Evaluation and Research (CDER) is collecting additional manufacturing capacity information from applicants
for Investigational New Drugs (IND) that are safe to proceed for the intended use of COVID-19 treatment.

This solution provides a way for organizations to submit data related to manufacturing capacity to the FDA to
analyze and support manufacturing efforts for potential vaccines and therapeutics such that there is a capability for
mass production to meet the population need. The portal captures information about the specific IND information,
manufacturer, production rates, treatment courses, and allocations.

Manufacturing Capacity submissions are voluntary, however, CDER strongly encourages sponsors and/or
manufacturers to submit information in support of the COVID-19 response.

For technical assistance, please visit the NextGen Portal Help Center.

For business assistance, contact the Regulatory Project Manager assigned to the IND associated with this
submission.


https://cdernextgenportal.fda.gov/s/cder-help-center

Manufacturing Capacity

CDER NextGen Portal Homepage

B CDER NextGen
Portal

Step 1. Once you land on the CDER NextGen Portal
homepage, Click Manufacturing Capacity to begin.

Welcome to
CDER NextGen

Your direct line to the FDA

Pre-Assignment

TOA Mo | Domeser Reqérommsts | Costiact Toch Suppeet | Research IND Pilot

FollowFDW | FDA Ve Blog | Privacy.

Program Fee

Quality Metrics

Orphan Drugs

Manufacturing Capacity

Waivers Exceptions & Exemptions Request




Manufacturing Capacity

CDERNextGen

Submit a New Submission

"2 CD

Step 2. Select New Request. Manufacturing Capacity

Step 3. Review the “Getting

Started” information for
Manufacturing Capacity.

Step 4. Click Next.

00003464
Submitted

IND Number: 12345
Submission Date: 09/24/2020, 1:15 PM
Organization Name: GENENTECH INC

00003445
Submitted

IND Number: 123123

442020, 10:34 AM

; ENTECH INC
Manufecturing Capa

Introduction

Getting Started

ing Capacity

Sponsor Information

2020, 12:17 PM
[ENTECH INC

00003457
Submitted

IND Number: 123333
Submission Date: 09/24/2020, 12:02 PM
Organization Name: GENENTECH INC

00003441
Submitted

IND Number: 454545
Submission Date: 09/24/2020, 9:50 AM
Organization Name: GENENTECH INC

00003190
Draft

IND Number:
Submission Date: 09/18/2020, 11:29 AM
Organization Name: GENENTECH INC

00003451
Draft

IND Number: 345345
Submission Date: 09/24/2020, 11:28 AM
Organization Name: GENENTECH INC

# Unsubmitted Draft

00003213
Draft

IND Number:
Submission Date: 09/18/2020, 1:03 PM
Organization Name: GENENTECH INC

# Unsubmitted Draft

00003154
Draft

IND Number:
Submission Date: 09/17/2020, 1:05 PM
Organization Name: GENENTECH INC

# Unsubmitted Draft # Unsubmitted Draft
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IND Information

Clinkcal Use

Frovde ihcrmtion and et resrng 15 the teatrent

Orug Aliocation
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Manufacturing Capacity

Sponsor Details

Manufacturing Capacity

Step 5. Respond to the Sponsor

Details question. If you are the Sponsor Information
Sponsor associated with the IND, the O ———
fields will pre-populate with your O 1D ormtion ponserbete
account credentials. If you are the O cinicaruse
US Agent associated with the IND, O OrugAlocaton Matice
enter the required information for
the Sponsor of the IND.
Marutacasing Copachy e o

Step 6. Click Next.

and the Help Menu on the left. The
Application Builder helps users navigate
through the request section and view their
status. Users can find FAQs, guides, and other
helpful information in the Help Center.

Help Center




Manufacturing Capacity

IND Information

Step 7. Complete the General
Information questions.

Step 8. Enter a Drug Substance/API.
Within this, enter the Substance
Information. If a Drug Substance/API
has multiple names, you can add
more as needed.

Step 9. Continue by clicking Next or
Production Information and enter
the required information. If there are
multiple facilities manufacturing the
Drug Substance/API, you may add
more as needed.

Step 10. Click Save & Close. Enter
additional Drug Substance/API, as
needed.

Manufacturing Capacity

APPLICATION BUILDER

Sponsor Informatlon

IMND Information

O  Clinlcal Use

Drug Allocation Matrices

Revlew & Submit

Need Help?

Manufacturlng Capacity related ques

The Help Center Is avallable to answer all your
tions.

IND Information

General Information

Drug Substance/API Information

Drug Product Dosage Form
Information

Check all that apply

- Do you have any supply chaln tatlons or concerns for yir drug product or drug Substance?

roCess

4 || Add Drug Substance/API

+ | Add Drug Product Dosage Form

Previous d Clo Mext I
T



Manufacturing Capacity

| N D | nfo rm atio n Manufacturing Capacity Add Drug Product Dosage Form

General | Information

D +What s the Drug Product Dosage Form name?

Step 11. Enter a Drug Product Dosage APPLICATION BUILDER IND Information
Form. Within this, enter the General i TS

Sponsor Informatlon

General Information

Information and click Next or Dosage Form | A
Information. -

O Drug Allocatlon Matrices S

Step 12. Enter the required information. If S—
there are multiple drug substances within — N
a dosage form, you can add as needed. e s Canes et s i oo :

Manufacturing Capacity related questions.

C I | C k N ext or P ro d u Ct i on I nfO rm at i on. \ 0“ gopecly plesse i e parentags bkt e provded o e Ut e

Drug Substance/API Information

Need Help?

Step 13. Click Save & Close. Enter
additional Drug Product Dosage Forms, as
needed.

+ | Add Facility

Save and Close I

Drug Product Dosage Form

Infarmwston Add Drug Product Dosage Form
Step 14. Click Next.

I rug Substances previously entered appear — . |
for selection in Dosage Form Information |

section.

|
|
|
|
|
|
|
|
[




Manufacturing Capacity

Clinical Use

Step 15. Enter a Treatment
Course and complete all
required information.

APPLICATION BUILDER

G Sponsor Informatlon

IND Information

I O Clinical Use

(C) Drug Allocatlon Matrices

Step 16. Click Save. Enter
additional Treatment Courses,
as needed.

Revlew & Submilt

Need Help?

The Help Center Is avallable to answer all your
Manufacturlng Capaclty related guestions.

Manufacturing Capacity

Clinical Use

Treatment Course + Add Treatment Course

Clinical Trials Add Treatment Course

* What Is the name of this treatment course?

* What Is the broader use of this treatment course?

-

* What Is the Intended population for this treatment course?

-

Previous Drug Product Dosage Form

* What drug product dosage form Is assosclated with this treatment course?

________________________________________________________ |

Drug Product Dosage Forms previously
entered appear for selection in Treatment
Courses and Clinical Trials.

Select an Optlon

* How many unlts of this drug product dosage form are needed for a treatment course?

* Is there another drug product dosage form assosclated with the treatment course?
Mo

* Is there a device necessary In addition to what |s In the dosage form?

Mo

° =




Manufacturing Capacity

Clinical Use

Manufacturing Capacity

Step 17. If there is a Clinical
. . . . APPLICATION BUILDER Clinical Use
Trial associated with this IND,
complete all required @ Sponsortnformation
information. Clinical Trials are

. Treatment Course 1

Treatment Course
@ IND Information

+ Add Treatment Course

optional.

Step 18. Click Save. Enter
additional Clinical Trials, as
needed.

Step 19. Click Next.

Courses and Clinical Trials.

I @ Cinlcal Use

() Drug Allocatlon Matrl

Revlew & Submit

Need Help?

The Help Center Is 3§
Manufacturing Capa

Add Clinical Trial

+ | Add Clinical Trial

1 4
_____________ | —
— Drug Product Dosage Forms previously |
I . . I K e i oombi
. entered appear for selection in Treatment | =~
| - 10
| |




Manufacturing Capacity

Step 20. Enter the Drug Product | #rrucanonsunoer
Dosage Forms per Kg Drug Sponsor nformation
Substance Matrix and complete S o ot e o per e ;] MatixInput
all required information. Click R

Save. I . Drug Substance Allocation Matrix Matrix Input

Drug Allocation Matrices

Drug Allocation Matrices

Revlew & Submit

Step 21. Simila rly’ enter the Treatment Course Allocation Matrix Matrix Input

Drug Substance Allocation Need Help?
. The Help Center Is avallable to answer all your
M at rixan d Treatment Cou rse Manufacturing Capaclty related questions. Drug Product Dosage Forms per Kg Drug Substance Matrix
AI I oca t I o n M a t rlx’ CO m p I et e a I I For each Kg of Drug Substance, please enter how many units of each Drug Substance Dosage Form can
be manufactured.
required information, and click N——
Units of Drug Product Dosage Form 1 Units of Drug Product Dosage Form 2
Save. opu s
Previous Units of Drug Product Dosage Form 3 Save and Close Next
_’ Input Text ',

Step 22. Click Next.

Kg Drug Substance 2 (name)
Units of Drug Product Dosage Form 1 Units of Drug Product Dosage Form 2

Input Text Input Text

Units of Drug Product Dosage Form 3

|
|
1
|
: Input Text
|
|
|
|
|
|

and Treatment Course(s) previously entered. 11

L____________________________________________________________________________J e

the Drug Substance(s), Drug Product Dosage Form(s),




Manufacturing Capacity

Review and submit

Step 23. Verify the information for the
request and confirm all sections are R m
CO m p I ete ° @ Sponsor Information

© INDInformation Sponsor Information Return to Sectlon

Step 24. Click Submit to send your
Manufacturing Capacity submission or

© Cinical Use -
Sponsor Details

@ Drug Allocation Matrices Organization Name Organization Address Line 1 Organization Address Line 2
f . GENENTECH INC TECHNOLOGY PL
Save & Close to keep your Manufacturing | el
Organization City Organization State/Province Organization Zip Code

Capacity submission or Delete to remove roaaNe Teus

Need Help?

your Manufacturing Capacity submission. T s Coar sl troves o T ey

kayla.sulllvan@fda.hhs. '
Manufacturing Capaclty related questlons ayla sulllvan@fda.hhs.gov

Note: Once you submit your entry, you will IO onmen
have the option to update any information by v R

few slides on how to use this functionality.

. . . ;. . I,I:“: Manufacturing Capacity Application Submitted
Receiving Notification(s) from FDA
Congratulations!
You will view a confirmation screen to confirm your request was - bt I st S

submitted to the FDA and receive an email confirming the S L Imli%i
submission of your Manufacturing Capacity submission. Please
open the confirmation submission email:

DoNotReply@fda.hhs.gov and Review the information submitted. -



mailto:DoNotReply@fda.hhs.gov

FDA

Cloning Capability




Manufacturing Capacity

Cloning Capability

Step 1. Once you land on the CDER
NextGen Portal homepage, Click
Manufacturing Capacity to begin.

Step 2. From the landing page,
click on a previously submitted
application that you would like to
clone.

Note: The Cloning Capability can
be used to update information on
an existing submission by keeping
the IND number the same, OR to
clone an existing submission with

similar attributes but different IND.

Pre-Assignment

Request a pre-assigned unique identifier that will be used for reference throughout the regulatory review process (IND, ANDA, NDA, DMF, & BLA).

Research IND Pilot

Pilot program for more comprehensive application to investigate if a drug is reasonably safe. Research IND applications are strictly for research and

may result in publications in peer-reviewed journals.

Program Fee

Submit company and affiliate portfolio to the Agency to be assessed for the annual program fee, depending on the number of approved ANDAs in the

portfolio.

Quality Metrics

Submit information regarding a Quality Metrics

Orphan Drugs

Submit information regarding Orphan Drugs

Manufacturing Capacity

Manufacturing capacity use case

Waivers Excepti

My Waivers, Excepti

Manufacturing Capacity

000318749
Submitted




Manufacturing Capacity

Cloning Capability

Step 3. On the upper right- Manufacturing Capacity
hand side of your screen, click

C|One. Review and Submit Clone Return to Home

Step 4. Click Continue. You Somox Ierefos

will then be directed to the Sponcor Dt

Landing Page where you will
be able to find the cloned p—_ T —
record in Draft status. ‘”"

Country Organization Phone Number Organization Email

Clone Submission?

DUNS
001326495
Select Continue to clone this record. You will be directed back to the Landing Page where you will see the cloned record in Draft
IND Information status
The new draft record may be utilized in one of two ways depending on your needs
1) Update a submitted submission by keeping the IND Number the same
_______________________________________________ | o 2 2
2) Create a new submission by updating the IND Number

Refer to the user guide for detailed information

15




Manufacturing Capacity

Cloning Capability

Step 5. Click on the draft

application that you would : o [§ o | -
like to clone. Soiers -

Step 6. Review/Edit the Z

prepopulated information in
the Sponsor Information

1 1 KRB0 HPUCATION BILOES IND Infermation
Section, then click Next. e Sposor forncton | s
Q Spevs o 0 soarsomter
Spomor Detas General Information
0 0w

Step 7. Review/Edit the
prepopulated information in
the IND Information Section.




Manufacturing Capacity

Cloning Capability

APPLICATION BUILDER Ciniall
Inical Use
Step 8. Review/Edit the
. . . 0 Sponsor Information .
information you provided for F o S - | |
. . . y ‘ reatment Lourse 0 —
Clinical Use and then click 0 nostmtn
4 Add Treatment Course
NeXt- O CinicalUse E

APPLICATION BUILDER . .
Drug Allocation Matrices

@ Drug Alocaion Metces

Step 9. REViEW/Edit the Clinical Trals © sponsor Information -

. . . Reien & Submit Drug Product Dosage Form Per Kg V' Matrix Input
prepopulated information in D S Nk
Drug Allocation Matrices and e

O NDInformation

. @ Ciinical Use
t h enc I IC k N ext. Drug Substance Allocation Matrix ;\ Matrix Input
@ DrugAllocation Matrices .
..... Review & Submit ; . p— \
~ | Treatment Course Allocation Matrix ‘ ‘f‘ Matrix Input

Need Help?

Save and C 17




Manufacturing Capacity

Cloning Capability

Step 10. Once you have
reviewed the application, click
Submit and then click
Continue. W S

@ Ssponsor Information

© IND Information

@ Drug Allocation Matrices

Step 11. Once submitted you
will receive a confirmation
message and a confirmation Need Help?

ema | I . The Help Center is available to answer all your

Manufacturing Capacity related questions.

Review & Submit

Review and Submit

Sponsor Information

Sponsor Details

Organization Name

PFIZER INC

Organization City
NEW YORK

Country
us

Delete

Return to Section

Save and Close

Organization Address Line 1 Organization Address Line 2

235E42ND ST

Arey

Complete & Submit Manufacturing Capacity?

ou sure that you would like to submit your Manufacturing Capacity submission? You will not be able to edit the application once

submitted

Manufacturing Capacity Application Submitted

Congratulations!

00018757
Submitted

Your Manufacturing Capacity #00018767 has been submitted successfully,

For technical support, please contact the CDER plattorm support team (EDMSupport@tda hhe.gov)

Thank you for submitting your Manufacturing Capacity Submission. Your Reference ID is 00018757 for identifying

this request to the FDA. You can review your submission by returning to the FDA CDER NextGen Portal

Type of Request Summary: Manufacturing Capacity

Reference ID

IND Number| Sponsor Name

00018757

123456 |PFIZERINC

There is no further action for you at this time. The FDA will review your request and follow up accordingly. If you need
to update your request, contact the primary POC assigned to the IND associated with this submission.




FDA

Technical Support and Resources




CDER NextGen Portal Support & Resources

The CDER NextGen Portal has many resources for support.

CDER NextGen Portal Announcements

Your Portal home page contains
portal announcements, so
users are always in the know.

Everything related to the portal
events can be found onthe
NextGen Portal Help Center that
provides links to the Resource
Center, which includes

Technical Support

CDER NextGen Portal Video Tutorial

For all technical support, contact visit the

NextGen Portal Help Center. The “Video Tutorial” contains 1-4-
minute video clips on how to complete
submissions for events on the portal.



https://cdernextgenportal.fda.gov/s/cder-help-center
https://cdernextgenportal.fda.gov/s/cder-help-center
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