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Introduction

Welcome to CDER NextGen Portal
This guide provides the essential information you need to submit an Over-the-Counter Monograph Order Request (OMOR) in the CDER 

NextGen Portal. The sections described below cover navigating into the OTC Monograph application and submitting your request. For 

technical support, email CDER Platform Support staff at edmsupport@fda.hhs.gov. 

mailto:edmsupport@fda.hhs.gov
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CDER NextGen Portal Homepage
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Logging into the CDER NextGen Portal

This section describes how to complete the first step in the OMOR submission process: Logging into the CDER NextGen Portal. 

Step 1. Log into your CDER NextGen Portal account by accessing: https://edm.fda.gov. For technical support, email CDER Platform Support 

staff at edmsupport@fda.hhs.gov. 

https://edm.fda.gov/
mailto:edmsupport@fda.hhs.gov
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Over-the-Counter (OTC) Monograph – OMOR
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Navigating to the OTC Monograph Application

This section describes how to complete the next step in the OMOR submission process: Navigating to the OTC Monograph application. 

Step 2. From the Homepage, click Over-the-Counter (OTC) Monograph.
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Submitting an OMOR

This section describes how to complete the next step in the OMOR submission process: Initiating an OMOR.

Step 3. The next screen is the Over-the-Counter Monograph landing page. Click on the MGF application card you would like to submit an 

OMOR under.
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Submitting an OMOR

Step 4. The next screen is the Activity Log. Select the Actions button and click Submit OMOR.  
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Submitting an OMOR

Notice the Submission Builder on the left. When a section is complete, a green check mark will be displayed. If some, but not all, required fields 

are complete within a section, an orange half-moon will be displayed. An open circle indicates that no required information has been entered 

for that section. You can navigate directly to section by clicking on it. 

Step 5. On the Submission Information screen, review the Requestor Information.  
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Submitting an OMOR

Step 6. Next, enter the Point of Contact information for this OMOR. 
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Submitting an OMOR

Step 7. If your Requestor Information includes a Foreign Requestor, you will be asked to review the U.S. Agent Information. Select Yes or No

if you would like to change the information. 

Step 8. If you have selected Yes, review the current U.S. Agent Information and click the Add Organization button to search for the U.S. Agent 

organization by the DUNS number. When done, click Next. 
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Submitting an OMOR

Step 9. On the next screen, enter the U.S. Agent’s Contact Information. When done, click Next. 
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Submitting an OMOR

Step 10. On the next screen, specify which Requestor(s) the U.S. Agent is representing. When done, click Save. 

Please note, each Foreign Sponsor/Requestor must have a corresponding U.S. Agent Organization. To add additional U.S. Agent Information, 

repeat Steps 8-10.
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Submitting an OMOR

Step 11. Next, select the 

proposed OMOR 

Classification and Proposed 

Change(s).

Please note: 

• If you selected Tier 1 as 

your proposed 

classification, you will be 

required to select one or 

more Proposed Change(s)

• Please select all relevant 

Proposed Change(s)

• If you selected the Other

option, you may provide a 

write-in response
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Submitting an OMOR

Step 12. Next, add applicable OTC Monographs. 

Select the OTC Monograph button and choose 

from the list of options. 

Please note: 

• If you intend to propose a new monograph, 

select New Monograph

• You may add multiple applicable OTC 

monographs to your OMOR submission
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Submitting an OMOR

Step 13. Next, add relevant Active Ingredients. Select the Active Ingredient button and search for an ingredient by the UNII Number. When 

done, click Next.
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Submitting an OMOR

Step 14. On the next screen, provide the 

Strength/Concentration information for your Active 

Ingredient, if applicable. Select Yes or No if the Active 

Ingredient Strength/Concentration is in a range and enter 

the Strength Value.

Step 15. Select the corresponding Strength/Concentration 

Unit. Please note, if you have selected a Unit containing a 

fraction (i.e., mg/mL, g/L, etc.) please enter the Strength 

Value Denominator. 

Step 16. Enter the Dosage Frequency value and select 

the frequency from the list of options. 

Step 17. Select the applicable Age Group from the list of 

options. Please note, you may select multiple Age Groups. 

To add additional Strength/Concentration information, 

select the Add Strength/Concentration button and 

repeat Steps 14-17. When done, click Next. 
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Submitting an OMOR

Step 18. Next, select the Dosage Form(s), Route(s) of 

Administration, Therapeutic Class(es), and 

Therapeutic Sub-Class(es), if applicable. When done, 

click Save. 

Please note:

• Use the right and left arrows to move values between 

the Available and Selected columns

• You may select all Dosage Form(s), Route(s) of 

Administration, Therapeutic Class(es), and 

Therapeutic Sub-Class(es) that apply

• If you would like to add an additional Active Ingredient, 

repeat Steps 13-18. 
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Submitting an OMOR

Step 19. Next, add proposed changes or 

additions to the Indication(s) where 

applicable. Select the Indication button 

and enter the Proposed Indication/Use.  

When done, click Next. 

Step 20. On the next screen, select the 

Active Ingredient(s) associated with the 

Proposed Indication, if applicable. When 

done, click Save. 

If you would like to add an additional 

Indication, repeat Steps 19-20. 
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Submitting an OMOR

Step 21. Next, select Yes or No if the Requestor(s) own or are affiliated with an OTC monograph drug facility.  

Step 22. If you selected No, proceed to the next screen. If you selected Yes, click the Add Facility button to search for a Facility. 

Step 23. On the Facility Selection window, search for a Facility by entering the DUNS and optional FEI numbers. When done, click Next.
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Submitting an OMOR

Step 24. On the next screen, enter the Facility Contact Information. When done, click Next. 
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Submitting an OMOR

Step 25. On the next screen, specify which Requestor(s) the Facility is associated with. When done, click Save. If you would like to add 

additional Facilities, repeat Steps 22-25.



24

Submitting an OMOR

Step 26. On the Module 1: Administrative Information screen, upload relevant documents. Select the + button to the left of each section to 

open the document upload window. 
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Submitting an OMOR

Step 27. Click the Upload Files button to browse your computer and select a file to upload or drag and drop a file into the designated area on 

the screen. Prior to attaching your file, review the allowed document file types and file size. When done, click Save. 

Please note, you may provide an optional Document Description for each uploaded file. 
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Submitting an OMOR

Step 28. Within Module 1, in the 

References window, provide 

Information Previously Submitted 

to FDA, if applicable. 

Select the Add Reference button 

and choose from the list of 

Submission Type options. Provide 

the six-digit Submission Number, 

then click Save. 

Please note, you may add multiple 

references to your submission.
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Submitting an OMOR

Step 29. Within Module 1, in the 

Meetings window, provide relevant 

monograph meetings, if applicable.

Select the Add Meeting button and 

enter the MGF Number. Next, select 

the Meeting ID and review the 

Meeting Information. When done, 

click Save. 

Please note, you may add multiple 

meetings to your submission.
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Submitting an OMOR

Step 30. On the Module 2: Summaries screen, upload relevant documents. Select the + button to the left of each section to open the 

document upload window. 
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Submitting an OMOR

Step 31. Click the Upload Files button to browse your computer and select a file to upload or drag and drop a file into the designated area on 

the screen. Prior to attaching your file, review the allowed document file types and file size. When done, click Save. 

Please note, you may provide an optional Document Description for each uploaded file. 
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Submitting an OMOR

Step 32. For sections containing additional sub-sections, navigate to a sub-section directly by clicking on the sub-section title. If the selected 

sub-section contains additional categories, select the carrot icon to reveal the Upload Files button. When done, click Save. 
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Submitting an OMOR

Step 33. On the Module 3: Quality screen, upload relevant documents. Select the + button to the left of each section to open the document 

upload window. 
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Submitting an OMOR

Step 34. Click the Upload Files button to browse your computer and select a file to upload or drag and drop a file into the designated area on 

the screen. Prior to attaching your file, review the allowed document file types and file size. When done, click Save. 

Please note, you may provide an optional Document Description for each uploaded file. 
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Submitting an OMOR

Step 35. Next, provide 

relevant Body of Data 

documents. Select the Add 

Data button to open the 3.2 

Body of Data window. Then, 

select the Data Type and 

Document Type. When 

done, click Next.
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Submitting an OMOR

Step 36. If applicable, review the document categories on the lefthand panel and upload documents for all relevant sections. Click the Upload 

Files button to browse your computer and select a file to upload or drag and drop a file into the designated area on the screen. Prior to 

attaching your file, review the allowed document file types and file size. When done, click Save. 

Please note, you may provide an optional Document Description for each uploaded file.
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Submitting an OMOR

Step 37. Review the entered Body of Data. If you would like to add additional Data, select the Add Data button and repeat Steps 35-37. To 

make additional edits or delete a Data record, select the arrow to reveal the Edit and Delete buttons.
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Submitting an OMOR

Step 38. On the Module 4: Nonclinical Study Reports screen, upload relevant documents. Select the + button to the left of each section to 

open the document upload window. 
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Submitting an OMOR

Step 39. Click the Upload Files button to browse your computer and select a file to upload or drag and drop a file into the designated area on 

the screen. Prior to attaching your file, review the allowed document file types and file size. When done, click Save. 

Please note, you may provide an optional Document Description for each uploaded file. 
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Submitting an OMOR

Step 40. Next, provide relevant Study Report documents by selecting the Add Study button. 
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Submitting an OMOR

Step 41. On the 4.2 Study Reports window, enter the Study ID and Study Title. Next, select the Study Type, Secondary Study Type, and 

Tertiary Study Type, if applicable.

Step 42. Next, select the Document Type(s). Use the right and left arrows to move values between the Available and Selected columns. 

When done, click Next. 
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Submitting an OMOR

Step 43. On the next screen, review the selected Document Types on the lefthand panel and upload documents for all relevant sections. Click 

the Upload Files button to browse your computer and select a file to upload or drag and drop a file into the designated area on the screen. 

Prior to attaching your file, review the allowed document file types and file size. When done, click Save. 

Please note, you may provide an optional Document Description for each uploaded file.
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Submitting an OMOR

Step 44. Review the entered Study Report. If you would like to add additional Study Reports, select the Add Study button and repeat Steps 40-

44. To make additional edits or delete a Study Report, select the arrow to reveal the Edit and Delete buttons.
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Submitting an OMOR

Step 45. On the Module 5: Clinical Study Reports screen, upload relevant documents. Select the + button to the left of each section to open 

the document upload window. 
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Submitting an OMOR

Step 46. Click the Upload Files button to browse your computer and select a file to upload or drag and drop a file into the designated area on 

the screen. Prior to attaching your file, review the allowed document file types and file size. When done, click Save. 

Please note, you may provide an optional Document Description for each uploaded file. 
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Submitting an OMOR

Step 47. Next, provide relevant Study Report documents by selecting the Add Study button. 
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Submitting an OMOR

Step 48. On the 5.3 Study Reports window, enter the Study ID and Study Title. Next, select the Study Type, and Secondary Study Type.

Step 49. Next, select the Document Type(s). Use the right and left arrows to move values between the Available and Selected columns. 

When done, click Next. 



46

Submitting an OMOR

Step 50. On the next screen, review the selected Document Types on the lefthand panel and upload documents for all relevant sections. Click 

the Upload Files button to browse your computer and select a file to upload or drag and drop a file into the designated area on the screen. 

Prior to attaching your file, review the allowed document file types and file size. When done, click Save. 

Please note, you may provide an optional Document Description for each uploaded file.
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Submitting an OMOR

Step 51. Review the entered Study Report. If you would like to add additional Study Reports, select the Add Study button and repeat Steps 47-

50. To make additional edits or delete a Study Report, select the arrow to reveal the Edit and Delete buttons.
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Submitting an OMOR

Step 52. On the Review & Submit screen, review all information previously entered. If you need to edit a section of your submission, click 

Return to Section to update the information. .
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Submitting an OMOR

Step 53. For each Module section, click the 

Open button to open the respective Module 

section and review your uploaded 

documents. 

Step 54. Once you have reviewed and 

confirmed all information, click Submit to 

finalize your submission to FDA. 

Please note: 

• If you have any documents pending 

scanning, the Submit button will be 

disabled.

• You may click the Save and Close 

button to exit the screen as your 

documents continue to scan. You must 

return to the screen and click Submit to 

finalize your submission.

• Please review any uploaded 

documents that have been identified 

as a threat.
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Submitting an OMOR

Step 55. On the OMOR Confirmation screen, review the submission confirmation message.

Step 56. If you would like to return to the landing page, select Return Home. If you would like to navigate to the Activity Log for your MGF 

application, select the MGF Number.
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Submitting an OMOR

Step 57. To review your submitted OMOR, return to the Activity Log and select the OMOR activity. 
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Submitting an OMOR

Step 58. On the Submission Summary page, review your submitted information. To return to the Activity Log, click Go Back at the bottom of 

the page. 
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Appendix



Application Statuses
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Application Status Description

Pre-Assignment
MGFs with this Application Status indicate that a Pre-Assignment Request has been submitted and 

an MGF number has been assigned. 

Pre-Submission

MGFs with this Application Status indicate that a Meeting Request has been submitted. The 

Application Status will remain in the Pre-Submission status for subsequent Meeting related 

submissions (i.e., Meeting Package, Meeting Other, Meeting Withdrawal/Cancelation, etc.).

Pending
MGFs with this Application Status indicate that an OMOR has been submitted and under FDA 

review. 

Unacceptable – User Fee Not Paid

MGFs with this Application Status indicate that FDA has deemed the Meeting Request or OMOR 

submission unacceptable due to unpaid user fees (i.e., Facility Fees, OMOR User Fees, etc.). The 

user must remit outstanding user fees before proceeding with subsequent submissions. 

Refuse to File

MGFs with this Application Status indicate that FDA has deemed the OMOR to be unacceptable for 

filing. The user may submit a File over Protest under the same MGF number or request a new 

MGF number to submit an OMOR after Refuse to File. 

Proposed Order Issued
MGFs with this Application Status indicate that FDA has issued a Proposed Order regarding their 

OMOR. 

Final Order Issued
MGFs with this Application Status indicate that FDA has issued a Final Order regarding their 

OMOR. 

Withdrawn
MGFs with this Application Status indicate that an OMOR Withdrawal has been submitted and FDA 

has acknowledged the withdrawal. 



55

Technical Support Resources
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CDER NextGen Portal Support & Resources

The CDER NextGen Portal (https://edm.fda.gov) has many resources for support. For technical support, please contact the CDER NextGen 

Portal support team (EDMSupport@fda.hhs.gov). Please include OMUFA in the subject line of your email. 

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

