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 Electronic Submission Paths to CDER 
 Introduction to CDER’s NextGen Portal
 
 What’s New? 
 How to sign up 
 Support 
 Demo 
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ELECTRONIC SUBMISSION PATHS TO CDER
 

CDER NextGen 
(CDER Only except for DDT) 

• Drug Shortage Notifications 
• Non-eCTD submission to DMF 

Type III, Research IND 
• Non-eCTD submission to 

application granted eCTD 
Waiver 
• Pre-ANDA Meetings 
• GDUFA II Program User Fees 
• Controlled Correspondence 
• Drug Development Tools (DDT) 
• Request an Application 

Number 
• Non-eCTD submission of 

Medical Gas, Promotional 
Material, EUA, or 
Presubmission 

ESG (All Centers) CDER Direct (CDER 
Only), SPL Submissions 

• eCTD submission to NDA, BLA, 
ANDA, IND, DMF applications 
• Non-eCTD submission to DMF 

Type III, Research IND 
• Non-eCTD submission to 

application granted eCTD 
Waiver 
• E2B Postmarket Safety Reports 

(submitting to FAERS) 
• SPL Submissions 

• NDC Labeler Code Requests 
• Product Listing and Reporting 
• Establishment Registrations 

and annual updates 
• GDUFA Facility Self-ID Product 

Listing 
• 503 Outsourcing Facility – 

registration and product 
reporting 
• Wholesale Drug Distributors 

and Third Party Logistic 
Providers (WDD/3PL) 
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CDER’s NextGen PORTAL 

The CDER NextGen Collaboration Portal is a cloud-based system that has enabled a 
transformation in the way CDER and industry work together. 
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   WHAT HAVE WE ALREADY DONE, AND WHAT IS NEW?
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WHAT IS RESEARCH IND IN CDER NEXTGEN? 

What’s New: FDA recently added a new event in the CDER
 
NextGen Portal for submission of Research INDs
 

Target Audience: Sponsors who currently submit Research 

INDs in paper (non-eCTD)*
 

Benefits of CDER NextGen: 
https://www.fda.gov/media/136301/download 

*This is for Research INDs only. Commercial INDs must be in eCTD and may not use the CDER NextGen 
Portal unless granted an eCTD waiver. See Providing Regulatory Submissions in Electronic Format — 
Certain Human Pharmaceutical Product Applications and Related Submissions Using the eCTD 
Specifications Guidance for Industry (eCTD Guidance) for more information. 

https://www.fda.gov/media/136301/download
https://www.fda.gov/media/135373/download


  

    
    

 

  

 

RESEARCH IND SUBMISSION METRICS 

CDER has seen an increase in electronic submission of Research 
INDs via CDER NextGen Portal, resulting in less paper. 

2020 
Research IND counts 
(standardized) March April 

Count % of 
total Count % of 

total 
Paper 969 62% 384 25% 

CDER NextGen Portal 225 15% 735 48% 
ESG 357 23% 408 27% 

Total 1,551 100% 1,527 100% 
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WHAT IS ALTERNATE SUBMISSION IN CDER NEXTGEN?
 

What’s New: FDA recently added a new event in the CDER NextGen Portal for 
submissions not required in eCTD 

Target Audience: Sponsors who currently submit the following in paper (non-
eCTD) 

•	 EUAs 
•	 DMF Type III 
•	 Marketing and Advertising 
•	 Pre-submissions (Not for rolling submissions. Submitting content to a drug or biologics license application must follow 

the eCTD guidance) 
•	 Medical Gas 
•	 Applications which received a waiver from the eCTD Guidance 

The goal is to provide a way for industry to send submissions (applies only to submissions not required 
in eCTD*) without the need for paper or electronic media (i.e. hard drive, DVD). 

*FDA eCTD Guidance: https://www.fda.gov/media/135373/download 8
 

https://www.fda.gov/media/135373/download


  

  
      

 

       

HOW DO I GAIN ACCESS TO THE PORTAL? 

Existing Portal Users
Research IND and Alternate Submission tabs were added to your account automatically – click on it when you are 
ready to submit 

New Users 
To register for an account with the CDER NextGen Portal, navigate to https://edm.fda.gov and follow the signup instructions 
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User Registration 



I 
Sign In 

-j 
UOO.er ts u.s.c_';))t, anyc.r-e wto r.-.Akes a f""4.teraly f~. 

'oct1X>U'S, or :~_er.t statet'!'E:l' t u sne U S Go'f~ .s 
: .. t.!Eoe!E!ll to c,r-.,,a_ f,ieMlr.H 

~'"•·•-__.. ""-""" eo..,._ .,....,Welcome to IOovt &rad below 

Sig n InCDER NextGen 
Need help Slgrling in?Your direct line to the FDA 

Learn More 

User Terms and Conditions 

• You hive no reuon.ablt txl*)tation of pnvaoy reprdi'i; .-:y oomm11t11C1ll0n 0t dill tra~tAriQ or 1wtd on tlVI ll'lfocm.aton 'Y'*'" AJ. any t.rrie, and f0t 1iny W11fut Government pu:rpoN, m. govttntMnt may moMOr, .n1ero.pc. ltd IUf'Ch a.NI tKa 111y oommt.N\!Clbeln ot d.atl ttar..a.l11"9 or 110ftd on N in'ormuon tytieM 

• Acly commurwcabon Of cf.a ta trar.sillng « s-tored on thts ll"l'ormatw:m system mlY be 6tscbs@d or '3ed '°'any lnflill Government pw'pOW. 

- ~ FCIA.Home ( BrowserRe(fJirements ( ConBc!TechSupport I FAQs Po,·" •eel by CDER 
Efl - A to Z Index I Follow FDA I FDA \btee Blog I Prwacy 1Ni:-OP.WAT1cs 

http:n1ero.pc


Contact Information 


First Name* Middle Name Last Name* 

IJohn Ismith 

Email* Confirm Email * 

ljsmith@gmail.com ljsmith@gmail.1com 

Coumtl)' * country Code Phone Number * Ext. 

IUnited States vi 1+1 I I1235554567 

Fields marked with* are required fields. 

Terms & Conditions 

• Under 18 U.S.C. 1001, anyone who mskes a materially false. iicfifious. CK fraudu'lenf statement lo the U.S. Government is sU!Jiecf to criminal penal1ies. 

• Und!!f Section 11. 100. Sllb-part C. paragraphs (a), (b). c, and (2) of Tide 2 t of ttne Code of Federal regulations, accepting the terms and condilions will require the verification of s person's id!!fltity and viill be considered lega lly binding upon the verilicstioo. 

~ I ha11e read and agree to the Terms and Condi tions stated above. 

( ) Submit • 

ml 1';71 FDA Home I Browser Requirements I ContactTech Support I FAQs Powered by CDER 
E!I • A to z Index I Follow FDA I FDA Voice Blog I Pnvacy <N FO•MMICS 

mailto:ljsmith@gmail.1com
mailto:ljsmith@gmail.com


Im.I CDER NextGen 
- Portal 

Your account has been su 1ccessfiully created. Pleas1e 
check your email for the next steps. 

If you do not receiv,e tne email or for any questions and suppo~ contact the CDER 


Platform Support 


(EDMStJpport@fda.htls.gov) 


OKI I 

ml f;7J FDA Home I BrowserRequirements I ContactTechSupport I FAQs Powered by CDER 
g • A to Z Index I Follow FDA I FDA Voice Blog I Privacy tN FO•Mr.rics 

mailto:MStJpport@fda.htls.gov
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l Ji_ imJ U.S. FOOD & DRUG 
\.:::i~ - ADMINISTRATION 

DEPARTMENT OF HEALTl-1 AND HUMAN SERVICES 

Hi JOHN, 

Your login request to the FDA CDER NextGen Portal has been received. 

Your username is jsmitti@gmail.com. 

Please click the following link below to activate your account. 

Note: Third party cookies should be enabled on the browser before cl icking t he activation link. If you have any issues enabl ing third party cookies, please contact your IT Support. 

Activation Link (This link expires in 7 days.) 

How to Activate my Account 
The following instructions out line how to activate your account. 

1. When you cl ick on the link above, you wi ll be directed to a page and be asked to enter the password, security question, and select a security image. 

2. After you have entered the required information, you will be directed to the FDA CDER NextGen Portal welcome page where you will be asked to log in. 

3. Upon signing in, please review your profi le information and click Next. 

4. Please follow the next instructions below if you are a new user or an exist ing user. 

I am a New User 

Food and Drug Administration 

Silver Spring, MD, 20993 

If you are a new user, please enter your organizational information by searching or selecting then save and continue. You will then be prompted to sign out and sign back in to see your FDA CDER NextGen Portal home page. 

I am an Existing User 
If you are an exist ing user, please verify your organizational information then save and cont inue. You will then be prompted to sign out and sign back in to see your FDA CDER NextGen Portal home page. 

Te<:hnical Support 

Documentation 

EDMSupport@fda.hhs.gov 

User Guide 

0 Please do not reply directly to this message. This is an automatically generated email and replies wil l not be monit ored. ** 

Activation Email
 



m7J U.S. FOOD & DRUG 
- AOMINISU.AUON 

Welcome to Department of Heat:h and Human SeMees -
Fooa end Drug Administration (FDA)-ProduetJon. Adarsh! 
Oeeu> you< Oepenmom ofHe.,lth end HLWnon Service"! • Food "nd Drug 

Adminit;ttolion (FDA).Production account 

.. 

0 Oicow. farg« l)l!tllSMIOrd'(ll.ll!""!llb 

'Ml..t n 'fO'"r~4 secwtty CIA~ 

e acll..pilCQ.f'eto choose. SK\lflty imege 

~ ~""~ 9dd .. _, ~ft!r'd! ~ &'!!! 

nm ~•l'Eif!mafr ~me 
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Sign In 

j sm1th0gma1l.com 

~ 18 U.S C lOOt. 9M)'Ollt who 1T.Mff • mat&ftaly ,.,.. 
'oc.tt.olls, or fro~ sta.ten"ti't t\I h U.S Goverr"",er;-.t...; 
$...;t~t'!rl to C."l"""f'A oer.a.it:ies. 

~ 1~~ve re:i':S M-d 3g'"ff to the T~~ CoNfrtfOf's sm ;:,:.Welcome to 11DO•·• ind beio. 

Stgn ln eCDER NextGen 
Ne«! h<>lp S>gning in?Your direct line to the FDA 

Learn More 

Don't ha\le an account? Sign up 

User Terms and Cond1t1ons 

l . You ar: axe:~ a U.S. Gov~t klformation syc.;.-::em. TM informarioo system is prov id:-d for U.S. Govenxr.ent--authorized uss <Jd.i. 


2 Utuuthotiad or m prope.r uu of dtts system may rHUlt: W\ cfisciplirwy K;Cion, u 'A-el n ciYi 1-"IC criminal pe!WtiH A..ihcri?ed use of mis system coitSists of inctu:wy slJbmissa::s of d ita te!ated 10 the use cases fot wbtch the system is w~. 


• Yoo have no tei..SOOabre expectahon of pnva...""Y t~ing any comnw:nication or data transrtmg or stored co tbs 1nform.atlOQ sys!em. At any brr..e, a.'1d for any lawful. Govemtrent pwpose. d'ie govemmert rr..ay monitor, 1'ltercept.. and search and sei::e a.'1Y oommimicaooa or data transrt.Jog OI smc-ed on th.is inforrr.a.boc system. 

• Any commt.f.nication « <!3: ta transiting« st«:don this inforrr.atioa sys,t:.m may be dtscbsed 01 used f OI any t;:atf t.14 Govemn:ieat P'~· 

- ~ FCIA.Home I BrowserRe(fJirements I ConBc!TechSupport I FAQs Po ,·" 'CCI by CDER 
Efl - A to Z Index I Follow FDA I FDA \btee Blog I Prwacy 1Ni:-OP.WAT1cs 

http:t;:atft.14
http:sm1th0gma1l.com


U.S. FOOD & DRUG DIEPARTIMIENT OF HEALTH ANO HUMAN SERVICES 

ADMINISTRATION 

Hi JOHN, 

You are receiving this email because a request was made for a one-time authenticat ion code. If you did not make this request, please contact FDA CDER Platform Support immediatety. 

Please enter the following code for veri fication. 

058136 

For t ,echnical support, contact the FDA CDER Platform Support Team at EDMSupport@fda.hhs.gov 

** Please do not reply directly to this message. This is an automatically generated email and replies will not be monitored. ** 

Authentication Code
 



11 U.S. FOOD & DRUG 
ADM IH ISTRAllON 

Email Authentication 

(a... l@gmail.com) 

Enter Code 

I 05a13s ] Sent 
~~~~~--~()~~~~----' 

~ Do not challenge me on this device again 

Verify 

Sign Out 

mailto:l@gmail.com


FIRST NAME MIDDLE NAME LAST NAME EMAIL PHONE NUMBER EXT. COUNTRY 

JOHN SMITH JSMITH@GMAIL.COM 1235554567 US 

mailto:JSMITH@GMAIL.COM
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Complete Registration 

0rganization Information 

Organization Selection 

Select the organization you are affiliated with 

Company Name: DUNS: 0 

Private Firm 


.t>Jlowable fo rmat: 9 digit numeric code Le 123456789. 

Search I 
No ~esults Found 

Enter Organization Manually 

- ~ FOAHome I BrowserRequirements I ContactTechSupport I FAQs Powered by CDER 
g - AtoZlndex I FollowfOA I FOAV01ceBlog I Privacy IN·OH1v1:1,r ics 



Complete Registration 

Organization Information 

Organization Selection 

Select the organization you are affiliated with 

Company Name: 

Private Firm 

Search 

Manually Enter Organization 

• Company Name 

Privat e Firm Ne 
• Address Line 1 

123 Main St reet 

• Zip Code/Postal Code 

12345 

Add Organization I I Cancel 

DUNS: 

Allowable fo rmat: 9 digit numeric code i.e. 123456789. 

• Country 

Unit ed States 


Address Line 2 


• DUNS 

999999999 

Allowable focmat: Nine Digit Numaicoode (i.e 

123456789) if NIA then type 999999999 

• State 

Maryland 

• City 

capitol 

m'I ~ FDA Home I Browser Requirements I Contact Tech Support I FAQs Powered by CDER 
U - A toZlndex I FollowfOA I FOAV01ceBlog I Privacy iN r:OHM/\T ICS 



Complete Registration 

Organization Information 

Organization Selection 

Select the organization you are affiliated with 

Company Name: DUNS: 


Private Firm 


Allowable format: 9 digit numeric code i.e. 123456789. 

0 
Search 

Organization Name Full Address DUl~S 

Private Firm Name 123 Main Street, Capitol, MD, us. 12345 999999999 

save & continue I I Remove Organization 

~ FOAHome I BrowserRequll'ements I Contact TechSupport I FAQs Powered by CD R 
- AtoZ lndex I followfOA I FOAV01ceBlog I Privacy IN " OHM/\.T ICS 



Sign In 

j sm1th0gma1l.com 

~ 18 U.S C lOOt. 9M)'Ollt who 1T.Mff • mat&ftaly ,.,.. 
'oc.tt.olls, or fro~ sta.ten"ti't t\I h U.S Goverr"",er;-.t...; 
$...;t~t'!rl to C."l"""f'A oer.a.it:ies. 

~ 1~~ve re:i':S M-d 3g'"ff to the T~~ CoNfrtfOf's sm ;:,:.Welcome to 11DO•·• ind beio. 

Stgn ln eCDER NextGen 
Ne«! h<>lp S>gning in?Your direct line to the FDA 

Learn More 

Don't ha\le an account? Sign up 

User Terms and Cond1t1ons 

l . You ar: axe:~ a U.S. Gov~t klformation syc.;.-::em. TM informarioo system is prov id:-d for U.S. Govenxr.ent--authorized uss <Jd.i. 


2 Utuuthotiad or m prope.r uu of dtts system may rHUlt: W\ cfisciplirwy K;Cion, u 'A-el n ciYi 1-"IC criminal pe!WtiH A..ihcri?ed use of mis system coitSists of inctu:wy slJbmissa::s of d ita te!ated 10 the use cases fot wbtch the system is w~. 


• Yoo have no tei..SOOabre expectahon of pnva...""Y t~ing any comnw:nication or data transrtmg or stored co tbs 1nform.atlOQ sys!em. At any brr..e, a.'1d for any lawful. Govemtrent pwpose. d'ie govemmert rr..ay monitor, 1'ltercept.. and search and sei::e a.'1Y oommimicaooa or data transrt.Jog OI smc-ed on th.is inforrr.a.boc system. 

• Any commt.f.nication « <!3: ta transiting« st«:don this inforrr.atioa sys,t:.m may be dtscbsed 01 used f OI any t;:atf t.14 Govemn:ieat P'~· 
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Research IND FDA Alternate Submission 

FDA Alternate 
Submission 

Research IND 

Hi John, welcome back to CDER NextGen 
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NEED SUPPORT? 
 Research IND User Guides (login required) 
 Alternate Submission User Guides (login required) 
 User Registration Guides 
 General FAQs 

CDER NextGen Help Desk: edmsupport@fda.hhs.gov 

General Questions on CDER Electronic Submissions: esub@fda.hhs.gov 

https://edm.fda.gov/wps/myportal/!ut/p/z0/04_Sj9CPykssy0xPLMnMz0vMAfIjo8zifQxdnA2dgg18_UNdHA0CDd0CXCxdPQwM3I30C7IdFQFcul7r/
https://edm.fda.gov/wps/myportal/!ut/p/z0/04_Sj9CPykssy0xPLMnMz0vMAfIjo8zifQxdnA2dgg18_f2NTQ0CPUyCAz39XQ0M3I30C7IdFQHsRTmU/
https://edm.fda.gov/customThemeStatic/themes/customTheme/docs/CDERDirectNextGen_ReferenceGuide_MFA.pdf
https://edm.fda.gov/wps/portal/!ut/p/z0/04_Sj9CPykssy0xPLMnMz0vMAfIjo8ziTY0s3A2dnA18LdyCTAwcQ4zMTN3CfI0NDMz1C7IdFQFNL_oh/
mailto:edmsupport@fda.hhs.gov
mailto:esub@fda.hhs.gov
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