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ACTION PACKAGE CHECKLIST

APPLICATION INFORMATION1

NDA # 204063 NDA Supplement # _
BLA # BLA Supplement # IfNDA, Efficacy Supplement Type.

Proprietary Name: Tecfidera

Established/Proper Name: dimethyl fumarate

Dosage Form: delayed-release capsules

RPM: Nicole L. Bradley Division: Division ofNeurology Products

ND s and NDA Efficac S l ents: 5051b)!” Original NDAs and 505(b)(2) NDA supplements:

NDA Application Type: 8 _505(b)(l) C] 505(b)(2) Listed drug(s) relied upon for approval (include NDA #(s) and drug
Efficacy Supplement: [:3 505(b)(1) C] 505(b)(2) name(s)):

 
 
 

 
 
 

Applicant: Biogen Idec

Agent for Applicant (if applicable): 

 

  

 
 (A supplement can be either a (b)(1) or a (b)(2)

regardless of whether the original NDA was a (b)(1)
or a (b)(2). Consult page 1 of the 505(b)(2)

Assessment or the Appendix to this Action Package
Checklist.)

 

 Provide a brief explanation of how this product is different from the listed
drug.

  
  
 
 

 E], This application does not reply upon a listed drug.
This application relies on literature.

[:1 This application relies on a final OTC monograph.
E] This application relies on (explain)

 
  

 
 
  For ALL 2 a lications two months rior to EVERY action,

revi w th i ormat'on in the 50 2 Ass s me tand s bmi the

(1;ng th2(ER 0N2 IO f9: clegrggge. Finalize the 505(b)(2)
Assessment at the time of the approval action.

   

 

 

   

  
 

On the. day.of approyal, check the Orange Book again for any new
patents or pediatric exclusivity.

 
  

  D No changes E] Updated Date of check:

 
 

 If pediatric exclusivity has been granted or the pediatric information in

the labeling of the listed drug changed, determine whether pediatric

information needs to be added to or deleted from the labeling of this
drug.

 

  
 Proposed action

0 User Fee Goal Date is March 27 2013

~ Previous actions (specifi/ type and datefor each action taken)

 
  

 

 

 

1 The Application Information Section is (only) a checklist. The Contents of Action Package Section (beginning on page 5) lists
the documents to be included in the Action Package.

«' For resubmissions, (b)(2) applications must be cleared before the action, but it is not necessary to resubmit the drafi 505(b)(2)
Assessment to CDER 0ND 10 unless the Assessment has been substantively revised (e.g., nrew listed drug, patent certification
revised).
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 If accelerated approval or approval based on efficacy studies in animals, were promotional
materials received?

Note: Promotional materials to be used within 120 days after approval must have been
submitted (for exceptions, see

hgprl/www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatogInfounation/Guida
nce_cm0699 odf). Ifnot submitted, exlain

'3' Application Characteristics 3

Review priority: Standard I] Priority
Chemical classification (new NDAs only):

  
   CI Received

 
 

 
 

 

  

 
 

 
 

  
  
  
  
 

I: Fast Track I] Rx-to-OTC full switch
Rolling Review D Rx—to-OTC partial switch
Orphan drug designation E] Direct-to-OTC

NDAs: Subpart H BLAs: Subpart E

D Accelerated approval (21 CFR 314.510) [:1 Accelerated approval (21 CFR 601 ,41)
[:1 Restricted distribution (21 CFR 314.520) Ij Restricted distribution (21 CFR 601.42)

Subpart I Subpart H

E] Approval based on animal studies [3 Approval based on animal studies

D Submitted in response to a PMR REMS: A MedGuide  DE] Communication Plan
ETASU

MedGuide w/o REMS

REMS not required

[:1 Submitted in response to a PMC
[:1 Submitted in response to a Pediatric Written Request

 

  
 

EDD
 

 Comments: 

  

 
 

.;. ’ BLAs only: Ensure RMS—VBLA' Productvln‘fonnatiion Sheetfor' TBP and RMS—BLA Facility
Information Sheetfor TBP have been Completed and forwarded to OPI/OBI/DRM (Vicky D Yes, dates

Carter) ,V .. p, _. __ i ._ .- ,
BLAs only: Is the product subject to official FDA lot release per 21 CFR 610.2

(approvals only)

  

  
 
  
 

 
 

 

Office ofExecutive Programs (OEP) liaison has been notified of action

Press Office notified of action (by OEP)

I ‘None
33 HHS Press Release

I FDA Talk Paper

Elf CDER Q&As

Other

  

     
 0 Indicate what types (if any) of information dissemination are anticipated 

  
   

3 Answer all questions in all sections in relation to the pending application, i.e., if the pending application is an NDA or BLA
supplement, then the questions should be answered in relation to that supplement, not in relation to the original NDA or BLA. For
example, if the application is a pending BLA supplement, then a new RMS—BLA Product Information Sheetfor TBP must be
completed.
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NDA/BLA #

Page 3

'3' Exclusivity

0 Is approval of this application blocked by any type of exclusivity?

0 NDAs and BLAs: Is there existing orphan drug exclusivity for the “same”

drug or biologic for the proposed indication(s)? Refer to 21 CFR

31 6.3(b)(13) for the definition of “same drug"for an orphan drug (i. e.,
active moiety). This definition is NOT the same as that usedfor NDA
chemical classification.

0 (b)(2) NDAs only: Is there remaining 5-year exclusivity that would bar

effective approval of a 505(b)(2) application)? (Note that, even ifexclusivity
remains, the application may be tentatively approved ifit is otherwise ready
for approval.)

0 (b)(2) NDAs only: Is there remaining 3-year exclusivity that would bar

effective approval of a 505(b)(2) application? (Note that, even ifexclusivity
remains, the application may be tentatively approved ifit is otherwise ready
for approval.)

0 (b)(2) NDAs only: Is there remaining 6-month pediatric exclusivity that
would bar effective approval of a 505(b)(2) application? (Note that, even if
exclusivity remains, the application may be tentatively approved ifit is
otherwise readyfor approval.)

0 NDAs only: Is this a single enantiomer that falls under the 10—year approval
limitation of 505(u)? (Note that, even ifthe 10-year approval limitation

period has not expired, the application may be tentatively approved ifit is
otherwise readyfor approval.)

'3 ' Patent Information (NDAs only)

0 Patent Information:

Verify that form FDA-3542a was submitted for patents that claim the drug for
which approval is sought. If the drug is an old antibiotic, skip the Patent
Certification questions.

0 Patent Certification [505(b)(2) applications]:

Verify that a certification was submitted for each patent for the listed drug(s) in
the Orange Book and identify the type of certification submitted for each patent.

it cannot be approved until the date that the patent to which the certification

pertains expires (but may be tentatively approved if it is otherwise ready for
approval).

0 [505(b)(2) applications] For each paragraph IV certification, verify that the
applicant notified the NDA holder and patent owner(s) of its certification that the

patent(s) is invalid, unenforceable, or will not be infiinged (review

documentation ofnotification by applicant and documentation of receipt of
notice by patent owner and NDA holder). (Ifthe application does not include

anyparagraph IV certifications, mark “N/A ” and skip to the next section below
(Summary Reviews)).

X No I] Yes

8 ,No I] Yes
If, yes, NDA/BLA # and

date exclusivity expires:

[:1 No I] Yes
If yes, NDA # and date

exclusivity expires:

[:1 No C] Yes
Ifyes, NDA # and date

exclusivity expires:

D No I] Yes
If yes, NDA # and date

exclusivity expires:

No I] Yes
If yes, NDA # and date 10-

year limitation expires:

 
IHVerified
E] Not applicable because drug is
an old antibiotic.

21 CFR 314.50(i)(1)(i)(A)
E] Verified

21 CFR 314.50(i)(1)

E! (ii) I (iii) 

D No paragraph III certification
Date patent will expire

D} N/A (no paragraph IV certification)
El Verified 
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NDA/BLA #

Page 4

0 [505(b)(2) applications] For each paragraph IV certification, based on the

questions below, determine whether a 30-month stay of approval is in effect due
to patent infringement litigation.

Answer the following questions for each paragraph IV certification:

(1) Have 45 days passed since the patent owner’s receipt of the applicant’s E] .Yes D No
notice of certification?

(Note: The date that the patent owner received the applicant’s notice of

certification can be determined by checking the application. The applicant
is required to amend its 505(b)(2) application to include documentation of

this date (e.g., copy of return receipt or letter from recipient

acknowledging its receipt of the notice) (see 21 CFR 314.52(e))).

If “Yes, ” skip to question (4) below. If “No, ” continue with question (2).

(2) Has the patent owner (or NDA holder, if it is an exclusive patent licensee) D Yes I] No
submitted a written waiver of its right to file a legal action for patent
infi‘ingement after receiving the applicant’s notice of certification, as
provided for by 21 CFR 314.107(f)(3)‘?

If “Yes, ” there is no stay ofapproval based on this certification. Analyze the next
paragraph IVcertification in the application, ifany. Ifthere are no other

paragraph IV certifications, skip the rest ofthepatent questions.

If “No, ” continue with question (3).

(3) Has the patent owner, its representative, or the exclusive patent licensee D Yes [:1 No
filed a lawsuit for patent infringement against the applicant?

(Note: This can be determined by confirming whether the Division has

received a written notice from the (b)(2) applicant (or the patent owner or

its representative) stating that a legal action was filed within 45 days of

receipt of its notice of certification. The applicant is required to notify the

Division in writing whenever an action has been filed within this 45-day
period (see 21 CFR 314.107(f)(2))).

If “No, " the patent owner (or NDA holder, ifit is an exclusive patent licensee)
has until the expiration ofthe 45-dayperiod described in question (I) to waive

its right to bring a patent infringement action or to bring such an action. After
the 45-dayperiod expires, continue with question (4) below.

(4) Did the patent owner (or NDA holder, if it is an exclusive patent licensee) [:I Yes [:1 NO
submit a written waiver of its right to file a legal action for patent

infringement within the 45-day period described in question (1), as
provided for by 21 CFR 314.107(f)(3)?

If “Yes, ” there is no stay ofapproval based on this certification. Analyze the next
paragraph IV certification in the application, ifany. Ifthere are no other

paragraph IV certifications, skip to the next section below (Summary Reviews).

If “No, ” continue with question (5).
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