
CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 
 

APPLICATION NUMBER: 
 

210563Orig1s000 
210563Orig2s000 

 
 

CLINICAL REVIEW(S) 

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


CLINICAL REVIEW MEMORANDUM

DATE: February 13, 2017

TO: NDA  210563
Ibrutinib Tablets 

FROM: Margret Merino, MD
Clinical Reviewer, DHP/OHOP/CDER

SUBJECT: Financial Disclosure Review

The Applicant submitted financial disclosure information from investigators and sub-
investigators participating in trials 54179060CLL1018, Ibrutinib 54179060CLL1019, Ibrutinib 
54179060CLL1021 and Ibrutinib 54179060CLL1022 indicating that none of the investigators 
reported disclosable financial interests or arrangements at any time during the trials.  

Was a list of clinical investigators provided: Yes X No  (Request list from 
Applicant)

Total number of investigators identified: 15 Investigators/Sub-investigators and 15 Trial 
nurses/pharmacists

Number of investigators who are Sponsor employees (including both full-time and part-time 
employees): 2

Number of investigators with disclosable financial interests/arrangements (Form FDA 3455): 
0

If there are investigators with disclosable financial interests/arrangements, identify the 
number of investigators with interests/arrangements in each category (as defined in 21 CFR 
54.2(a), (b), (c) and (f)):

Compensation to the investigator for conducting the study where the value could be 
influenced by the outcome of the study: 0

Significant payments of other sorts: 0

Proprietary interest in the product tested held by investigator: 0

Significant equity interest held by investigator in Sponsor of covered study: 0

Is an attachment provided with details 
of the disclosable financial 
interests/arrangements:   N/A

Yes  No  (Request details from 
Applicant)

Is a description of the steps taken to 
minimize potential bias provided:

Yes  No  (Request information 
from Applicant)
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Number of investigators with certification of due diligence (Form FDA 3454, box 3) 0

Is an attachment provided with the 
reason: 

Yes  No  (Request explanation 
from Applicant)

In addition to self-disclosure by the investigators, the sponsor assessed any royalty payments to 
investigators not related to study conduct who were listed as suppliers in the sponsor commercial 
payment system.  The sponsor reported that none of the investigators who participated in the 
clinical studies appeared on the royalties schedule for the sponsor. 

Reviewer Comment:  There were no identified financial conflicts of interests for this application. 
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---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

MARGRET E MERINO
02/13/2018

TANYA M WROBLEWSKI
02/13/2018
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1

CLINICAL REVIEW

Application Type NDA
Application Number(s) NDA 210563 
Priority or Standard Priority

Submit Date(s) September 12, 2017
Received Date(s) September 12, 2017
PDUFA Goal Date February 28, 2018
Division / Office DHP/OHOP

Reviewer Name(s)
Clinical Team Leader

Margret Merino, MD
Tanya Wroblewski, MD

Review Completion Date            1/16/2017

Established Name Ibrutinib
Trade Name Imbruvica®

Therapeutic Class Bruton Tyrosine kinase inhibitor
Applicant Pharmacyclics, LLC.

Formulation(s) Tablets 140mg, 280mg, 420mg and 560mg, for oral use
Dosing Regimen Provides new tablet formulations 

 
Indication(s) No new indications, provides new dosage formulation

-Mantle cell lymphoma (MCL)
-Marginal zone lymphoma (MZL)who require systemic 

therapy and have received at least one prior anti-CD20 
based therapy

Intended Population(s)

-Chronic Lymphocytic Leukemia (CLL)/Small Lymphocytic    
Lymphoma (SLL)

-CLL/SLL with 17p deletion
-Waldenström’s macroglobulinemia (WM)
-Chronic Graft vs. Host disease (cGVHD) after failure of one 

or more lines of systemic therapy

No change to intended population
Patients ≥ 18 years of age
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