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Manufacturing Facilities Chart (generated from 602A DARRTS report and OMPQ macro):

Fpr each EER, indicate PAI recommendation on the Manufacturing Facilities Chart above (e.g., PS, GMP, 10 Day, AC based on file 
review).  This is the recommendation that will be entered into EES. For PAI, include the reason for the PAI (i.e. PAI Trigger) in 
the comment section of the facilities chart.
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NDA: 207070  TIOTROPIUM BROMIDE

Sponsor: BOEHRINGER INGELHEIM PHARMACEUTICALS INC

Indication: Treatment of asthma for those who remain symptomatic on at least inhaled corticosteroids

PDUFA: 6/15/2015 under STANDARD Review

Responsible Organization: CDER/ODEII/DPARP

EERS Submitted By:

Chart Generated On: 9/26/2014

Overall OC Recomendation:  entered into EES on 

Reevaluation date:

Establishment Name
EER Creation 

Date
FEI Num

District 

Short

Country 

Code
Responsibilities

Profile 

Code

Firm Profiles - 

Current Status

Inspection History, 

Dates, Classifications
Comment

BOEHRINGER INGELHEIM PHARMA 

GMBH & CO. KG
9/17/2014 3002806556 EEU DEU

Drug Product 

manufacturing; 

analy ical testing

ADM

http://intranetapps.f

da gov/scripts/mpq

a/profile.cfm?FEI=

3002806556

Acceptable in inspection 

3/14/2014 

BOEHRINGER INGELHEIM PHARMA 

GMBH & CO. KG
9/17/2014 3002806556 EEU DEU

Drug Product 

manufacturing; 

pacaging & labeling; 

analy ical testing

CSN

http://intranetapps.f

da gov/scripts/mpq

a/profile.cfm?FEI=

3002806556

Inspection for 3/17/2014 

was AC

Reference ID: 3653816

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)
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IQA and Filing Review Cover Sheet

1. NEW DRUG APPLICATION NUMBER: NDA 207-070

2. DATES AND GOALS:

Letter Date: 15-AUG-2014 Submission Received Date : 15-AUG-2014

PDUFA Goal Date: 15-Jun-2015

3. PRODUCT PROPERTIES:

Trade or Proprietary Name: Spiriva™ Respimat®
Established or Non-Proprietary 
Name (USAN):

Tiotropium bromide

Dosage Form: Inhalation spray
Route of Administration Oral inhalation
Strength/Potency  tiotropium per actuation
Rx/OTC Dispensed: Rx X OTC

4. INDICATION: For long-term, once-daily maintenance treatment of asthma in patients 12

years and older who remain symptomatic on at least inhaled corticosteroids.

5. DRUG SUBSTANCE STRUCTURAL FORMULAE:

N+

O

H3C CH3

O

O

OH

S

S

Tiotropium bromide

Br-

 

(b) (4)
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6. NAME OF APPLICANT (as indicated on Form 356h): Boehringer Ingelheim 

Pharmaceuticals, Inc.

7. SUBMISSION PROPERTIES:

Review Priority: Standard

Submission Classification 
(Chemical Classification 
Code):

New Indication (for tiotropium) 

Application Type: 505(b)(1)

Breakthrough Therapy Yes No X

Responsible Organization
(Clinical Division):

DPARP

8. CONSULTS:

CONSULT YES NO COMMENTS: (list date of request if already sent)
Biometrics X
Clinical Pharmacology X
Establishment Evaluation 
Request (EER)

X
The submission of the EER to Office of 
Compliance is pending.

Pharmacology/Toxicology X

Methods Validation X
The analytical methods are the same as for NDA 
21-936, approved September 2014.

Environmental Assessment X
The applicant claims categorical exclusion as per 
21 CFR 25.31, which was evaluated under NDA 
21-936 and found acceptable.

CDRH X
It is noted that the Respimat® device is already 
approved for the Combivent® drug product of 
N20291 and N21936.

Other N/A
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(b) (4)





ONDQA Initial Quality Assessment (IQA) and Filing Review 
For Pre-Marking Applications 

Office of New Drug Quality Assessment (ONDQA) Internal Quality Procedure 5106 Record A
Page 10 of 15

Parameter Yes No Comment

7.

Are drug substance manufacturing 
sites identified on FDA Form 356h or 
associated continuation sheet?  For 
each site, does the application list:

Name of facility,
Full address of facility including 
street, city, state, country 
FEI number for facility (if previously 
registered with FDA)
Full name and title, telephone, fax 
number and email for on-site contact 
person. 
Is the manufacturing responsibility 
and function identified for each 
facility?, and
DMF number (if applicable)

X

8.

Are drug product manufacturing sites 
identified on FDA Form 356h or 
associated continuation sheet.  For 
each site, does the application list:

Name of facility,
Full address of facility including 
street, city, state, country 
FEI number for facility (if previously 
registered with FDA)
Full name and title, telephone, fax 
number and email for on-site contact 
person.
Is the manufacturing responsibility 
and function identified for each 
facility?, and
DMF number (if applicable)

X
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This document will be sequentially signed in Panorama by all of the following who authored or 
reviewed this assessment:

See appended electronic signature page}
Eugenia M. Nashed, PhD
Senior CMC Reviewer
Branch VIII, Division III
Office of New Drug Quality Assessment

{See appended electronic signature page}
Julia Pinto, PhD
Acting Branch Chief
Branch VIII, Division III
Office of New Drug Quality Assessment

Cc:
Craig M. Bertha, PhD
Acting CMC-Lead
Branch VIII, Division III
Office of New Drug Quality Assessment

eugenia.nashe
d@fda.hhs.gov
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0.9.2342.19200300.100.1.1=1300366849 
Date: 2014.10.16 15:28:33 -04'00'




