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2 RESULTS 

The following sections provide information obtained and considered in the overall 
evaluation of the proposed proprietary name.  

2.1 PROMOTIONAL ASSESSMENT

The Office of Prescription Drug Promotion (OPDP) determined the proposed name is 
acceptable from a promotional perspective. DMEPA and the Division of Pulmonary, 
Allergy, and Rheumatology Products (DPARP) concurred with the findings of OPDP’s 
promotional assessment of the proposed name. 

2.2 SAFETY ASSESSMENT

The following aspects were considered in the safety evaluation of the name.

2.2.1 United States Adopted Names (USAN) Search

There is no USAN stem present in the proprietary name1.  

2.2.2 Components of the Proposed Proprietary Name 

The proposed proprietary name, Spiriva Respimat, is comprised of two words: the root 
name ‘Spiriva’ and the modifier ‘Respimat’. The Applicant indicated in their submission 
that the proposed name, Spiriva Respimat, is derived from its predecessor Spiriva 
HandiHaler (same active ingredient, same indication, different device) which was 
approved (NDA 021395) on January 30, 2004. The Respimat (inhalation device) name 
was derived from its predecessor Combivent Respimat (same device) which was 
approved (NDA 021747) on October 7, 2011.

This product will be added to the existing “Spiriva” product line. We have evaluated 
whether or not the proposed name requires the modifier, evaluated the appropriateness of 
the chosen modifier ‘Respimat’, and considered if this product should utilize a totally 
different proprietary name to help distinguish the product presentation from the existing 
product line. Our evaluation of this issue is discussed in Section 2.2.5

2.2.3 Comments from Other Review Disciplines at Initial Review

In response to the OSE, April 28, 2014 e-mail, the Division of Pulmonary, Allergy, and 
Rheumatology Products (DPARP) did not forward any comments or concerns relating to 
the proposed proprietary name at the initial phase of the review.   

2.2.4 Medication Error Data Selection of Cases

We searched the FDA Adverse Event Reporting System (FAERS) on April 18, 2014
using the criteria in Table 1, and then individually reviewed each case.   We limited our 
analysis to cases that described errors possibly associated with name confusion.  We used 

                                                
1USAN stem search conducted on April 18, 2014.
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Given the applicant’s proposal to use a modifier, we evaluated the potential risk of 
confusion within the Spiriva product line. Our postmarketing surveillance of Spiriva did 
not identify any name confusion with the existing Spiriva product. We note that by 
adding a modifier to ‘Spiriva’, the existing dosage form (capsules for inhalation), are 
further differentiated from the Inhalation Spray formulation. If a prescription is written 
for ‘Spiriva Respimat’, it is unlikely Spiriva Handihaler will be dispensed. Thus, the 
name offers a distinguishing factor that is not currently seen within the current product 
line. 

In our search of the FAERS database, we did not identify any cases of name confusion 
reported with the use of this modifier. The Respimat device used with this product is 
identical to the Respimat device used with Combivent Respimat. Therefore, we believe 
the modifier Respimat is appropriate for this product as there is precedence for it in the 
marketplace. Additionally, we do not anticipate any confusion between Combivent 
Respimat and Spiriva Respimat given the root names are quite different.

However, we also note that omission and oversight of a modifier is cited in literature2 as a 
common cause of medication error. Postmarketing experience shows that the introduction 
of product line extensions result in medication errors if the modifier is omitted and the 
product characteristics are similar or overlap. We note that in this instance a delay in 
therapy may occur. 

Safety of using a unique name to market this product

An alternative to using a modifier to distinguish this product from the currently marketed 
product is to use a totally different root name. However, introducing a total new 
proprietary name for this product also carries a risk of medication errors.  Specifically, 
marketing the new product under a unique name may lead to additional medication errors 
such as therapeutic duplication and overdoses.  These errors may have greater associated 
safety risks then the omission or oversight of the modifier. Therefore, for the 
aforementioned reasons listed DMEPA finds that the proprietary name ‘Spiriva 
Respimat,’ although not free from the risk of error, offers a safer approach to naming this 
product.

2.2.6 Communication of DMEPA’s Analysis at Midpoint of Review

DMEPA communicated our findings to the Division of Pulmonary, Allergy, and 
Rheumatology Products (DPARP) via e-mail on June 9, 2014.  At that time we also 
requested additional information or concerns that could inform our review.  Per e-mail 
correspondence from the DPARP on June 16, 2014, they stated no additional concerns 
with the proposed proprietary name, Spiriva Respimat.

3 CONCLUSIONS 

The proposed proprietary name is acceptable from both a promotional and safety 
perspective.

                                                
2 Lesar TS. Prescribing Errors Involving Medication Dosage Forms. J Gen Intern Med. 2002; 17(8): 579-
587.
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If you have further questions or need clarifications, please contact Nichelle Rashid, OSE 
project manager, at 301-796-3904.

3.1 COMMENTS TO THE APPLICANT

We have completed our review of the proposed proprietary name, Spiriva Respimat, and 
have concluded that this name is acceptable. 

If any of the proposed product characteristics as stated in your April 14, 2014 submission 
are altered, the name must be resubmitted for review.  
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1.   USAN Stems (http://www.ama-assn.org/ama/pub/physician-resources/medical-
science/united-states-adopted-names-council/naming-guidelines/approved-
stems.page)

USAN Stems List contains all the recognized USAN stems.  

APPENDICES

Appendix A

FDA’s Proprietary Name Risk Assessment considers the promotional and safety aspects 
of a proposed proprietary name.  

1. Promotional Assessment: For prescription drug products, the promotional 
review of the proposed name is conducted by OPDP.  For over-the-counter (OTC) 
drug products, the promotional review of the proposed name is conducted by 
DNCE. OPDP or DNCE evaluates proposed proprietary names to determine if 
they are overly fanciful, so as to misleadingly imply unique effectiveness or 
composition, as well as to assess whether they contribute to overstatement of 
product efficacy, minimization of risk, broadening of product indications, or 
making of unsubstantiated superiority claims.  OPDP or DNCE provides their 
opinion to DMEPA for consideration in the overall acceptability of the proposed 
proprietary name.  

2. Safety Assessment: The safety assessment is conducted by DMEPA, and 
includes the following:

a. Preliminary Assessment: We consider inclusion of USAN stems or other 
characteristics that when incorporated into a proprietary name may cause or 
contribute to medication errors (i.e., dosing interval, dosage form/route of 
administration, medical or product name abbreviations, names that include or 
suggest the composition of the drug product, etc.) See prescreening checklist 
below in Table 2*.  DMEPA defines a medication error as any preventable event 
that may cause or lead to inappropriate medication use or patient harm while the 
medication is in the control of the health care professional, patient, or consumer. 3

                                                
3 National Coordinating Council for Medication Error Reporting and Prevention.  
http://www nccmerp.org/aboutMedErrors html.  Last accessed 10/11/2007.
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When provided, DMEPA considers external proprietary name studies conducted by or for 
the Applicant/Sponsor and incorporates the findings of these studies into the overall risk 
assessment.  

The DMEPA primary reviewer assigned to evaluate the proposed proprietary name is 
responsible for considering the collective findings, and provides an overall risk 
assessment of the proposed proprietary name.  
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