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2 DISCUSSION 

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

2.1 MISBRANDING ASSESSMENT 

The Office of Prescription Drug Promotion (OPDP) determined that Tryptyr would not misbrand 
the proposed product. The Division of Medication Error Prevention and Analysis 1 (DMEPA 1) 
concurred with the findings of OPDP’s assessment for Tryptyr. However, the Division of 
Ophthalmology (DO) initially commented that “It appears the proprietary name TRYPTYR is 
alluding to the mechanism of action (MOA). The Prescribing Information (PI) states the MOA of 
this product is  agonist of TRPM8 ion channels. The proposed indication is 
treatment of the signs and symptoms dry eye disease (DED); however, the PI also states the 
exact mechanism of action for TRADENAME in DED is unknown at this time.” DO stated that 
OSE/OPDP “consider whether it is promotional  

 when the exact MOA in DED is unknown."  

We relayed DO’s concerns to OPDP. Subsequently OPDP re-evaluated the proposed proprietary 
name “TRYPTYR” and maintained their non-objection to “TRYPTYR” from a promotional 
perspective. OPDP stated that “the proposed indication is for the treatment of the signs and 
symptoms of dry eye disease (DED). The OPDP PNR team discussed that the first part of the 
name, “TRYP,” could potentially evoke the drug’s proposed mechanism of action as a TRPM8 
thermoreceptor agonist. The team concluded that if a promotional connection is made between 
the term “TRPM8” and this product, such a connection would not be false or misleading 
regarding the safety or efficacy of the drug and may be sufficiently linked to the proposed 
pharmacologic class and proposed mechanism of action as an agonist of TRPM8 ion channels. 
Additionally, the team discussed that the second half of the name, “TYR,” could evoke the word 
“tear.” The team concluded that if a promotional connection is made between the term “tear” 
and this product, such a connection would not be false or misleading regarding the efficacy of 
the drug as the clinical program evaluated for “TRYPTYR” evaluated tear film production. We 
also considered the association of both “TRPM8” and “tear” together within the proposed 
proprietary name to determine whether it may be interpreted to misrepresent the efficacy of the 
product. However, given that there is no link to establish causality between the evocation of 
“TRPM8” and “tear,” the consensus of the team was that the connection between “TRPM8” and 
“tear” within the context of the proposed proprietary name was not sufficiently definitive to 
support an objection.”  

Following OPDP’s re-evaluation of the proprietary name, the Division of Ophthalmology (DO) 
did not forward any additional comments or concerns relating to Tryptyr from a promotional 
perspective. 

2.2 SAFETY ASSESSMENT 

The following aspects were considered in the safety evaluation of the proposed proprietary 
name, Tryptyr. 
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2.2.1 UNITED STATES ADOPTED NAMES (USAN) SEARCH 

There is no USAN stem present in the proposed proprietary name.d   

2.2.2 COMPONENTS OF THE PROPOSED PROPRIETARY NAME  

Alcon did not provide a derivation or intended meaning for the proposed proprietary name, 
Tryptyr, in their submission. The proposed proprietary name, Tryptyr, is comprised of a single 
word that contains the letter string “TR,” a medical abbreviation to described dosage form 
‘timed-release.’ In some circumstances, the incorporation of medical abbreviations in 
proprietary names can inadvertently be a source of error. For more information see draft 
guidance, Best Practices in Developing Proprietary Names for Human Prescription Drug 
Products.e  

We considered the possibility that the abbreviation, “TR,” located in the prefix could result in 
name confusion if it were to be inadvertently interpreted as a modifier or as part of the 
prescription directions, separate from the proposed proprietary name, Tryptyr (e.g., user 
interprets order as TR Yptyr). Currently there is no product marketed under the proprietary 
name, ‘Yptyr,’ or beginning with the letter string, ‘ypt.’  

Thus, in this case, we do not object to the inclusion of the letter string ‘TR’ in the prefix of the 
proposed proprietary name.    

2.2.3 COMMENTS FROM OTHER REVIEW DISCIPLINES AT INITIAL REVIEW 

On July 2, 2024, the Division of Ophthalmology (DO) did not forward any comments or concerns 
relating to Tryptyr at the initial phase of the review. 

2.2.4 FDA PRESCRIPTION SIMULATION STUDIES 

Ninety (90) practitioners participated in DMEPA’s prescription simulation studies for Tryptyr.  

One respondent in the Verbal study misinterpreted the proposed proprietary name as 
“Tripdur”, and one respondent in the outpatient written study misinterpreted as ‘Truptur,’ 
which look and sound similar to the currently marketed product “Triptodur.” We further 
evaluated these name pairs Tryptyr versus Triptodur.  

Orthographically, the name pair differs in length (7 versus 9 letters) and the dotted letter ‘i' in 
the prefix and letter string ‘od’ in the infix of Triptodur provide for differences in shape and 
orthographic appearance. Phonetically, the names have a different number of syllables (two 
versus three), where the name Triptodur includes the additional syllable ‘-to-’ not present in the 
name Tryptyr which offers some phonetic difference. Furthermore, the product characteristics 
between the name pair are different. Specifically, Tryptyr does not overlap with Triptodur in 
dosage form (ophthalmic suspension versus for injection) or route of administration 
(ophthalmic versus intramuscular), if included on a prescription order this may help to mitigate 

 
d USAN stem search conducted on June 5, 2024. 
e Guidance for Industry: Best Practices in Developing Proprietary Names for Human Prescription Drug Products. 
2020. Available from: https://www.fda.gov/regulatory-information/search-fda-guidance-documents. 
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3.1 COMMENTS TO ALCON LABORATORIES, INC. 

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

If any of the proposed product characteristics as stated in your submission, received on May 31, 
2024, are altered prior to approval of the marketing application, the proprietary name must be 
resubmitted for review.   
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4 REFERENCES 

1. United States Adopted Names (USAN) Stems 

USAN Stems List contains all the recognized USAN stems, available at https://www.ama-
assn.org/about/united-states-adopted-names/united-states-adopted-names-approved-stems. 

2. Phonetic and Orthographic Computer Analysis (POCA) 

POCA is a system that FDA designed. As part of the name similarity assessment, POCA is used to 
evaluate proposed names via a phonetic and orthographic algorithm. The proposed proprietary 
name is converted into its phonemic representation before it runs through the phonetic 
algorithm. Likewise, an orthographic algorithm exists that operates in a similar fashion. POCA is 
publicly accessible. 

Drugs@FDA 

Drugs@FDA is an FDA Web site that contains most of the drug products approved in the United 
States since 1939. The majority of labels, approval letters, reviews, and other information are 
available for drug products approved from 1998 to the present. Drugs@FDA contains official 
information about FDA-approved brand name and generic drugs; therapeutic biological 
products, prescription and over-the-counter human drugs; and discontinued drugs (see 
Drugs@FDA Glossary of Terms, available at https://www.fda.gov/drugs/drug-approvals-and-
databases/drugsfda-glossary-terms).  

RxNorm 

RxNorm contains the names of prescription and many OTC drugs available in the United States. 
RxNorm includes generic and branded: 

• Clinical drugs – pharmaceutical products given to (or taken by) a patient with 
therapeutic or diagnostic intent  

• Drug packs – packs that contain multiple drugs, or drugs designed to be 
administered in a specified sequence  

Radiopharmaceuticals, contrast media, food, dietary supplements, and medical devices, such as 
bandages and crutches, are all out of scope for RxNorm 
(http://www.nlm.nih.gov/research/umls/rxnorm/overview.html).  

Purple Book 

The Purple Book is an online database that contains information about biological products, 
including biosimilar and interchangeable biological products, licensed (approved) by the FDA 
under the Public Health Service (PHS) Act. See Purple Book: Lists of Licensed Biological Products 
with Reference Product Exclusivity and Biosimilarity or Interchangeability Evaluations, available 
at https://www.fda.gov/drugs/therapeutic-biologics-applications-bla/purple-book-lists-licensed-
biological-products-reference-product-exclusivity-and-biosimilarity-or.  

Division of Medication Errors Prevention and Analysis pending proprietary name requests 

This is a list of proposed and pending names that is generated by the Division of Medication 
Error Prevention and Analysis.  
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the confusion of drug namesh. We evaluate all moderately similar names 
retrieved from POCA to identify the above attributes. These names are 
further evaluated to identify overlapping or similar strengths or doses. 

o Product attributes: Moderately similar names of products that have 
overlapping or similar strengths or doses represent an area for concern 
for FDA. The dose and strength information is often located in close 
proximity to the drug name itself on prescriptions and medication 
orders, and the information can be an important factor that either 
increases or decreases the potential for confusion between similarly 
named drug pairs. The ability of other product characteristics to mitigate 
confusion (e.g., route, frequency, dosage form) may be limited when the 
strength or dose overlaps. DMEPA reviews such names further, to 
determine whether sufficient differences exist to prevent confusion. 
(See Table 5). 

• Names with low similarity that have no overlap or similarity in strength and dose 
are generally acceptable (See Table 6) unless there are data to suggest that the 
name might be vulnerable to confusion (e.g., prescription simulation study 
suggests that the name is likely to be misinterpreted as a marketed product). In 
these instances, we would reassign a low similarity name to the moderate 
similarity category and review according to the moderately similar name pair 
checklist.  

c. FDA Prescription Simulation Studies: DMEPA also conducts prescription simulation 
studies using FDA health care professionals.  

Four separate studies are conducted within the Centers of the FDA for the proposed 
proprietary name to determine the degree of confusion of the proposed proprietary 
name with marketed U.S. drug names (proprietary and established) due to similarity in 
visual appearance with handwritten prescriptions, verbal pronunciation of the drug 
name or during computerized provider order entry. The studies employ healthcare 
professionals (pharmacists, physicians, and nurses), and attempts to simulate the 
prescription ordering process. The primary Safety Evaluator uses the results to identify 
vulnerability of the proposed name to be misinterpreted by healthcare practitioners 
during written, verbal, or electronic prescribing. 

In order to evaluate the potential for misinterpretation of the proposed proprietary 
name during written, verbal, or electronic prescribing of the name, written inpatient 
medication orders, written outpatient prescriptions, verbal orders, and electronic orders 
are simulated, each consisting of a combination of marketed and unapproved drug 
products, including the proposed name.  

d. Comments from Other Review Disciplines: DMEPA requests the Office of New Drugs 
(OND), Office of Generic Drugs (OGD), and/or Office of Pharmaceutical Quality (OPQ) for 
their comments or concerns with the proposed proprietary name, ask for any clinical 
issues that may impact the DMEPA review during the initial phase of the name review. 
Additionally, when applicable, at the same time DMEPA requests concurrence/non-

 
h Shah, M, Merchant, L, Characteristics That May Help in the Identification of Potentially Confusing Proprietary Drug 
Names. Therapeutic Innovation & Regulatory Science, September 2016 
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