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2.2.1 United States Adopted Names (USAN) SEARCH

The December 30, 2013 search of the United States Adopted Name (USAN) stems did not
identify that a USAN stem is present in the proposed proprietary name.  

2.2.2 Components of the Proposed Proprietary Name 

The Applicant indicated in their submission that the proposed name, Kerydin, was derived from 
a blank canvas and has no intended meaning. This proprietary name is comprised of a single 
word that does not contain any components (i.e. a modifier, route of administration, dosage form, 
etc.) that are misleading or can contribute to medication error.  

2.2.3 FDA Name Simulation Studies

Sixty practitioners participated in DMEPA’s prescription studies.  The interpretations did not
overlap with any currently marketed products nor did the misinterpretations sound or look 
similar to any currently marketed products or any products in the pipeline. Sixteen participants 
interpreted the name correctly (outpatient n=14; inpatient n=2).  Fifteen participants in the 
inpatient study misinterpreted the up stroke letter ‘d’ for the letter ‘t’ (n=10) and the letter ‘s’ 
(n=5).  Five participants in the outpatient study misinterpreted the down stroke letter ‘y’ for the 
letter ‘g’.  None of the participants in the voice study interpreted the name correctly.  Fifteen 
participants in the voice study misinterpreted the letter string ‘Ke’ for the letter ‘Ca’ and the 
letter ‘y’ for the letters ‘a’ (n=9), ‘i’ (n=4), ‘e’ (n=1), and ‘o’ (n=1).  Appendix B contains the 
results from the verbal and written prescription studies.

2.2.5 Comments from Other Review Disciplines at Initial Review

In response to the OSE, December 2, 2013 e-mail, the Division of Dermatology and Dental 
Products (DDDP) did not forward any comments or concerns relating to the proposed proprietary 
name at the initial phase of the review.   

2.2.6 Phonetic and Orthographic Computer Analysis (POCA) Search Results

Table 1 lists the names retrieved from our POCA search, with the combined orthographic and 
phonetic score of greater than 50%.  Table 1 also includes the names identified from the FDA 
Prescription Simulation studies or by the ) not identified by DMEPA 
and that require further evaluation. 

Table 1: Collective List of Potentially Similar Names (POCA, Rx Studies, and External 
Name Study)

Highly similar pair: combined match percentage score ≥70%

Names Combined POCA Score

kerydin 100

jeridin 74

erymin 70
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Moderately similar pair: combined match percentage score     ≥50% to ≤ 69%
Names Combined POCA Score

69

varidin 69

karidium 68

68

ceradon 66

ceresin 66

doriden 66

eraldin 66

ferrimin 66

claradin 65

terocin 65

kefadim 64

64

sarenin 64

chrysin 63

ketodan 63

63

iduridin 62

kloromin 62

trypsin 62

kemadrin 61

beldin 60

cerubidin 60

claritin 60

coricidin 60

eridium 60

keracyanin 60

kerosene 60

prandin 60

keflin 59

kerlone 59

kirwan 59

sarapin 59

tremin 59

agrylin 58

biperiden 58

58

cardene 58

cordran 58

corwin 58

dermatin 58

eryderm 58

karbinal 58

kerodex 58

metrodin 58

orfadin 58

orgadin 58

percodan 58
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prodrin 58

secretin 58

serutan 58

silybin 58

teldrin 58

trexydin 58

candin 57

cereflin 57

duradin 57

kadian 57

preludin 57

ser-a-gen 57

suramin 57

uritin 57

aricin 56

carimune 56

curdlan 56

dermacin 56

desirudin 56

desitin 56

ferotrin 56

geridium 56

hesperidin 56

56

kao-tin 56

kedbumin 56

56

keralyt 56

klor-con 56

lepirudin 56

operidine 56

otrivin 56

paraffin 56

perdiem 56

piriton 56

priftin 56

quercetin 56

tridane 56

uridon 56

veregen 56

eradacin 55

furacin 55

heroin 55

muricin 55

narasin 55

naropin 55

terbium 55

terramycin 55

uridine 55

urimin 55
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arestin 54

asendin 54

b-12 resin 54

baridium 54

bepadin 54

54

c30-45 olefin 54

cardinol 54

ceprotin 54

cortan 54

dryphen 54

eribulin 54

eryped 54

54

fergon 54

herbon 54

iridium 54

kafocin 54

kariva 54

kelferon 54

54

key-pred 54

miradon 54

neo-fradin 54

oxeladin 54

panretin 54

paroven 54

perestan 54

periactin 54

perisine 54

pertussin 54

pyridium 54

54

rifadin 54

seromycin 54

54

termene 54

torecan 54

triacin 54

triban 54

tritan 54

triveen 54

tusscidin 54

zeroxin 54

benylin 53

berman 53

curcumin 53

del-mycin 53

keftid 53

kerledex 53
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paremyd 53

penbritin 53

perazine 53

peri-d.o.s. 53

predone 53

pridinol 53

puregon 53

teramine 53

ak-tracin 52

alkeran 52

atridine 52

cephadyn 52

cheratussin 52

cordon d 52

cosamin 52

crinone 52

daricon 52

52

52

fucidin 52

gel-tin 52

kanamycin 52

keratol 52

keri 52

klaron 52

klerist-d 52

kolephrin 52

kuretek 52

neocidin 52

permapen 52

pitressin 52

pre-pen 52

quarzan 52

52

serevent 52

teargen 52

tedrigen 52

tenormin 52

terazosin 52

teveten 52

triadine 52

tridione 52

verazinc 52

verelan 52

aerodine 51

51

cresatin 51

dermoneen 51

eprident 51

errin 51
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garamycin 51

glytrin 51

goserelin 51

helicin 51

hyserpin 51

korlym 51

orbenin 51

peri-ds 51

51

phloretin 51

prefrin 51

quelicin 51

serenus 51

spherulin 51

terazoosin 51

tylosin 51

verrugon 51

aerolin 50

alcortin 50

anergan 50

arbutin 50

beryllium 50

cardizem 50

catechin 50

cerefolin 50

cervidil 50

chorigon 50

coracten 50

coryza-dm 50

crotan 50

dermabon 50

diucardin 50

duragen 50

duratan 50

duraxin 50

eczemin 50

e-mycin 50

eucardic 50

eumydrin 50

formadon 50

fragmin 50

50

gelatin 50

herpid 50

hyrexin 50

kaolin 50

keepan 50

kerafoam 50

keralac 50

kerasal 50
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keratex 50

ketamine 50

ketaved 50

khellin 50

klaricid iv 50

korostatin 50

leukeran 50

melamin 50

meperidine 50

meridia 50

meronem 50

naringin 50

oradent 50

paredrine 50

paromycin 50

phenytoin 50

polydine 50

prodium 50

pyocidin 50

ry-tann 50

serzone 50

skelaxin 50

sorbitan 50

targretin 50

terodiline 50

tetracyn 50

theramycin 50

tilarin 50

50

tridil 50

tridrane 50

udderdine 50

vascardin 50

viridium 50

Low similarity: combined match percentage score ≤49%
Names Combined POCA Score

kerol <50

ketoprofen <50

2.2.7 Safety Analysis of Names with Potential Orthographic, Spelling, and Phonetic 
Similarities

Our analysis of the 287 names contained in Table 1 determined 286 names will not pose a risk 
for confusion as described in Appendices C through F. However, the proposed name could be 
confused with Varidin.

Varidin is a multivitamin that can be found in the following databases: Red Book online and 
Facts and Comparison. Per the United States Patent and Trademark Office, the Varidin
trademark was cancelled as of June 20, 2008.  All this seems to indicate that the product is no 
longer manufactured and/or marketed. On January 9, 2014, DMEPA held a teleconference with 
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the Applicant to discuss the safety concerns regarding Varidin and their proposed name 
Kerydin. On January 16, 2014, the applicant submitted a general correspondence describing all 
efforts made to confirm that Varidin is no longer a marketed product; AC Nielsen sales data on 
multivitamin and nutritional supplements for the past 5 years, IMS Health data over the past 5 
years, NDC Directory, several major retail and hospital pharmacies, and F&C unsuccessful 
efforts to confirm that the manufacturer is still in existence.  Additionally, this general 
correspondence included copies of the letters submitted to Red Book and Facts and Comparisons 
requesting removal of the name Varidin from their databases.

2.2.8 Communication of DMEPA’s Analysis at Midpoint of Review

DMEPA communicated our findings to the Division of Dermatology and Dental Products via e-
mail on January 8, 2014.  At that time we also requested additional information or concerns that 
could inform our review.  Per e-mail correspondence from the Division of Dermatology and 
Dental Products on January 14, 2014, they stated:

“We concur with your determination of acceptable with one provision from our Clinical team:

As long as OPDP has no issues with the obvious similarity to keratin, a protein that is a 
component of skin, hair and nails, I have no objections. There are a lot of OTC “keratin hair 
treatments” out there, most of which are not regulated.”

We note that OPDP found the name acceptable from a promotional perspective and DMEPA 
evaluated the name Keratin in the safety assessment of the proposed name Kerydin.

3 CONCLUSIONS 

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

If you have further questions or need clarifications, please contact Janet Anderson, OSE project 
manager, at 301-796-0675.

3.1 COMMENTS TO THE APPLICANT

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

If any of the proposed product characteristics as stated in your October 30, 2013 submission are 
altered, the name must be resubmitted for review.  

Reference ID: 3438117
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4 REFERENCES 

1. 1. 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 
http://www.fda.gov/Drugs/InformationOnDrugs/ucm079436.htm#ther biological). 

Center for Biologic Evaluation and Research (CBER) Products

The CBER products Web-site contains most of the biologic products currently regulated by CBER.  
Many of the labels, approval letters, reviews, and other information are available for products approved 
from 1996 to the present (http://www.fda.gov/cber/products.htm). 

Electronic online version of FDA’s Orange Book 

This Orange Book Web site provides a compilation of approved drug products with therapeutic 
equivalence evaluations (http://www.fda.gov/cder/ob/default.htm).

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#).
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• Highly similar pair: combined match percentage score ≥70%.  

• Moderately similar pair: combined match percentage score     ≥50% to ≤ 69%.

• Low similarity: combined match percentage score ≤49%.

Using the criteria outlined in the check list (Table 3-5) that corresponds to each of the three categories 
(highly similar pair, moderately similar pair, and low similarity), DMEPA evaluates the name pairs 
to determine the acceptability or non-acceptability of a proposed proprietary name. Based on our root 
cause analysis of post marketing experience errors, we find the expression of strength and dose, 
which is often located in close proximity to the drug name itself on prescriptions and medication 
orders, is an important factor in mitigating or potentiating confusion between similarly named drug 
pairs.  The ability of other product characteristics to mitigate confusion is limited (e.g., route, 
frequency, dosage form, etc.).  

 For highly similar names, there is little that can mitigate a medication error, including product 
differences such as strength and dose. Thus, proposed proprietary names that have a combined 
score of ≥ 70 percent are likely to be rejected by FDA.  (See Table 3)

 Moderately similar names with overlapping or similar strengths or doses represent an area for 
concern for FDA.  The dosage and strength information is often located in close proximity to the 
drug name itself on prescriptions and medication orders, 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 (e.g., route, frequency, dosage form, etc.) to mitigate 
confusion may be limited when the strength or dose overlaps.  FDA will review these names 
further, to determine whether sufficient differences exist to prevent confusion.  (See Table 4)

 Names with low similarity that have no overlap or similarity in strength and dose are generally 
acceptable 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 (See Table 5). 

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

Three 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 or verbal pronunciation of the drug name.  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 orthographic or phonetic vulnerability of the 
proposed name to be misinterpreted by healthcare practitioners.   

In order to evaluate the potential for misinterpretation of the proposed proprietary name in 
handwriting and verbal communication of the name, inpatient medication orders and/or outpatient 
prescriptions are written, each consisting of a combination of marketed and unapproved drug 
products, including the proposed name.  These orders are optically scanned and one prescription is 
delivered to a random sample of participating health professionals via e-mail.  In addition, a verbal 
prescription is recorded on voice mail.  The voice mail messages are then sent to a random sample of 
the participating health professionals for their interpretations and review.  After receiving either the 
written or verbal prescription orders, the participants record their interpretations of the orders which 
are recorded electronically.

Reference ID: 3438117
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d. Comments from Other Review Disciplines: DMEPA requests the Office of New Drugs 
(OND) and/or Office of Generic Drugs (OGD), ONDQA or OBP 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-concurrence with OPDP’s decision on 
the name.  The primary Safety Evaluator addresses any comments or concerns in the safety 
evaluator’s assessment.

The OND/OGD Regulatory Division is contacted a second time following our analysis of the 
proposed proprietary name.  At this point, DMEPA conveys their decision to accept or reject 
the name.  The OND or OGD Regulatory Division is requested to provide any further 
information that might inform DMEPA’s final decision on the proposed name.  

Additionally, other review disciplines opinions such as ONDQA or OBP may be considered 
depending on the proposed proprietary name.

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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Table 4: Moderately Similar Name Pair Checklist (i.e., combined score is ≥50% to ≤69%).

Step 1 Review the DOSAGE AND ADMINISTRATION and HOW SUPPLIED/STORAGE 
AND HANDLING sections of the prescribing information (or for OTC drugs refer to 
the Drug Facts label) to determine if strengths and doses of the name pair overlap or are 
very similar.  Different strengths and doses for products whose names are moderately 
similar may decrease the risk of confusion between the moderately similar name pairs.  
Name pairs that have overlapping or similar strengths have a higher potential for 
confusion and should be evaluated further (see Step 2).  

For single strength products, also consider circumstances where the strength may not be 
expressed.

For any combination drug products, consider whether the strength or dose may be 
expressed using only one of the components. 

To determine whether the strengths or doses are similar to your proposed product, 
consider the following list of factors that may increase confusion:

o Alternative expressions of dose:  5 mL may be listed in the prescribing 
information, but the dose may be expressed in metric weight (e.g., 500 mg) 
or in non-metric units (e.g., 1 tsp, 1 tablet/capsule).  Similarly, a strength or 
dose of 1000 mg may be expressed, in practice, as 1 g, or vice versa.

o Trailing or deleting zeros: 10 mg is similar in appearance to 100 mg which 
may potentiate confusion between a name pair with moderate similarity.

o Similar sounding doses: 15 mg is similar in sound to 50 mg  

Step 2

Answer the questions in the checklist below.  Affirmative answers to these questions
suggest that the pattern of orthographic or phonetic differences in the names may render 
the names less likely to confusion between moderately similar names with overlapping 
or similar strengths or doses.

Reference ID: 3438117
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Orthographic Checklist (Y/N to each 
question)

 Do the names begin with different 
first letters?

Note that even when names begin 
with different first letters, certain 
letters may be confused with each 

other when scripted. 

 Are the lengths of the names 
dissimilar* when scripted?

*FDA considers the length of names 
different if the names differ by two
or more letters.

 Considering variations in scripting 
of some letters (such as z and f), is
there a different number or 
placement of upstroke/downstroke 
letters present in the names?  

 Is there different number or 
placement of cross-stroke or 
dotted letters present in the 
names?  

 Do the infixes of the name appear 
dissimilar when scripted?

 Do the suffixes of the names
appear dissimilar when scripted?

Phonetic Checklist  (Y/N to each question)
 Do the names have different 

number of syllables?

 Do the names have different 
syllabic stresses?

 Do the syllables have different 
phonologic processes, such vowel 
reduction, assimilation, or 
deletion?

 Across a range of dialects, are the 
names consistently pronounced 
differently?

Table 5: Low Similarity Name Pair Checklist (i.e., combined score is ≤49%).

In most circumstances, these names are viewed as sufficiently different to minimize confusion.  
Exceptions to this would occur in circumstances where there are data that suggest a name with 
low similarity might be vulnerable to confusion with your proposed name (for example, 
misinterpretation of the proposed name as a marketed product in a prescription simulation 
study).  In such instances, FDA would reassign a low similarity name to the moderate 
similarity category and review according to the moderately similar name pair checklist.  
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