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1 INTRODUCTION 

This review evaluates the proposed proprietaiy name, Milprosa, from a safety and misbranding 
perspective. The sources and methods used to evaluate the proposed proprietaiy name are 
outlined in the reference section and Appendix A respectively. Fening Phaimaceuticals Inc. 
submitted an external name study, conducted by Ml

4
) for this proposed proprietaiy name. 

1.1 REGULATORY HISTORY 

The Applicant initially submitted the proposed proprietaiy name, (bJ<
41a***, for review. 

However, DMEPA objected to the name <bH
41 *** due to similai·ity in spelling with the 

marketed name, <bl <
4r The Applicant 

submitted a second proposed proprietaiy name, (b><41***, which was withdrawn by the 
Applicant on December 9, 2010 following a T-con (held December 7, 2010) with DMEPA. 

DMEP A previously reviewed the proposed proprietaiy name, Milprosa, and found it to be 
conditionally acceptable (OSE Review# 2010-2696 dated Febmaiy 2, 2011).3 However, NDA 
201110 received a Complete Response (CR) action on Febmaiy 28, 2011. In their response to 
the CR on Febmaiy 25, 2016, Fening Phaimaceuticals (the new owner ofthis NDA) requested 
we re-review of this name. Thus, Fening Phannaceuticals Inc. re-submitted the proposed 
proprietaiy name, Milprosa on April 7, 2016 and we found the name conditionally acceptableb. 
However, NDA 201110 received a CR action November 23, 2016. 

Thus, the proposed proprietaiy name, Milprosa, was re-submitted with the class 2 re-submission 
on October 29, 2019. 

1.2 PRODUCT INFORMATION 

The following product info1mation is provided in the proprietaiy name submission received on 
October 29, 2019. 

• 	 Intended Pronunciation: mil-proh-suh 

• 	 Active Ingredient: progesterone 

• 	 Indication ofUse: suppo1i emb1yo implantation and eai·ly pregnancy by supplementation 
of corpus luteal function as paii of an Assisted Reproductive Technology (ART) 
treatment program for infe1iile women 

• 	 Route ofAdministration: vaginal 

• 	 Dosage Fonn: ring 

• 	 Strength: 11 mg per day 

•Toombs, L. Proprietary Name Review for Milprosa (NDA 201110) . Silver Spring (MD): FDA, CDER, OSE, 
DMEPA (US); 2011 FEB02. RCM #2010-2696. 

b Baugh, D. Proprietaiy Name Review for Milprosa (NDA 201110). Silver Spring (MD) : FDA, CDER, OSE, 
DMEPA (US); 2016 JUN 03. Panorama No. 2016-7400458. 
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	 Dose and Frequency: one ring inserted vaginally every week starting the day after oocyte 
retrieval.  The ring is replaced every week for up to 10 weeks 

	 How Supplied: each ring is packaged individually in a sealed foil pouch; one carton 
contains 2 pouches 

	 Storage: 20°C to 25°C (68°F to 77°F); excursions permitted from 15°C to 30°C (59°F to 
86°F) 

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

2.1 MISBRANDING ASSESSMENT 

The Office of Prescription Drug Promotion (OPDP) determined that Milprosa would not 
misbrand the proposed product.  The Division of Medication Error Prevention and Analysis 
(DMEPA) and the Division of Bone, Reproductive and Urologic Products (DBRUP) concurred 
with the findings of OPDP’s assessment for Milprosa. 

2.2 SAFETY ASSESSMENT 

The following aspects were considered in the safety evaluation of the proposed proprietary name, 
Milprosa. 

2.2.1 United States Adopted Names (USAN) Search 
cThere is no USAN stem present in the proposed proprietary name1F . 

2.2.2 Components of the Proposed Proprietary Name 
Ferring Pharmaceuticals Inc. did not provide a derivation or intended meaning for the proposed 
proprietary name, Milprosa, in their submission. 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 Comments from Other Review Disciplines at Initial Review 
In response to the OSE, November 19, 2019 e-mail, the Division of Bone, Reproductive and 
Urologic Products (DBRUP) did not forward any comments or concerns relating to Milprosa at 
the initial phase of the review.   

2.2.4 FDA Name Simulation Studies 
Eighty-eight practitioners participated in DMEPA’s prescription studies for Milprosa.  The 
responses did not overlap with any currently marketed products nor did the responses sound or 

c USAN stem search conducted on November 21, 2019. 
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look similar to any currently marketed products or any products in the pipeline.  Appendix B 
contains the results from the verbal and written prescription studies. 

2.2.5	 Phonetic and Orthographic Computer Analysis (POCA) Search Results 
Our POCA searchd identified 107 names with the combined score of ≥55% or individual 
orthographic or phonetic score of ≥70%. We had identified and evaluated some of the names in 
our previous proprietary name review. We re-evaluated the previously identified names of 
concern considering any lessons learned from recent post-marketing experience, which may have 
altered our previous conclusion regarding the acceptability of the name. We note that none of the 
product characteristics have changed and we agree with the findings from our previous review 
for the names evaluated previously. Therefore, we identified 49 names not previously analyzed.  
These names are included in Table 1 below. Table 1 also lists 4 names from our previous 
proprietary name reviews with a combined POCA score of ≥ 70% as a result of an update to the 
POCA algorithm.e 

2.2.6	 Names Retrieved for Review Organized by Name Pair Similarity 
Table 1 lists the number of names retrieved from our POCA search and the  external 
study. These name pairs are organized as highly similar, moderately similar or low similarity for 

(b) (4)

further evaluation. 

Table 1. Names Retrieved for Review Organized by Name Pair Similarity 

Similarity Category Number of Names 

Highly similar name pair: 
combined match percentage score ≥70% 

5 

Moderately similar name pair: 
combined match percentage score ≥55% to ≤ 69% 

51 

Low similarity name pair: 
combined match percentage score ≤54% 

30 

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

Similarities 


Our analysis of the 86 names contained in Table 1 determined none of the names will pose a risk 
for confusion with Milprosa as described in Appendices C through H. 

d POCA search conducted on November 21, 2019 in version 4.3. 

e The POCA program algorithm has been revised to place more emphasis on the similarity that occurs at the 
beginning of the name, on exact letter matches, and also to emphasize where names share letters that are not 
consecutive. 
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2.2.8 Communication of DMEPA’s Analysis at Midpoint of Review 
DMEPA communicated our findings to the Division of Bone, Reproductive and Urologic 
Products (DBRUP) via e-mail on January 15, 2020.  At that time, we also requested additional 
information or concerns that could inform our review.  Per e-mail correspondence from the 
Division of Bone, Reproductive and Urologic Products (DBRUP) on January 16, 2020, they 
stated no additional concerns with the proposed proprietary name, Milprosa. 

3 CONCLUSION 
The proposed proprietary name, Milprosa, is acceptable. 

If you have any questions or need clarifications, please contact Mammah Borbor, OSE Project 
Manager, at 301-796-7731. 

3.1 COMMENTS TO FERRING PHARMACEUTICALS INC. 
We have completed our review of the proposed proprietary name, Milprosa, and have concluded 
that this name is acceptable. 

If any of the proposed product characteristics as stated in your submission, received on October 
29, 2019, are altered prior to approval of the marketing application, the name must be 
resubmitted for review.  

4
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4 REFERENCES 

1. 	 USAN Stems (https://www.ama-assn.org/about/united-states-adopted-names-approved-stems) 

USAN Stems List contains all the recognized USAN 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 
http://www.fda.gov/Drugs/InformationOnDrugs/ucm079436.htm#ther biological). 

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). 

Division of Medication Errors Prevention and Analysis proprietary name consultation requests 

This is a list of proposed and pending names that is generated by the Division of Medication Error 
Prevention and Analysis from the Access database/tracking system. 
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APPENDICES 

Appendix A 
FDA’s Proprietary Name Risk Assessment evaluates proposed proprietary names for 
misbranding and safety concerns.  

1.	 Misbranding Assessment: For prescription drug products, OPDP assesses the name for 
misbranding concerns. For over-the-counter (OTC) drug products, the misbranding 
assessment of the proposed name is conducted by DNDP. OPDP or DNDP evaluates 
proposed proprietary names to determine if the name is false or misleading, such as by 
making misrepresentations with respect to safety or efficacy.  For example, a fanciful 
proprietary name may misbrand a product by suggesting that it has some unique 
effectiveness or composition when it does not (21 CFR 201.10(c)(3)).  OPDP or DNDP 
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 

fconsumer. F 

f National Coordinating Council for Medication Error Reporting and Prevention.  
http://www nccmerp.org/aboutMedErrors html. Last accessed 10/11/2007. 
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*Table 2- Prescreening Checklist for Proposed Proprietary Name 

Answer the questions in the checklist below.  Affirmative answers 
to any of these questions indicate a potential area of concern that 

should be carefully evaluated as described in this guidance. 

Y/N Is the proposed name obviously similar in spelling and pronunciation to other 
names? 

Proprietary names should not be similar in spelling or pronunciation to proprietary 
names, established names, or ingredients of other products. 

Y/N Are there inert or inactive ingredients referenced in the proprietary name? 

Proprietary names should not incorporate any reference to an inert or inactive 
ingredient in a way that might create an impression that the ingredient’s value is 
greater than its true functional role in the formulation (21 CFR 201.10(c)(4)). 

Y/N Does the proprietary name include combinations of active ingredients? 

Proprietary names of fixed combination drug products should not include or 
suggest the name of one or more, but not all, of its active ingredients (see 21 CFR 
201.6(b)). 

Y/N Is there a United States Adopted Name (USAN) stem in the proprietary name? 

Proprietary names should not incorporate a USAN stem in the position that USAN 
designates for the stem.  

Y/N Is this proprietary name used for another product that does not share at least 
one common active ingredient? 

Drug products that do not contain at least one common active ingredient should not 
use the same (root) proprietary name. 

Y/N Is this a proprietary name of a discontinued product? 

Proprietary names should not use the proprietary name of a discontinued product if 
that discontinued drug product does not contain the same active ingredients. 

b.	 Phonetic and Orthographic Computer Analysis (POCA): Following the preliminary 
screening of the proposed proprietary name, DMEPA staff evaluates the proposed name 
against potentially similar names.  In order to identify names with potential similarity to 
the proposed proprietary name, DMEPA enters the proposed proprietary name in POCA 
and queries the name against the following drug reference databases, Drugs@fda, 
CernerRxNorm, and names in the review pipeline using a 55% threshold in POCA.  
DMEPA reviews the combined orthographic and phonetic matches and group the names 
into one of the following three categories: 
•	 Highly similar pair: combined match percentage score ≥70%. 
•	 Moderately similar pair: combined match percentage score ≥55% to ≤ 69%. 
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•	 Low similarity: combined match percentage score ≤54%. 

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. The intent of these checklists is to increase the transparency and 
predictability of the safety determination of whether a proposed name is vulnerable to 
confusion from a look-alike or sound-alike perspective.  Each bullet below corresponds to the 
name similarity category cross-references the respective table that addresses criteria that 
DMEPA uses to determine whether a name presents a safety concern from a look-alike or 
sound-alike perspective. 
 For highly similar names, differences in product characteristics often cannot mitigate the 

risk of a medication error, including product differences such as strength and dose.  Thus, 
proposed proprietary names that have a combined score of ≥ 70 percent are at risk for a 
look-alike sound-alike confusion which is an area of concern (See Table 3). 

	 Moderately similar names are further evaluated to identify the presence of attributes that 
are known to cause name confusion. 

 Name attributes:  We note that the beginning of the drug name plays a 
significant role in contributing to confusion. Additionally, drug name pairs 
that start with the same first letter and contain a shared letter string of at 
least 3 letters in both names are major contributing factor in the confusion 
of drug namesg. We evaluate all moderately similar names retrieved from F 

POCA to identify the above attributes. These names are further evaluated 
to identify overlapping or similar strengths or doses. 

 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 4). 

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

g 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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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 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. 

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. 
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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.  

Table 3. Highly Similar Name Pair Checklist (i.e., combined Orthographic and Phonetic 
score is ≥ 70%). 

Answer the questions in the checklist below.  Affirmative answers to some of these 
questions suggest that the pattern of orthographic or phonetic differences in the names 
may render the names less likely to confusion, provided that the pair does not share a 
common strength or dose. 

Orthographic Checklist Phonetic Checklist 

Y/N 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. 

Y/N Do the names have different 
number of syllables? 

Y/N 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. 

Y/N Do the names have different 
syllabic stresses? 

Y/N 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?  

Y/N Do the syllables have different 
phonologic processes, such 
vowel reduction, assimilation, 
or deletion? 

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

Y/N Across a range of dialects, are 
the names consistently 
pronounced differently? 

Y/N Do the infixes of the name appear 
dissimilar when scripted? 

Y/N Do the suffixes of the names appear 
dissimilar when scripted? 

10 
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Table 4: Moderately Similar Name Pair Checklist (i.e., combined score is ≥55% 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 or doses have a higher potential 
for confusion and should be evaluated further (see Step 2).  Because the strength 
or dose could be used to express an order or prescription for a particular drug 
product, overlap in one or both of these components would be reason for further 
evaluation.   

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

For any i.e. drug products comprised of more than one active ingredient, 
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: 

 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. 

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

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

Step 2 Answer the questions in the checklist below.  Affirmative answers to some of 
these questions suggest that the pattern of orthographic or phonetic differences in 
the names may reduce the likelihood of confusion for moderately similar names 
with overlapping or similar strengths or doses. 
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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 ≤54%). 

Names with low similarity 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.  
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Appendix B: Prescription Simulation Samples and Results
 

Figure 1. Milprosa Name Study (Conducted on November 22, 2019)
 

Handwritten Medication Order/Prescription Verbal 
Prescription 

Medication Order: “Milprosa 

Insert one 
vaginally every 7 
days. Dispense 
one” 

Outpatient Prescription: 

FDA Prescription Simulation Responses (Aggregate Report) 

Study Name: Milprosa 
As of Date 12/9/2019 

210 People Received
 
Study
 
88 People Responded
 

Study Name: Milprosa 
Total 19 18 31 20 

INTERPRETATION OUTPATIENT CPOE VOICE INPATIENT TOTAL 
FILPROZA 0 0 1 0 1 
MILPROSA 19 18 3 18 58 
MILPROZA 0 0 24 0 24 
MILPROZON 0 0 1 0 1 
MILROSA 0 0 0 1 1 
NELPROZA 0 0 1 0 1 
NILPROZA 0 0 0 1 1 
VILPROSA 0 0 1 0 1 
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Appendix C: Highly Similar Names (e.g., combined POCA score is ≥70%) 
No. Proposed name: Milprosa 

Established name: 
progesterone 
Dosage form: vaginal ring 
Strength(s): 11 mg per day 
Usual Dose: one ring inserted 
vaginally every week starting 
the day after oocyte retrieval.   
The ring is replaced every 
week, for up to 10 weeks. 

1. Mallopress 

2. Xelpros 

3. MILPRem-200 

4. MILPRem-400 

5. Metrosa 

POCA 
Score (%) 

Orthographic and/or phonetic 
differences in the names sufficient to 
prevent confusion 

Other prevention of failure mode 
expected to minimize the risk of 
confusion between these two names. 

74 Name identified RxNorm database.  
Unable to find product characteristics 
in commonly used drug databases. 

71 This name pair has sufficient 
orthographic and phonetic differences. 

Orthographically, the names begin with 
different first letters (M vs. X), which 
look different when scripted.  

Phonetically, the onset of the1st 

syllables (Mil vs. Zel’) sound 
sufficiently different and Milprosa has 
an additional syllable. 

Additionally, the products have 
differing product characteristics that 
may help differentiate the names, if 
included. Differing product 
characteristics: 
Strength (11 mg per day vs. 0.005%), 
dosage form (vaginal ring vs. 
ophthalmic emulsion), route of 
administration (vaginal vs. 
ophthalmic), and frequency of 
administration (every week vs every 
night). 

71 Brand discontinued with no generic 
equivalents available.  NDA 011045 
withdrawn FR effective 09/29/1995. 

71 Brand discontinued with no generic 
equivalents available.  NDA 011045 
withdrawn FR effective 09/29/1995. 

71 International drug product formerly 
marketed in Germany and currently 
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No. Proposed name: Milprosa 
Established name: 
progesterone 
Dosage form: vaginal ring 
Strength(s): 11 mg per day 
Usual Dose: one ring inserted 
vaginally every week starting 
the day after oocyte retrieval.   
The ring is replaced every 
week, for up to 10 weeks. 

POCA 
Score (%) 

Orthographic and/or phonetic 
differences in the names sufficient to 
prevent confusion 

Other prevention of failure mode 
expected to minimize the risk of 
confusion between these two names. 

marketed in the United Kingdom, 
Hungary, and the Netherlands. 

Appendix D: Moderately Similar Names (e.g., combined POCA score is ≥55% to ≤69%) with 
no overlap or numerical similarity in Strength and/or Dose 
No. Name POCA 

Score (%) 
6. Smallpox 60 
7. Palmarosa Oil 58 
8. Bilberry Se 57 
9. Alprolix 56 
10. Minolira 53 
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Appendix E: Moderately Similar Names (e.g., combined POCA score is ≥55% to ≤69%) with 
overlap or numerical similarity in Strength and/or Dose 
No. POCA Prevention of Failure Mode  

Score (%) 
In the conditions outlined below, the 
following combination of factors, are 
expected to minimize the risk of 
confusion between these two names 

11. *** 65 This name pair has sufficient 
orthographic and phonetic differences. 

12. Valproic 62 This name pair has sufficient 
orthographic and phonetic differences. 

Orthographically, the prefixes look 
different. The names begin with 
different first letters (M vs. V) and 
Milprosa has a dotted letter ‘i’ in the 
2nd position, whereas Valproic has a 
rounded letter ‘a’ in the 2nd position. 

Phonetically, the third syllables (suh 
vs. ick) sound different. 

Additionally, the products have 
differing product characteristics that 
may help differentiate the names, if 
included. There is no direct overlap in 
strength (11 mg/day vs. 250 mg or 250 
mg/5 mL), dosage form (vaginal ring 
vs. capsule or solution), or route of 
administration (vaginal vs. oral). 

13. Mirvaso 58 This name pair has sufficient 
orthographic and phonetic differences. 

14. Moviprep 57 This name pair has sufficient 
orthographic and phonetic differences. 

15. *** 56 This name pair has sufficient 
orthographic and phonetic differences. 

(b) (4)

16. Alprazolam 56 This name pair has sufficient 
orthographic and phonetic differences. 

17. Nostrilla 56 This name pair has sufficient 
orthographic and phonetic differences. 

Proposed name: Milprosa 
Established name: 
progesterone 
Dosage form: vaginal ring 
Strength(s): 11 mg per day 
Usual Dose: one ring inserted 
vaginally every week starting 
the day after oocyte retrieval.   
The ring is replaced every 
week, for up to 10 weeks. 

(b) (4)
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No. Proposed name: Milprosa 
Established name: 
progesterone 
Dosage form: vaginal ring 
Strength(s): 11 mg per day 
Usual Dose: one ring inserted 
vaginally every week starting 
the day after oocyte retrieval.   
The ring is replaced every 
week, for up to 10 weeks. 

POCA 
Score (%) 

Prevention of Failure Mode  

In the conditions outlined below, the 
following combination of factors, are 
expected to minimize the risk of 
confusion between these two names 

18. Masporin 55 This name pair has sufficient 
orthographic and phonetic differences. 

Orthographically, the ending of the 
prefixes (Mil- vs. Mas-) look 
sufficiently different. 

19. Proscar 54 This name pair has sufficient 
orthographic and phonetic differences. 

Appendix F: Low Similarity Names (e.g., combined POCA score is ≤54%) 

No. Name POCA 
Score (%) 

20. Milrinone 54 
21. Milnacipran 53 
22. Romiplostim 53 
23. Irospan 52 
24. Mellaril 50 
25. Prolia 50 
26. Toposar 50 
27. Milophene 49 
28. Lupron 48 
29. Mifepristone 48 
30. Doxil 46 
31. Eucrisa 44 
32. Milk of Magnesia 44 
33. Lomaira 43 
34. Mili 40 
35. Victoza 40 
36. Progesterone 29 
37. Korlym 19 
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Appendix G: Names not likely to be confused or not used in usual practice settings for the 
reasons described. 

No. Name POCA 
Score 
(%) 

Failure preventions 

38. Milirone 64 Name identified from External Name Study.  
Unable to find product characteristics in commonly 
used drug databases. 

39. Milvaso 64 Name identified from External Name Study.  
Unable to find product characteristics in commonly 
used drug databases. 

40. Mimosa 62 Name identified from External Name Study. Name 
identifies a type of drink. 

41. Miroprofen 61 Name identified from External Name Study.  
Unable to find product characteristics in commonly 
used drug databases. 

42. Celipres 59 International product marketed in India and Poland. 
43. Celipress 59 Name identified from External Name Study.  

Unable to find product characteristics in commonly 
used drug databases. 

44. Amiprilose 59 Name identified from External Name Study.  
Unable to find product characteristics in commonly 
used drug databases. 

45. Interosa 58 Name identified from External Name Study.  
Unable to find product characteristics in commonly 
used drug databases. 

46. Millipam 58 Name identified from External Name Study.  
Unable to find product characteristics in commonly 
used drug databases. 

47. Masoprocol 58 Name identified RxNorm database.  Unable to find 
product characteristics in commonly used drug 
databases. 

48. Metildopa 58 Name identified from External Name Study.  
Unable to find product characteristics in commonly 
used drug databases. 

49. Remiprostol 58 Name identified from External Name Study.  
Unable to find product characteristics in commonly 
used drug databases. 

50. Familiprix 57 International product marketed in Canada. 
51. Talopram 57 International product formerly marketed in Greece. 
52. Miridesap 56 Name identified from External Name Study.  

Unable to find product characteristics in commonly 
used drug databases. 

53. Tildipirosin 56 Veterinary product. 
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No. Name POCA 
Score 
(%) 

Failure preventions 

54. Prosaid 56 International product formerly marketed in the 
United Kingdom. 

55. Tramiprosate 56 Name identified RxNorm database.  Unable to find 
product characteristics in commonly used drug 
databases. 

56. Amisulpride 56 International product.  Active ingredient in Solian 
which is marketed in several countries outside of the 
U.S. 

57. *** 56 Proposed proprietary name for NDA 210136 found 
to be unacceptable (OSE # 2017-16036139 and 
2017-16874573). NDA 210136 was tentatively 
approved with the proposed proprietary name, 
Brixadi. 

58. *** 56 

59. *** 56 Proposed proprietary name for NDA 210806 found 
to be unacceptable (OSE # 2017-19081900).  NDA 
210806 was approved with the name, Pifeltro, on 
08/30/2018. 

60. Amprol 55 Veterinary product. 
61. Amprol 128 55 Veterinary product. 
62. Mosapride 55 Name identified RxNorm database.  Unable to find 

product characteristics in commonly used drug 
databases. 

63. Soprodal 55 Name identified RxNorm database.  Unable to find 
product characteristics in commonly used drug 
databases. 

64. Nitrados 55 International product marketed in New Zealand, 
Singapore, and Thailand and formerly marketed in 
Ireland. 

65. Mupleta 54 Name identified from External Name Study.  
Unable to find product characteristics in commonly 
used drug databases. 

66. Prostap 3 54 Name identified RxNorm database.  Unable to find 
product characteristics in commonly used drug 
databases. 

67. Romilar AC 54 Name identified in RxNorm database.  Product is 
deactivated and no generic equivalents are available. 

68. Opipramol 52 Name identified RxNorm database.  Unable to find 
product characteristics in commonly used drug 
databases. 

(b) (4)

(b) (4)

(b) (4)

(b) (4)
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No. Name POCA 
Score 
(%) 

Failure preventions 

69. Lipram 51 Name identified RxNorm database.  Unable to find 
product characteristics in commonly used drug 
databases. 

70. Muciprocin Nasal 50 Name identified RxNorm database.  Unable to find 
product characteristics in commonly used drug 
databases. 

71. Pemirolast 49 Active ingredient in Alamast product. Brand 
discontinued with no generic equivalents available. 
NDA 021079 withdrawn, FR publication pending. 

72. Morphine Liposomal 46 Name identified RxNorm database.  Unable to find 
product characteristics in commonly used drug 
databases. 

73. Amikacin Liposomal 43 Name identified RxNorm database.  Unable to find 
product characteristics in commonly used drug 
databases. 

74. Mi 25 Name identified from External Name Study.  
Unable to find product characteristics in commonly 
used drug databases. 
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Appendix H: Names not likely to be confused due to absence of attributes that are known to 
cause name confusionh.F 

No. Name POCA 
Score (%) 

75. Pipracil 
76. Balversa 
77. *** 
78. 

(b) (4)

(b) (4)*** 
79. Valtropin 
80. *** 
81. 

(b) (4)

(b) (4)
Ulipristal 

82. *** 
83. Vaprisol 
84. Lopressor 
85. Pilostat 
86. Piperonal 

60 
60 
58 
58 
57 
56 
56 
56 
56 
56 
55 
55 

h Shah, M, Merchant, L, Chan, I, and Taylor, K.  Characteristics That May Help in the Identification of Potentially 
Confusing Proprietary Drug Names. Therapeutic Innovation & Regulatory Science, September 2016 
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1 INTRODUCTION 

This review evaluates the proposed proprietaiy name, Milprosa, from a safety and misbranding 
perspective. The somces and methods used to evaluate the proposed name are outlined in the 
reference section and AQ endix A respectively. The Applicant submitted an external name 
study, conducted by <bJ<

4
I for this product. 

1.1 REGULATORY HISTORY 

The Applicant initially submitted the proposed proprietaiy name, (bJ<
4
l for review. 

However, DMEP A objected to the name (bJ<
4 
l due to similai·i~ in spelling with the mai·keted 

name, <1>> 
41 The Applicant submitted a 

second proposed proprieta1y name, ,u, '~' which was withdrawn by the Applicant on 
December 9, 2010 following a T-con (held December 7, 2010) with DMEPA. 

DMEP A previously reviewed the proprieta1y name, Milprosa and found it to be acceptable 
(OSE Review# 2010-2696 dated Febmaiy 2, 2011). However, NDA 201110 received a 
complete response (CR) action Febmaiy 28, 2011 due to multiple deficiencies. In their 
response to the CR on Febmaiy 25, 2016, FeITing Pha1maceuticals (the new owner of this 
NDA) requested we re-review of this name. 

Thus, the Applicant submitted the name, Milprosa, for review on April 7, 2016. 

1.2 PRODUCT INFORMATION 

The following product infonnation is provided in the April 7, 2016 proprietaiy name 
submission. 

• 	 Intended Pronunciation: mill-PRO-zuh 

• 	 Active Ingredient: progesterone 

• 	 Indication of Use: suppo1i emb1yo implantation and early pregnancy by 
supplementation of corpus luteal function as part of an Assisted Reproductive 
Technology (ART) treatment program for infertile women 

• 	 Route of Administration: vaginal 

• 	 Dosage Fonn: ring 

• 	 Strength: 11 mg per day 

• 	 Dose and Frequency: one ring inse1i ed vaginally eve1y week staiiing the day after 
oocyte retrieval. The ring is replaced eve1y week, for up to 10 weeks. 

• 	 How Supplied: each ring is packaged individually in a sealed foil pouch; one caiion 
contains 1 pouch or 2 pouches 

(b)(4J 
• 	 Storage: 15°C to 30°C (59°F to 86°F); 

---~~~~~~~~~~-
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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 MISBRANDING ASSESSMENT 

The Office of Prescription Drug Promotion (OPDP) determined that the proposed name would 
not misbrand the proposed product.  DMEPA and the Division of Bone, Reproductive, and 
Urologic Products (DBRUP) concurred with the findings of OPDP’s 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 Applicant did not provide a derivation or intended meaning for the proposed name, 
Milprosa in their submission. 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 
Eighty-one practitioners participated in DMEPA’s prescription studies.  The responses did not 
overlap with any currently marketed products nor did the responses sound or look similar to 
any currently marketed products or any products in the pipeline.  Appendix B contains the 
results from the verbal and written prescription studies. 

2.2.4 Comments from Other Review Disciplines at Initial Review 
In response to the OSE, April 26, 2016 e-mail, the Division of Bone, Reproductive, and 
Urologic Products (DBRUP) did not forward any comments or concerns relating to the 
proposed proprietary name at the initial phase of the review.   

2.2.5 Phonetic and Orthographic Computer Analysis (POCA) Search Results 
Table 1 lists the number of names with the combined orthographic and phonetic score of ≥50% 
retrieved from our POCA search2 organized as highly similar, moderately similar or low 

(b) (4)similarity for further evaluation. Table 1 also includes names identified by 

1USAN stem search conducted on May 12, 2016. 

2 POCA search conducted on May 12, 2016. 
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Table 1. POCA Search Results Number of 
Names 

Highly similar name pair: 
combined match percentage score ≥70% 

1 

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

119 

Low similarity name pair: 
combined match percentage score ≤49% 

6 

2.2.6	 Names with Potential Orthographic, Spelling, and Phonetic Similarities that overlap 
in strength 

The proposed product, Milprosa will be available in the strength of 11 mg. Since this is not a 
strength that is commonly marketed, we searched the Electronic Drug Registration and Listing 
System (eDRLS) database to identify any names with potential orthographic, spelling, and 
phonetic similarities with Milprosa that were not identified in POCA, and found to have an 
overlap in strength with Milprosa.  The following names (in Table 1A) were thought to have 
potential orthographic, spelling, and phonetic similarities to Milprosa: 

Table 1A. eDRLS Search Results3 POCA score 

N/A 

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

Our analysis of the 126 names contained in Table determined all 126 names will not pose a risk 
for confusion as described in Appendices C through H. 

2.2.8	 Communication of DMEPA’s Analysis at Midpoint of Review 
DMEPA communicated our findings to the Division of Bone, Reproductive, and Urologic 
Products (DBRUP) via e-mail on May 26, 2016. At that time we also requested additional 
information or concerns that could inform our review.  Per e-mail correspondence from 
DBRUP on June 3, 2016, they stated no additional concerns with the proposed proprietary 
name, Milprosa. 

3 eDRLS search conducted on May 12, 2016 
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3 CONCLUSIONS 
The proposed proprietary name is acceptable. 

If you have any questions or need clarifications, please contact Shawnetta Jackson, OSE 
Project Manager, at 301-796-4952. 

3.1 COMMENTS TO THE APPLICANT 

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

If any of the proposed product characteristics as stated in your April 7, 2016 submission are 
altered prior to approval of the marketing application, the name must be resubmitted for 
review. 

4Reference ID: 3941113 
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4 REFERENCES 

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.  

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

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#). 

Division of Medication Errors Prevention and Analysis proprietary name consultation requests 

This is a list of proposed and pending names that is generated by the Division of Medication Error 
Prevention and Analysis from the Access database/tracking system. 

3. Electronic Drug Registration and Listing System (eDRLS) database 

The electronic Drug Registration and Listing System (eDRLS) was established to supports the FDA’s 
Center for Drug Evaluation and Research (CDER) goal to establish a common Structured Product 
Labeling (SPL) repository for all facilities that manufacture regulated drugs.  The system is a reliable, 
up-to-date inventory of FDA-regulated, drugs and establishments that produce drugs and their 
associated information. 

5Reference ID: 3941113 
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APPENDICES 
Appendix A 
FDA’s Proprietary Name Risk Assessment evaluates proposed proprietary names for 
misbranding and safety concerns. 

1.	 Misbranding Assessment: For prescription drug products, OPDP assesses the name 
for misbranding concerns. . For over-the-counter (OTC) drug products, the 
misbranding assessment of the proposed name is conducted by DNDP. OPDP or DNDP 
evaluates proposed proprietary names to determine if the name is false or misleading, 
such as by making misrepresentations with respect to safety or efficacy.  For example, a 
fanciful proprietary name may misbrand a product by suggesting that it has some 
unique effectiveness or composition when it does not (21 CFR 201.10(c)(3)).  OPDP or 
DNDP 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. 4 

4 National Coordinating Council for Medication Error Reporting and Prevention.  
http://www nccmerp.org/aboutMedErrors.html. Last accessed 10/11/2007. 
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*Table 2- Prescreening Checklist for Proposed Proprietary Name 

Answer the questions in the checklist below. Affirmative answers 
to any of these questions indicate a potential area of concern that 

should be carefully evaluated as described in this guidance. 

Y/N Is the proposed name obviously similar in spelling and pronunciation to other 
names? 

Proprietary names should not be similar in spelling or pronunciation to proprietary 
names, established names, or ingredients of other products.  

Y/N Are there medical and/or coined abbreviations in the proprietary name? 

Proprietary names should not incorporate medical abbreviations (e.g., QD, BID, or 
others commonly used for prescription communication) or coined abbreviations 
that have no established meaning. 

Y/N Are there inert or inactive ingredients referenced in the proprietary name? 

Proprietary names should not incorporate any reference to an inert or inactive 
ingredient in a way that might create an impression that the ingredient’s value is 
greater than its true functional role in the formulation (21 CFR 201.10(c)(4)). 

Y/N Does the proprietary name include combinations of active ingredients? 

Proprietary names of fixed combination drug products should not include or 
suggest the name of one or more, but not all, of its active ingredients (see 21 CFR 
201.6(b)). 

Y/N Is there a United States Adopted Name (USAN) stem in the proprietary name? 

Proprietary names should not incorporate a USAN stem in the position that USAN 
designates for the stem. 

Y/N Is this proprietary name used for another product that does not share at least 
one common active ingredient? 

Drug products that do not contain at least one common active ingredient should not 
use the same (root) proprietary name. 

Y/N Is this a proprietary name of a discontinued product? 

Proprietary names should not use the proprietary name of a discontinued product if 
that discontinued drug product does not contain the same active ingredients. 
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b.	 Phonetic and Orthographic Computer Analysis (POCA): Following the preliminary 
screening of the proposed proprietary name, DMEPA staff evaluates the proposed name 
against potentially similar names.  In order to identify names with potential similarity to 
the proposed proprietary name, DMEPA enters the proposed proprietary name in 
POCA and queries the name against the following drug reference databases, 
Drugs@fda, CernerRxNorm, and names in the review pipeline using a 50% threshold in 
POCA. DMEPA reviews the combined orthographic and phonetic matches and group 
the names into one of the following three categories: 
•	 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. The intent of these checklists is to increase the transparency and 
predictability of the safety determination of whether a proposed name is vulnerable to 
confusion from a look-alike or sound-alike perspective.  Each bullet below corresponds to 
the name similarity category cross-references the respective table that addresses criteria 
that DMEPA uses to determine whether a name presents a safety concern from a look-alike 
or sound-alike perspective. 
 For highly similar names, differences in product characteristics often cannot mitigate 

the risk of a medication error, including product differences such as strength and dose.  
Thus, proposed proprietary names that have a combined score of ≥ 70 percent are at 
risk for a look-alike sound-alike confusion which is an area of concern (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, and it 
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, etc.) may be limited when the 
strength or dose overlaps. We review such 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 (See Table 5) 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 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 
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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. 

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 3. Highly Similar Name Pair Checklist (i.e., combined Orthographic and Phonetic 
score is ≥ 70%). 

Answer the questions in the checklist below. Affirmative answers to some of these 
questions suggest that the pattern of orthographic or phonetic differences in the names 
may render the names less likely to confusion, provided that the pair does not share a 
common strength or dose. 

Orthographic Checklist Phonetic Checklist 

Y/N 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. 

Y/N Do the names have different 
number of syllables? 

Y/N 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. 

Y/N Do the names have different 
syllabic stresses? 

Y/N 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? 

Y/N Do the syllables have different 
phonologic processes, such 
vowel reduction, assimilation, 
or deletion? 

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

Y/N Across a range of dialects, are 
the names consistently 
pronounced differently? 

Y/N Do the infixes of the name appear 
dissimilar when scripted? 

Y/N Do the suffixes of the names appear 
dissimilar when scripted? 

Table 4: Moderately Similar Name Pair Checklist (i.e., combined score is ≥50% to 
≤69%). 
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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 or doses have a higher potential 
for confusion and should be evaluated further (see Step 2).  Because the strength 
or dose could be used to express an order or prescription for a particular drug 
product, overlap in one or both of these components would be reason for further 
evaluation. 

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

For any i.e. drug products comprised of more than one active ingredient, 
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: 

 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. 

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

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

Step 2 Answer the questions in the checklist below. Affirmative answers to some of 
these questions suggest that the pattern of orthographic or phonetic differences in 
the names may reduce the likelihood of confusion for moderately similar names 
with overlapping or similar strengths or doses. 
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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, for example, there 
are data that suggest a name with low similarity is nonetheless misinterpreted as a 
marketed product name 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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Appendix B: Prescription Simulation Samples and Results 

Figure 1. Milprosa Name Study (Conducted on May 13, 2016) 

Handwritten Requisition Medication Order Verbal Prescription 

Medication Order: “Milprosa – insert one ring 
vaginally every 7 days, dispense 
1” 

Outpatient Prescription: 

FDA Prescription Simulation Responses (Aggregate 1 Rx Studies Report) 

296 People Received Study 
81 People Responded 

Study Name: Milprosa 
OUTPATIENT VOICE INPATIENT 
MILPRASA (2) MELPROSA (5) MILPHASA (1) 
MILPROSA (33) MELPROZA (4) MILPHOSA (1) 

MILPROSA (7) MILPHOSA INSERT (1) 
MILPROZA (6) MILPRASA (3) 

MILPRASA INSERT (1) 
MILPRESA (1) 

MILPROSA (16) 
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Appendix C: Highly Similar Names (e.g., combined POCA score is ≥70%) 

No. Proposed name: Milprosa 

Established name: 
progesterone 

Dosage form: vaginal ring 

Strength(s): 11 mg/day 

Usual Dose: Insert one ring 
vaginally every week starting 
the day after oocyte retrieval.   
The ring is replaced every 
week for up to 10 weeks. 

POCA 
Score (%) 

Orthographic and/or phonetic differences in the 
names sufficient to prevent confusion 

Other prevention of failure mode expected to 
minimize the risk of confusion between these two 
names. 

1. Milprosa 100 Name is the focus of this review. 

Appendix D: Moderately Similar Names (e.g., combined POCA score is ≥50% to ≤69%) with 
no overlap or numerical similarity in Strength and/or Dose 

No. Name POCA 
Score (%) 

1. MePROSpan 64 

2. MePROn 56 

3. MisoPROStol 56 

4. NitROStat 56 

5. Mellaril-S 54 

6. Mepriam 54 

7. Micro-K 54 

8. Micro-K 10 54 

9. Micro-K Ls 54 

10. NaPROSyn 54 

11. Mifeprex 53 

12. DiPROSone 52 

13. Melfiat 51 

14. Melfiat-105 51 

15. Mircera 51 

16. Mivacron 51 
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17. Mupirocin 51 

18. ALPROStadil 50 

19. Macrotec 50 

20. Methyldopa 50 

21. Metrodin 50 

22. Micronase 50 

23. MILtown 50 

24. Mirena 50 

25. Mitosol 50 

26. Mykrox 50 

27. IloPROSt 60 

28. MuPROcin 60 

29. Melphalan 52 

30. VaLPROate 52 

31. Wal-PROfen 52 

32. MethyLPRed 51 

33. BuPROban 50 

34. MILtefosine 50 

35. Miniprin 50 
(b) (4) ***36. 50 

37. Meperitab 53 

*** This document contains proprietary and confidential information that should not be released to the public. 
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Appendix E: Moderately Similar Names (e.g., combined POCA score is ≥50% to ≤69%) with 
overlap or numerical similarity in Strength and/or Dose 

No. Proposed name: Milprosa 

Established name: 
progesterone 

Dosage form: vaginal ring 

Strength(s): 11 mg/day 

Usual Dose: Insert one ring 
vaginally every week starting 
the day after oocyte retrieval.   
The ring is replaced every 
week for up to 10 weeks. 

POCA 
Score (%) 

Prevention of Failure Mode 

In the conditions outlined below, the following 
combination of factors, are expected to minimize the 
risk of confusion between these two names 

1. Minipress 61 The prefixes/infixes of this name pair have sufficient 
orthographic differences 

The first/second/third syllables of this name pair sound 
different. 

2. Melamisa 60 The infixes of this name pair have sufficient 
orthographic differences. 

The second/third syllables of this name pair sound 
different and Melamisa contains an extra syllable. 

3. Marlissa 54 The prefixes/infixes of this name pair have sufficient 
orthographic differences. 

The first/second syllables of this name pair sound 
different. 

4. Micronor 52 The prefixes/infixes/suffixes of this name pair have 
sufficient orthographic differences. 

The first/second/third syllables of this name pair sound 
different. 

5. Medrox 51 The infixes/suffixes of this name pair have sufficient 
orthographic differences. 

The first/second syllables of this name pair sound 
different and Milprosa contains an extra syllable. 

6. Intrarosa*** 51 The prefixes/infixes of this name pair have sufficient 
orthographic differences. 

The first/second syllables of this name pair sound 
different and Intrarosa*** contains an extra syllable. 
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(b) (4)

No. Proposed name: Milprosa 

Established name: 
progesterone 

Dosage form: vaginal ring 

Strength(s): 11 mg/day 

Usual Dose: Insert one ring 
vaginally every week starting 
the day after oocyte retrieval. 
The ring is replaced every 
week for up to 10 weeks. 

POCA 
Score (%) 

Prevention of Failure Mode  

In the conditions outlined below, the following 
combination of factors, are expected to minimize the 
risk of confusion between these two names 

7. *** 68 The infixes/suffixes of this name pair have sufficient 
orthographic differences. 

The second/third syllables of this name pair sound 
different. 

8. Xelpros*** 68 The prefixes of this name pair have sufficient 
orthographic differences. 

The first syllables of this name pair sound different and 
Milprosa contains an extra syllable. 

*** This document contains proprietary and confidential information that should not be released to the public. 
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Appendix F: Low Similarity Names (e.g., combined POCA score is ≤49%) 

No. Name POCA 
Score (%) 

1. Citalopram 36 

2. Milrinone 48 

3. Myfortic 40 

4. Naproxen 44 

5. Mirapex 44 

6. Prazosin 36 

Appendix G: Names not likely to be confused or not used in usual practice settings for the 
reasons described. 

No. Name POCA 
Score 
(%) 

Failure preventions 

1. MILPRem-200 68 Brand discontinued with no generic equivalent 
available. NDA 011045 was withdrawn FR 
effective 09/29/1995. 

2. MILPRem-400 68 Brand discontinued with no generic equivalent 
available. NDA 011045 was withdrawn FR 
effective 09/29/1995. 

3. MicROSul 62 Brand discontinued with no generic equivalent 
available. ANDA 086012 was withdrawn FR 
effective 03/23/1993. 

4. Mytrex A 59 Brand discontinued with no generic equivalent 
available. ANDA 062598 and ANDA 062609 
was withdrawn FR effective 07/12/1999. 

5. Mylotarg 52 Brand discontinued with no generic equivalent 
available. NDA 021174 was withdrawn FR 
effective 11/28/2011. 

6. Mithracin 50 Brand discontinued with no generic equivalent 
available. NDA 050109 was withdrawn FR 
effective 06/18/2009. 

7. Mallopress 66 Name identified in RxNorm database. Unable to 
find product characteristics in commonly used 
drug databases. 
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No. Name POCA 
Score 
(%) 

Failure preventions 

8. Maldroxal 64 Name identified in RxNorm database. Unable to 
find product characteristics in commonly used 
drug databases. 

9. Marpres 64 Name identified in RxNorm database. Unable to 
find product characteristics in commonly used 
drug databases. 

10. MILlipred 62 Name identified in RxNorm database. Unable to 
find product characteristics in commonly used 
drug databases. 

11. Mitrolan 62 Name identified in RxNorm database. Unable to 
find product characteristics in commonly used 
drug databases. 

12. Maltose 58 Name identified in RxNorm database. Unable to 
find product characteristics in commonly used 
drug databases. 

13. MetoROS 58 Name identified in RxNorm database. Unable to 
find product characteristics in commonly used 
drug databases. 

14. Melitracen 56 Name identified in RxNorm database. Unable to 
find product characteristics in commonly used 
drug databases. 

15. Migran-A 56 Name identified in RxNorm database. Unable to 
find product characteristics in commonly used 
drug databases. 

16. MILtuss Ex 55 Name identified in RxNorm database. Unable to 
find product characteristics in commonly used 
drug databases. 

17. Mallotuss 53 Name identified in RxNorm database. Unable to 
find product characteristics in commonly used 
drug databases. 

18. MePROzine 53 Name identified in RxNorm database. Unable to 
find product characteristics in commonly used 
drug databases. 

19. Metrotop 53 Name identified in RxNorm database. Unable to 
find product characteristics in commonly used 
drug databases. 
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No. Name POCA 
Score 
(%) 

Failure preventions 

20. Metrozol 53 Name identified in RxNorm database. Unable to 
find product characteristics in commonly used 
drug databases. 

21. Mitrazol 53 Name identified in RxNorm database. Unable to 
find product characteristics in commonly used 
drug databases. 

22. ALPROzolam 52 Name identified in RxNorm database. Unable to 
find product characteristics in commonly used 
drug databases. 

23. CalphOSAn 52 Name identified in RxNorm database. Unable to 
find product characteristics in commonly used 
drug databases. 

24. Metylperon 52 Name identified in RxNorm database. Unable to 
find product characteristics in commonly used 
drug databases. 

25. Migracet 52 Name identified in RxNorm database. Unable to 
find product characteristics in commonly used 
drug databases. 

26. Migrapap 52 Name identified in RxNorm database. Unable to 
find product characteristics in commonly used 
drug databases. 

27. Minidrops 52 Name identified in RxNorm database. Unable to 
find product characteristics in commonly used 
drug databases. 

28. Migrafen 51 Name identified in RxNorm database. Unable to 
find product characteristics in commonly used 
drug databases. 

29. AmoPROxan 50 Name identified in RxNorm database. Unable to 
find product characteristics in commonly used 
drug databases. 

30. DinoPROSt 50 Name identified in RxNorm database. Unable to 
find product characteristics in commonly used 
drug databases. 

31. Medipred 50 Name identified in RxNorm database. Unable to 
find product characteristics in commonly used 
drug databases. 
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(b) (4)

(b) (4)

(b) (4)

(b) (4)

No. Name POCA 
Score 
(%) 

Failure preventions 

32. Micrhogam 50 Name identified in RxNorm database.  Unable to 
find product characteristics in commonly used 
drug databases. 

33. Migralam 50 Name identified in RxNorm database.  Unable to 
find product characteristics in commonly used 
drug databases. 

34. Migraten 50 Name identified in RxNorm database.  Unable to 
find product characteristics in commonly used 
drug databases. 

35. Minotal 50 Name identified in RxNorm database.  Unable to 
find product characteristics in commonly used 
drug databases. 

36. Mitran 50 Name identified in RxNorm database.  Unable to 
find product characteristics in commonly used 
drug databases. 

37. Mol-Iron 50 Name identified in RxNorm database.  Unable to 
find product characteristics in commonly used 
drug databases. 

38. NorPROlac 50 Name identified in RxNorm database.  Unable to 
find product characteristics in commonly used 
drug databases. 

39. PolifePROSAn 20 50 Name identified in RxNorm database.  Unable to 
find product characteristics in commonly used 
drug databases. 

40. PulmOSAl 50 Name identified in RxNorm database.  Unable to 
find product characteristics in commonly used 
drug databases. 

41. *** 52 Name was withdrawn July 24, 2013 after 
preliminary review by DMEPA. 

42. *** 55 Name was found to be acceptable (OSE Review # 
2009-2279 dated February 12, 2010).  However, 
an alternative proprietary name, Addyi, was 
submitted and NDA 022526 was approved 
August 18, 2015 with the name Addyi. 

43. *** 64 Name was found to be unacceptable by DMEPA. 
DMEPA found the alternative name, 
acceptable for ANDA 078682 
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(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4) (b) (4)

No. Name POCA 
Score 
(%) 

Failure preventions 

44. *** 57 Alternative name to *** was not 
reviewed by DMEPA. DMEPA found the 
proprietary name, acceptable for 
ANDA 078682. 

45. *** 67 DMEPA found name unacceptable (OSE # 2010
1023 dated August 5, 2010) due to similar 
spelling to the marketed drug product, . 
Alternative proprietary name, ***was 
submitted and withdrawn after discussion with 
DMEPA. The alternative proprietary name, 
Milprosa, was submitted and is the subject of this 
review. 

46. *** 64 Alternative proprietary name, ***was 
submitted and withdrawn after discussion with 
DMEPA. The alternative proprietary name, 
Milprosa, was submitted and is the subject of this 
review. 

*** This document contains proprietary and confidential information that should not be released to the public. 
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Appendix H: Names not likely to be confused due to notable spelling, orthographic and 
phonetic differences. 

No. Name POCA 
Score (%) 

1. Ultresa 64 
2. Nitrotab 59 
3. Nitrotan 59 
4. Ultrasal 58 
5. Nitro-Par 56 
6. Paltrase 54 
7. Zilretta*** 54 
8. Diupres 53 
9. Diupres-250 53 
10. Diupres-500 53 
11. Petrola 53 
12. *** 52 
13. Caprelsa 52 
14. Ditropan 52 
15. Elaprase 52 
16. Ionil Plus 52 
17. Natroba 52 
18. Nitronal 52 
19. Unipres 52 
20. Veltassa 52 
21. *** 50 
22. Nitropress 50 
23. Portrazza 50 
24. Testro-L.A. 50 
25. Ultrase 50 
26. Ultratag 50 
27. Zelboraf 50 

(b) (4)

(b) (4)

*** This document contains proprietary and confidential information that should not be released to the public. 
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No. Name POCA 
Score (%) 

28. Zyprexa 50 

Appendix I: Names identified in the eDRLS database not likely to be confused due to notable 
spelling, orthographic and phonetic differences. 

No. Name 
1. PCXX Home Treatment 1.1 
2. Hydra Lifting Firming Moisturizing Cream 
3. GIARDIA LAMBLIA REMEDY 
4. SF 5000 Plus 
5. SF 
6. Oral-B NeutraCare Mint 
7. ControlRx 
8. ControlRx 
9. Ultra-TechneKow 
10. ControlRx Multi 
11. Clinpro 5000 
12. Vagina 11 Special Order 
13. FluoriSHIELD 
14. Clinpro 5000 
15. Clinpro 5000 
16. De La Cruz Camphor 
17. PreviDent 
18. Phos-Flur 
19. PreviDent 
20. PreviDent 
21. Brucella Remedy 
22. Hand Saver 
23. Fluoride Treatment 
24. XtraCare Invisible Solid Lady Stick Powder Fresh 
25. XtraCare Invisible Solid Lady Stick Powder Fresh 
26. XtraCare Dry Fresh Invisible Solid 
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27. XtraCare Dry Fresh Invisible Solid 
28. Acclean Plus 
29. Acclean Plus 
30. Ultra-Technekow 
31. Ultra-Technekow 
32. XELJANZ 
33. Fedora ORIENTAL SPA AMPOULE 
34. Ultra-TechneKow 
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EXECUTIVE SUMMARY 

This review summarizes DMEPA's evaluation of the proposed proprietaiy name, Milprosa, for 
Progesterone Vaginal Ring. Our evaluation did not identify concerns that would render the name 
unacceptable based on the product chai·acteristics and safety profile known at the time of this 
review. Thus, DMEPA finds the proposed proprietaiy name, Milprosa, acceptable for this 
product. 

We consider this a final review, however if approval of the NDA is delayed beyond 90 days from 
the date of this review, the Division of Metabolism and Endocrinology Products should notify 
DMEP A because the proprietaiy name must be re-reviewed prior to the new approval date. 

Additionally, if any of the proposed product chai·acteristics as stated in this review ai·e altered, 
DMEPA rescinds this finding and the name must be resubmitted for review. The conclusions 
upon re-review ai·e subject to change. DMEPA will notify the Applicant concerning the 
acceptability of the name via letter. 

1 BACKGROUND 

1.1 INTRODUCTION 

This review responds to a request from Teva, dated December 17, 2010, for an assessment of the 
safety and promotional assessment of the proposed proprietaiy name, Milprosa. 

1.2 PRODUCT I NFORMATION 

Milprosa is a progesterone vaginal ring indicated to suppo1i emb1yo implantation and eai·ly 
pregnancy by supplementation of corpus luteal function. Milprosa releases an average of 11 
mg/day ofprogesterone over a 7-day period. It is inserted vaginally staii ing the day after oocyte 
retrieval. The ring is replaced weekly, continuing for up to 10 weeks total duration. Milprosa is 
supplied as a vaginal ring packaged in 2-count ca1ions. 

1.3 REGULATORY HISTORY 

The Applicant initially sub1nitted the proposed proprietaiy name, Ml4i.f9~ review. However, 
DMEP A objected to the name (b>1 

4 
> due to similai·ity in spelling with >1 

4
! a cunently 

41 marketed product. L <bll . The Applicant submitted a 
second proposed proprieta1y name, 'u"~' which was withdrawn by the Applicant on 
December 9, 2010 following a T-con (held December 7, 2010) with DMEP A. The Applicant has 
submitted a third proposed proprietaiy name, Milprosa, for review. This name is the subject of 
this review. 

2 METHODS AND MATERIALS 

Appendix A describes the general methods and materials used by the Division of Medication 
Enor Prevention and Analysis (DMEP A) when conducting a proprieta1y name risk assessment 
for all proprietaiy names. Sections 2.1, 2.2, and 2.3 identify specific info1mation associated with 
the methodology for the proposed proprietaiy name Milprosa. 
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2.1 SEARCH CRITERIA 

For this review, particular consideration was given to drug names beginning with the letter ‘M’ 
when searching to identify potentially similar drug names, as 75% of the confused drug names 
reported by the USP-ISMP Medication Error Reporting Program involve pairs beginning with 
the same letter.1,2 

To identify drug names that may look similar to Milprosa, the DMEPA staff also considers the 
orthographic appearance of the name on lined and unlined orders.  Specific attributes taken into 
consideration include the length of the name (eight letters), upstrokes (two, capital letter ‘M’ and 
lower case ‘l’), downstrokes (one, lower case ‘p’), cross-strokes (none) and dotted letters (one, 
lower case ‘i’).  Additionally, several letters in Milprosa may be vulnerable to ambiguity when 
scripted (see Appendix B).  As a result, the DMEPA staff also considers these alternate 
appearances when identifying drug names that may look similar to Milprosa.  

When searching to identify potential names that may sound similar to Milprosa, the DMEPA 
staff searches for names with similar number of syllables (3), stresses (MIL-pro-sa or mil-PRO
sa or mil-pro-SA), and placement of vowel and consonant sounds.  The Applicant’s intended 
pronunciation (Mill-PRO-zuh) was also taken into consideration, as it was included in the 
Proprietary Name Review Request.  However, names are often mispronounced and/or spoken 
with regional accents and dialects, so other potential pronunciations of the name are considered.  
Additionally, the DMEPA staff considers that pronunciation of parts of the name can vary (see 
Appendix B). 

2.2 FDA PRESCRIPTION ANALYSIS STUDIES 

In order to evaluate the potential for misinterpretation of the proposed proprietary name in 
handwriting and verbal communication of the name, the following inpatient medication order, 
outpatient and verbal prescriptions were communicated during the FDA prescription studies. 

1 Institute for Safe Medication Practices.   Confused Drug name List (1996-2006).  Available at 
http://www.ismp.org/Tools/confuseddrugnames.pdf 
2 Kondrack, G and Dorr, B.  Automatic Identification of Confusable Drug Names.  Artificial Intelligence in 
Medicine (2005) 
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Figure 1. Milprosa Rx Study (conducted on December 14, 2010) 
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2.3 EXTERNAL PROPRIETARY NAME RISK ASSESSMENT 

For this product, the Applicant submitted an external evaluation of the proposed proprietaiy 
name. The Division of Medication Enor Prevention and Analysis conducts an independent 
analysis and evaluation of the data provided, and responds to the overall findings of the 
assessment. When the external proprieta1y name risk assessment identifies potentially confusing 
names that were not captured in DMEPA's database searches or in the Expe1i Panel Discussion, 
these names ai·e included in the Safety Evaluator's Risk Assessment and analyzed independently 
by the Safety Evaluator to detennine if the potentially confusing name could lead to medication 
enors in usual practice settings. 

After the Safety Evaluator has determined the overall risk associated with proposed name, the 
Safety Evaluator compares the findings of their overall risk assessment with the findings of the 
proprietaiy name risk assessment submitted by the Applicant. The Safety Evaluator then 
determines whether the Division 's risk assessment concurs or differs with the findings. When 
the proprietaiy name risk assessment differs, the Division ofMedication Enor Prevention and 
Analysis provides a detailed explanation of these differences. 

3 RESULTS 

The following sections represent the results from DMEPA's database seai·ches, Expert Panel 
Discussion (EPD), prescription studies, the external study, and the Safety Evaluator Risk 
Assessment. We also sought input from the Division ofReproductive and Urologic Products 
(DRUP) regarding the proprietaiy name. 

3.1 DATABASE AND INFORMATION SOURCES 

The DMEPA database seai·ches yielded a total of 21 names as having some similai·ity to the 
proposed proprietaiy name, Milprosa. 
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the DMEPA Safety Evaluators. 

(b) (4)

Nineteen of the names were thought to look like Milprosa by the DMEPA Safety Evaluators 
(Alesse, Marplan, Melquin, Melquin-3 Topical Solution, Millipred, Milophene, Milpan, 

(b) (4) (b) (4)Mirapex, , Valcyte, ***, Valtropin, Valturna, Vapo-Iso, Vaprisol, ***, Wolfina, 
Zaleplon, Zelapar, and Medipore) 

Two names, *** and Milrinone,  were thought to look and sound similar to Milprosa by 

Additionally, DMEPA did not identify any United States Adopted Names (USAN) stems in the 
proposed proprietary name as of February 1, 2011. 

3.2 CDER EXPERT PANEL DISCUSSION 

The Expert Panel reviewed the pool of names identified by DMEPA Safety Evaluators (See 
Section 3.1 above) and did not identify any additional names thought to have orthographic or 
phonetic similarity to Milprosa.   

DDMAC had no concerns regarding the proposed name from a promotional perspective and did 
not offer any additional comments relating to the proposed name.  

3.3 FDA PRESCRIPTION ANALYSIS STUDIES 

A total of 25 practitioners responded to the prescription analysis studies. Nine practitioners in 
the combined written studies and 2 respondents in the verbal study interpreted the name correctly 
as Milprosa. The remainder of the respondents (n=14) misinterpreted the drug name, primarily 
because lower case letter ‘i’ was misinterpreted as ‘e’, or lower case letter ‘o’ was misinterpreted 
as ‘e’ , or lower case letter ‘a’ was misinterpreted as ‘e’, ‘en’ or ‘er’. In the verbal studies, 
responses were misspelled phonetic variations of the proposed name, Milprosa , with the most 
common variations occurring in the third syllable of the name (‘za’ or ‘sal’ vs ‘sa’) as well as 
capital letter ‘M” being misinterpreted as ‘N’,   See Appendix C for the complete listing of 
interpretations from the verbal and written prescription studies. 

3.4 EXTERNAL STUDY 

The external study submitted by the Applicant found the name acceptable. The Study identified a 
total of 6 drug names that were thought to look or sound similar to Milprosa.  Three of the 6 
names (Milrinone, Myfortic, Prazosin) were thought to sound similar to Milprosa.  The 
remaining three names (Citalopram, Mirapex, Naproxen) were thought to look similar to 
Milprosa. Two names, Mirapex and Milrinone, were previously identified in the database 
searches, thus four names were added to the safety evaluator risk assessment. 

3.5 SAFETY EVALUATOR RISK ASSESSMENT OF PROPOSED PROPRIETARY NAME 

Independent searches by the primary Safety Evaluator did not result in the identification of 
additional names which were thought to look similar to Milprosa and represent a potential source 
of drug name confusion. The name Melquin, which was identified in the database searches, was 
found to be an incomplete/partial proprietary name for the proprietary names Melquin-HP and 

*** This document contains proprietary and confidential information that should not be released to 
the public. 
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Melquin-3. Melquin-3 is the same as Melquin-3 Topical Solution previously identified in the 
databases searches.  Therefore, the two names (Melquin-HP and Melquin-3) were added to our 
analysis. And the names Melquin-3 Topical Solution and Melquin were eliminated from further 
analysis. 

Thus, a total of 25 names were identified for their similarity to Milprosa from the combined 
searches: 19 identified in section 3.1, 4 identified in the external name study in section 3.4, and 2 
identified in the safety evaluator risk assessment in 3.5 above. 

3.6 COMMENTS FROM THE DIVISION OF REPRODUCTIVE AND UROLOGIC PRODUCTS (DRUP) 

3.6.1 Initial Phase of Review 
In response to the OSE October 18, 2010 e-mail, the Division of Reproductive and Urologic 
Products (DRUP) had no objection regarding the proposed proprietary name at the initial phase 
of the review. 

3.6.2 Midpoint of Review 
On January 12, 2011 DMEPA notified the Division of Reproductive and Urologic Products 
(DRUP) via e-mail that we had no objections to the proposed proprietary name Milprosa.  Per e
mail correspondence from DRUP on February 2, 2011 they indicated they have no concerns with 
our assessment of the proposed proprietary name, Milprosa. 

4 DISCUSSION 
Milprosa is the proposed proprietary name for Progesterone Vaginal Ring. This proposed name 
was evaluated from a safety and promotional perspective based on the product characteristics 
provided by the Applicant. We sought input from pertinent disciplines involved with the review 
of this application and considered their comments accordingly.    

4.1 PROMOTIONAL ASSESSMENT 

DDMAC had no concerns regarding the proposed name from a promotional perspective, and did 
not offer any additional comments relating to the proposed name.  DMEPA, and DRUP 
concurred with the findings of DDMAC’s promotional assessment of the proposed name. 

4.2 SAFETY ASSESSMENT 

We evaluated a total of 25 names:  19 of which were identified in Database and Information 
Sources (Section 3.1), 4 identified in the external name study (Section 3.4) and 2 in the safety 
evaluator risk assessment (Section 3.5).  No other aspects of the name are misleading or 
represent a potential source of confusion. 

Seventeen of the 25 names were eliminated for the following reasons: thirteen of the names 
lacked convincing orthographic and/or phonetic similarity to the proposed name Milprosa, one 
name could not be found in commonly used references, one name was not identified as a drug 
name, one name was a discontinued product with no available generics, and one name is not 
approved by the Agency (see Appendices D, E, F, G, and H).  Failure Mode and Effects 
Analysis (FMEA) was then applied to determine if the proposed proprietary name, Milprosa, 
could potentially be confused with the remaining eight names and lead to medication errors. This 
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analysis determined that the name similarity between Milprosa was unlikely to result in 
medication errors with any of the eight products for the reasons presented in Appendices I and J. 

5 CONCLUSIONS AND RECOMMENDATIONS 
The Proprietary Name Risk Assessment findings indicate that the proposed name, Milprosa, is 
not vulnerable to name confusion that could lead to medication errors, nor is it considered 
promotional. Thus, the Division of Medication Error Prevention and Analysis (DMEPA) has no 
objections to the proprietary name, Milprosa, for this product at this time.  

We consider this a final review, however, if any of the proposed product characteristics as stated 
in this review are altered, DMEPA rescinds this finding and the name must be resubmitted for 
review. The conclusions upon re-review are subject to change. The Applicant will be notified via 
letter from DMEPA.  

5.1 COMMENTS TO THE APPLICANT 

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

We consider this a final review, however if the approval of the application is delayed for any 
reason the name will be re-reviewed 90 days prior to the approval of the NDA.  If we find the 
name unacceptable following the re-review, we will notify you. 

Additionally, if any of the proposed product characteristics as stated in this review are altered, 
DMEPA rescinds this finding and the name must be resubmitted for review.  The conclusions 
upon re-review are subject to change. 
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6 REFERENCES 

1. 	 Micromedex Integrated Index (http://csi.micromedex.com) 

Contains a variety of databases covering pharmacology, therapeutics, toxicology and diagnostics.  

2. 	 Phonetic and Orthographic Computer Analysis (POCA) 
As part of the name similarity assessment, proposed names are evaluated via a 
phonetic/orthographic algorithm.  The proposed proprietary name is converted into its phonemic 
representation before it runs through the phonetic algorithm.  Likewise, an orthographic 
algorithm exists which operates in a similar fashion. This is a database which was created for the 
Division of Medication Error Prevention and Analysis, FDA. 

3. 	 Drug Facts and Comparisons, online version, St. Louis, MO 
(http://factsandcomparisons.com) 

Drug Facts and Comparisons is a compendium organized by therapeutic course; contains 
monographs on prescription and OTC drugs, with charts comparing similar products.  

4. 	 FDA Document Archiving, Reporting & Regulatory Tracking System [DARRTS]  
DARRTS is a government database used to organize Applicant and Sponsor submissions as well 
as to store and organize assignments, reviews, and communications from the review divisions.    

5. Division of Medication Errors Prevention and Analysis proprietary name consultation 
requests 
This is a list of proposed and pending names that is generated by the Division of Medication 
Error Prevention and Analysis from the Access database/tracking system. 

6. 	Drugs@FDA (http://www.accessdata.fda.gov/scripts/cder/drugsatfda/index.cfm) 

Drugs@FDA contains most of the drug products approved 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, generic drugs, therapeutic biological products, prescription and over-the-counter human 
drugs and discontinued drugs and “Chemical Type 6” approvals. 

7. 	 Electronic online version of the FDA Orange Book 
(http://www.fda.gov/cder/ob/default.htm) 

Provides a compilation of approved drug products with therapeutic equivalence evaluations. 

8. 	 U.S. Patent and Trademark Office (http://www.uspto.gov) 

Provides information regarding patent and trademarks. 
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9. 	 Clinical Pharmacology Online (www.clinicalpharmacology-ip.com) 

Contains full monographs for the most common drugs in clinical use, plus mini monographs 
covering investigational, less common, combination, nutraceutical and nutritional products. 
Provides a keyword search engine. 

10. 	 Data provided by Thomson & Thomson’s SAEGIS ™ Online Service, available at 
(www.thomson-thomson.com) 

The Pharma In-Use Search database contains over 400,000 unique pharmaceutical trademarks 
and trade names that are used in about 50 countries worldwide. The data is provided under 
license by IMS HEALTH.   

11. 	 Natural Medicines Comprehensive Databases (www.naturaldatabase.com) 

Contains up-to-date clinical data on the natural medicines, herbal medicines, and dietary 
supplements used in the western world.  

12. 	Stat!Ref (www.statref.com) 

Contains full-text information from approximately 30 texts. Includes tables and references. 
Among the database titles are: Handbook of Adverse Drug Interactions, Rudolphs Pediatrics, 
Basic Clinical Pharmacology and Dictionary of Medical Acronyms Abbreviations. 

13. 	USAN Stems (http://www.ama-assn.org/ama/pub/category/4782.html) 
List contains all the recognized USAN stems.   

14. 	 Red Book Pharmacy’s Fundamental Reference 
Contains prices and product information for prescription, over-the-counter drugs, medical 
devices, and accessories. 

15. 	Lexi-Comp (www.lexi.com) 

A web-based searchable version of the Drug Information Handbook.  

16. 	Medical Abbreviations Book 
Contains commonly used medical abbreviations and their definitions. 
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APPENDICES 

Appendix A: 
FDA’s Proprietary Name Risk Assessment considers the potential for confusion between the proposed 
proprietary name and the proprietary and established names of drug products existing in the 
marketplace and those pending IND, NDA, BLA, and ANDA products currently under review by the 
Center. 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. 5 

For the proposed proprietary name, DMEPA staff search a standard set of databases and information 
sources to identify names with orthographic and phonetic similarity and hold a Center for Drug 
Evaluation and Research (CDER) Expert Panel discussion to gather professional opinions on the 
safety of the proposed proprietary name.  DMEPA staff also conducts internal CDER prescription 
analysis studies. When provided, DMEPA considers external prescription analysis study results and 
incorporate into the overall risk assessment.   

The Safety Evaluator assigned to the Proprietary Name Risk Assessment is responsible for 
considering the collective findings, and provides an overall risk assessment of the proposed 
proprietary name.  DMEPA bases the overall risk assessment on the findings of a Failure Mode and 
Effects Analysis (FMEA) of the proprietary name, and focuses on the avoidance of medication errors.   

FMEA is a systematic tool for evaluating a process and identifying where and how it might fail. 6 

DMEPA uses FMEA to analyze whether the drug names identified with orthographic or phonetic 
similarity to the proposed proprietary name could cause confusion that subsequently leads to 
medication errors in the clinical setting.  DMEPA uses the clinical expertise of its staff to anticipate 
the conditions of the clinical setting where the product is likely to be used based on the characteristics 
of the proposed product. 

In addition, the product characteristics provide the context for the verbal and written communication 
of the drug names and can interact with the orthographic and phonetic attributes of the names to 
increase the risk of confusion when there is overlap or, in some instances, decrease the risk of 
confusion by helping to differentiate the products through dissimilarity.  Accordingly, the DMEPA 
staff considers the product characteristics associated with the proposed drug throughout the risk 
assessment because the product characteristics of the proposed may provide a context for 
communication of the drug name and ultimately determine the use of the product in the usual clinical 
practice setting.   

Typical product characteristics considered when identifying drug names that could potentially be 
confused with the proposed proprietary name include, but are not limited to; established name of the 
proposed product, proposed indication of use, dosage form, route of administration, strength, unit of 
measure, dosage units, recommended dose, typical quantity or volume, frequency of administration, 
product packaging, storage conditions, patient population, and prescriber population.  Because drug 
name confusion can occur at any point in the medication use process, DMEPA staff considers the 

5 National Coordinating Council for Medication Error Reporting and Prevention.  

http://www.nccmerp.org/aboutMedErrors.html. Last accessed 10/11/2007. 

6 Institute for Healthcare Improvement (IHI).  Failure Modes and Effects Analysis.  Boston. IHI:2004.  
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potential for confusion throughout the entire U.S. medication use process, including drug 
procurement, prescribing and ordering, dispensing, administration, and monitoring the impact of the 
medication.7  DMEPA provides the product characteristics considered for this review in section one.   

The Division of Medication Error Prevention and Analysis considers the spelling of the name, 
pronunciation of the name when spoken, and appearance of the name when scripted.  DMEPA also 
compares the spelling of the proposed proprietary name with the proprietary and established name of 
existing and proposed drug products because similarly in spelled names may have greater likelihood to 
sound similar to one another when spoken or look similar to one another when scripted.  DMEPA staff 
also examines the orthographic appearance of the proposed name using a number of different handwriting 
samples.  Handwritten communication of drug names has a long-standing association with drug name 
confusion.  Handwriting can cause similarly and even dissimilarly spelled drug name pairs to appear very 
similar to one another.  The similar appearance of drug names when scripted has led to medication errors.  
The DMEPA staff applies expertise gained from root-cause analysis of such medication errors to identify 
sources of ambiguity within the name that could be introduced when scripting (e.g.,“T” may look like “F,” 
lower case ‘a’ looks like a lower case ‘u,’ etc).  Additionally, other orthographic attributes that determine 
the overall appearance of the drug name when scripted (see Table 1 below for details).  In addition, the 
DMEPA staff compares the pronunciation of the proposed proprietary name with the pronunciation of 
other drug names because verbal communication of medication names is common in clinical settings.  If 
provided, DMEPA will consider the Applicant’s intended pronunciation of the proprietary name.  
However, DMEPA also considers a variety of pronunciations that could occur in the English language 
because the Applicant has little control over how the name will be spoken in clinical practice.  

Table 1.  Criteria used to identify drug names that look- or sound-similar to a proposed proprietary 
name. 

Type of 
similarity 

Considerations when searching the databases 

Potential causes 
of drug name 

similarity 

Attributes examined to  identify 
similar drug names 

Potential Effects 

Similar spelling Identical prefix 
Identical infix 
Identical suffix 
Length of the name 
Overlapping product characteristics 

• Names may appear similar in print or 
electronic media and lead to drug name 
confusion in printed or electronic 
communication 

• Names may look similar when scripted 
and lead to drug name confusion in 
written communication 

Look
alike 

Orthographic 
similarity 

Similar spelling 
Length of the name 
Upstrokes 
Down strokes 
Cross-stokes 
Dotted letters 
Ambiguity introduced by scripting 

• Names may look similar when 
scripted, and lead to drug name 
confusion in written communication 

7 Institute of Medicine.  Preventing Medication Errors.  The National Academies Press:  Washington DC.  2006.  
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letters 
Overlapping product characteristics 

Sound-
alike 

Phonetic similarity  Identical prefix 
Identical infix 
Identical suffix 
Number of syllables 
Stresses 

• Names may sound similar when 
pronounced and lead to drug name 
confusion in verbal communication 

Placement of vowel sounds 
Placement of consonant sounds 
Overlapping product characteristics 

Lastly, the DMEPA staff also considers the potential for the proposed proprietary name to 
inadvertently function as a source of error for reasons other than name confusion.  Post-marketing 
experience has demonstrated that proprietary names (or components of the proprietary name) can be a 
source of error in a variety of ways. Consequently, DMEPA considers and evaluates these broader 
safety implications of the name throughout this assessment and the medication error staff provides 
additional comments related to the safety of the proposed proprietary name or product based on 
professional experience with medication errors.   

1. Database and Information Sources 
DMEPA staff conducts searches of the internet, several standard published drug product reference 
texts, and FDA databases to identify existing and proposed drug names that may sound-alike or look
alike to the proposed proprietary name using the criteria outlined in Section 2.1.  Section 6 provides a 
standard description of the databases used in the searches.  To complement the process, the DMEPA 
staff use a computerized method of identifying phonetic and orthographic similarity between 
medication names.  The program, Phonetic and Orthographic Computer Analysis (POCA), uses 
complex algorithms to select a list of names from a database that have some similarity (phonetic, 
orthographic, or both) to the trademark being evaluated.  Lastly, the DMEPA staff review the USAN 
stem list to determine if any USAN stems are present within the proprietary name.  The individual 
findings of multiple safety evaluators are pooled and presented to the CDER Expert Panel.    

2. CDER Expert Panel Discussion 
DMEPA conducts an Expert Panel Discussion to gather CDER professional opinions on the safety of 
the proposed product and the proposed proprietary name.  The Expert Panel is composed of Division 
of Medication Errors Prevention (DMEPA) staff and representatives from the Division of Drug 
Marketing, Advertising, and Communications (DDMAC).  The Expert Panel also discusses potential 
concerns regarding drug marketing and promotion related to the proposed names.  

The primary Safety Evaluator presents the pooled results of the DMEPA staff to the Expert Panel for 
consideration. Based on the clinical and professional experiences of the Expert Panel members, the 
Panel may recommend the addition of names, additional searches by the primary Safety Evaluator to 
supplement the pooled results, or general advice to consider when reviewing the proposed proprietary 
name. 
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3. FDA Prescription Analysis Studies 
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 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 the 123 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 send their interpretations of the orders 
via e-mail to DMEPA.   

4. Comments from the OND review Division or Generic drugs 

DMEPA requests the Office of New Drugs (OND) or Office of Generic Drugs (OGD) Regulatory 
Division responsible for the application for their comments or concerns with the proposed proprietary 
name and 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 DDMAC’s decision on the name.  The primary Safety Evaluator addresses any 
comments or concerns in the safety evaluator’s assessment. 

The OND or 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 concur/not concur with DMEPA’s final 
decision. 

5. Safety Evaluator Risk Assessment of the Proposed Proprietary Name 
The primary Safety Evaluator applies his/her individual expertise gained from evaluating medication 
errors reported to FDA, conducts a Failure Mode and Effects Analysis, and provides an overall risk 
assessment of name confusion.  Failure Mode and Effects Analysis (FMEA) is a systematic tool for 
evaluating a process and identifying where and how it might fail.8   When applying FMEA to assess 
the risk of a proposed proprietary name, DMEPA seeks to evaluate the potential for a proposed 
proprietary name to be confused with another drug name because of name confusion and, thereby, 
cause errors to occur in the medication use system.  FMEA capitalizes on the predictable and 
preventable nature of medication errors associated with drug name confusion.  FMEA allows the 
Agency to identify the potential for medication errors due to orthographically or phonetically similar 

8 Institute for Healthcare Improvement (IHI).  Failure Mode and Effects Analysis.  Boston. IHI:2004.  
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drug names prior to approval, where actions to overcome these issues are easier and more effective 
than remedies available in the post-approval phase.  

In order to perform an FMEA of the proposed name, the primary Safety Evaluator must analyze the 
use of the product at all points in the medication use system.  Because the proposed product is has not 
been marketed, the primary Safety Evaluator anticipates the use of the product in the usual practice 
settings by considering the clinical and product characteristics listed in Section one.  The Safety 
Evaluator then analyzes the proposed proprietary name in the context of the usual practice setting and 
works to identify potential failure modes and the effects associated with the failure modes.  

In the initial stage of the Risk Assessment, the Safety Evaluator compares the proposed proprietary 
name to all of the names gathered from the above searches, Expert Panel Discussion, and prescription 
studies, external studies, and identifies potential failure modes by asking:  

“Is the proposed proprietary name convincingly similar to another drug name, which may 
cause practitioners to become confused at any point in the usual practice setting?”   

An affirmative answer indicates a failure mode and represents a potential for the proposed proprietary 
name to be confused with another proprietary or established drug name because of look- or sound-
alike similarity.  If the answer to the question is no, the Safety Evaluator is not convinced that the 
names posses similarity that would cause confusion at any point in the medication use system, thus 
the name is eliminated from further review.     

In the second stage of the Risk Assessment, the primary Safety Evaluator evaluates all potential 
failure modes to determine the likely effect of the drug name confusion, by asking:  

“Could the confusion of the drug names conceivably result in medication errors in the 
usual practice setting?” 

The answer to this question is a central component of the Safety Evaluator’s overall risk assessment 
of the proprietary name.  If the Safety Evaluator determines through FMEA that the name similarity 
would not ultimately be a source of medication errors in the usual practice setting, the primary Safety 
Evaluator eliminates the name from further analysis.  However, if the Safety Evaluator determines 
through FMEA that the name similarity could ultimately cause medication errors in the usual practice 
setting, the Safety Evaluator will then recommend the use of an alternate proprietary name.   

DMEPA will object to the use of proposed proprietary name when the primary Safety Evaluator 
identifies one or more of the following conditions in the Risk Assessment:   

1.	 DDMAC finds the proposed proprietary name misleading from a promotional perspective, and the 
Review Division concurs with DDMAC’s findings.  The Federal Food, Drug, and Cosmetic 
Act provides that labeling or advertising can misbrand a product if misleading representations are 
made or suggested by statement, word, design, device, or any combination thereof,  whether 
through a PROPRIETARY name or otherwise [21 U.S.C 321(n); See also 21 U.S.C. 352(a) & 
(n)]. 

2.	 DMEPA identifies that the proposed proprietary name is misleading because of similarity in 
spelling or pronunciation to another proprietary or established name of a different drug or 
ingredient [CFR 201.10.(C)(5)]. 

3.	 FMEA identifies the potential for confusion between the proposed proprietary name and other 
proprietary or established drug name(s), and demonstrates that medication errors are likely to 
result from the drug name confusion under the conditions of usual clinical practice.   
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4.	 The proposed proprietary name contains an USAN (United States Adopted Names) stem.   

5.	 DMEPA identifies a potential source of medication error within the proposed proprietary name.  
For example, the proprietary name may be misleading or, inadvertently, introduce ambiguity and 
confusion that leads to errors.  Such errors may not necessarily involve confusion between the 
proposed drug and another drug product. 

If DMEPA objects to a proposed proprietary name on the basis that drug name confusion could lead 
to medication errors, the primary Safety Evaluator uses the FMEA process to identify strategies to 
reduce the risk of medication errors.  DMEPA is likely to recommend that the Applicant select an 
alternative proprietary name and submit the alternate name to the Agency for DMEPA to review.  
However, in rare instances FMEA may identify plausible strategies that could reduce the risk of 
medication error of the currently proposed name. In that instance, DMEPA may be able to provide the 
Applicant with recommendations that reduce or eliminate the potential for error and, thereby, would 
render the proposed name acceptable.  

In the event that DMEPA objects to the use of the proposed proprietary name, based upon the 
potential for confusion with another proposed (but not yet approved) proprietary name, DMEPA will 
provide a contingency objection based on the date of approval.  Whichever product, the Agency 
approves first has the right to use the proprietary name, while DMEPA will recommend that the 
second product to reach approval seek an alternative name. 

The threshold set for objection to the proposed proprietary name may seem low to the Applicant.  
However, the safety concerns set forth in criteria a through e are supported either by FDA regulation 
or by external healthcare authorities, including the Institute of Medicine (IOM), World Health 
Organization (WHO), Joint Commission on Accreditation of Hospitals (JCOAH), and the Institute for 
Safe Medication Practices (ISMP). These organizations have examined medication errors resulting 
from look- or sound-alike drug names and called for regulatory authorities to address the issue prior to 
approval. Additionally, DMEPA contends that the threshold set for the Proprietary Name Risk 
Assessment is reasonable because proprietary drug name confusion is a predictable and a preventable 
source of medication error that, in many instances, the Agency and/or Applicant can identify and 
rectify prior to approval to avoid patient harm.   

Furthermore, post-marketing experience has demonstrated that medication errors resulting from drug 
name confusion are notoriously difficult to rectify post-approval.  Educational and other post-approval 
efforts are low-leverage strategies that have had limited effectiveness at alleviating medication errors 
involving drug name confusion.  Applicants have undertaken higher-leverage strategies, such as drug 
name changes, in the past but at great financial cost to the Applicant and at the expense of the public 
welfare, not to mention the Agency’s credibility as the authority responsible for approving the error-
prone proprietary name.  Moreover, even after Applicants’ have changed a product’s proprietary name 
in the post-approval phase, it is difficult to eradicate the original proprietary name from practitioners’ 
vocabulary, and as a result, the Agency has continued to receive reports of drug name confusion long 
after a name change in some instances.  Therefore, DMEPA believes that post-approval efforts at 
reducing name confusion errors should be reserved for those cases in which the potential for name 
confusion could not be predicted prior to approval (see Section 4 for limitations of the process).   
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Appendix B: Letters with possible 01ihographic or phonetic misinte1p retation 

Letters in Name, Scripted may appear as Spoken may be interpreted as 

Milprosa 

Capital ' M' N, V, U, W, Z N 

lower case ' i' c, e, 1 any vowel 

lower case 'l' d, e, r, b -----
lower case 'p ' g , z, Y, Q, i b 

lower case 'r ' n,s, e, v ' ra' misinterpreted as 'ah' 

lower case 'o' any vowel any vowel 

lower case 's ' a, c, n, r, g x 

lower case 'a' any vowel any vowel 

Appendix C: FDA Prescription Study Responses (conducted December 14, 2010). 

Written Outpatient Written Inpatient Verbal Prescription 

Milprese Milprosa Melprosa 

Milprese Milprosa Milproza 

Milprese Melprosa Milprosa 

Milpresen Milprosa Milprosal 

Milpresa Milprosa Milprosa 

Milorese Milorosa Naloroza 

Milpreser Milprosa 

Milprese Milprosa 

Milprese Milprosa 

Milprosa 

Reference ID: 2900143 
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Appendix D: Names Lacking Orthographic and/or Phonetic Similarity. 

Name Similarity to Milprosa 

Alesse Look 

Citalopram ( (bl \4l Look 

Mirapex Look 

Myfo1tic ~ (b)(41 Sound 

Prazosin ( (bf(4J
1 Sound 

Naproxen ~ (b)\.41 Look 

Valcyte Look 

l (b)(41*** Look 

Valtropin Look 

Valtuma Look 

Vapo-Iso Look 

Vaprisol Look 

r (b)(4l*** Look 

Appendix E: Names not found in commonly used references 

Proprietary Name 

Mil pan 

Similarity to Milprosa 

Look 

Reason 

Name identified in Facts and Comparison 
without product characteristics. Name could 
not be found in commonly used references 

(RedBook, Drngs@FDA, Clinical 
Pha1macology, Facts and Comparison, 

MicroMedex, LexiComp 

••• This document contains proprieta1y and confidential infonnation that should not be released to the public 
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Appendix F: Proprieta1y names not identified as dmg names 

Prop1ietary 
Name 

Similarity to 
Milorosa 

Reason for Discard 

Medi pore Look Identified as family name for a line 
ofmedical tapes, dressings and pre
cut pads. 

A.nnen d. IX G D'1scontmue pro ucts wit ' h no ava1 a ·1 bl e genen csd d 

Prop1ietary Active Ingredient Similarity 
Name to 

Milprosa 

Wolfina Rauwolfia Serpentina Root Look 

Appendix H: Proprieta1y names not approved by the Agency 

Prop1ietary 
Name 

Similarity to 
M ilprosa 

Reason for Discard 

l (b)l41··· Look and Sound Approved under the established 
name; Naltrexone Hydrochloride 
Name found unacceptable by 
DMEPA in OSE RCM -C- <bH4~ . 

••• This document contains proprieta1y and confidential infonnation that should not be released to the public 
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Appendix I: Products with multiple differentiating characteristics 

Product name 
with potential for 

confusion 

Simila ii 
ty to 

Milpros 
a 

Strength/Dosage 
Form 

Usual Dose 

(if applicable) 

DilTerentiating Product 
Characteristics and 

Orthographic DilTerences 

Milprosa NIA Vaginal ring: One ring 

(Progesterone) 
(b)
<4) gm 

(Delivers 11 mg per 
day) 

inserted 
vaginally 
starting the day 
after oocyte 
retrieval and 
replaced weekly, 
continuing for 
up to 10 weeks 
total duration. 

Milophene Look Tablet: 50 mg Treatment of Dosage form (vaginal ring vs. 

( Clomiphene) infert ility in 
women: 50 mg to 

tablet) 
-Route of administration 

Discontinued with 100 mg once (vaginal vs. oral) 
available generics daily x 5 days -Frequency ofadministration 

Treatment of 
infert ility in men: 

(once weekly vs once daily; once 
every other day) 

25 mg once daily Usage data suggests 
x 25 days or 25 prescriptions are not written 
mg every other using the name Milophene 
day. 

Mikinone Look 
and 
Sound 

Injectable: 

Pre-mix: 
20 mg/100 mL 
40 mg/200 mL 

Vials: 
(1 mg/mL):10 mL, 
20 mL, 50mL 

Loading dose: 
50 mcg/kg over 
10 min; 

Maintenance 
infusion rate: 
0.375 
mcg/kg/min to 
0.75 mcg/kg/min 

Dosage form (vaginal ring vs. 
injectable) 
-Route of administration 
(vaginal vs. intravenous) 
-Strengths (single vs multiple) 
-Frequency ofadministration 
(once weekly vs continuous 
infusion) 

Adjust infusion 
rate according to 
hemodynamic 
and clinical 
response 
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Marplan 

(Isocarboxazid) 

Look Tablet: 10 mg 10 mg twice daily 

Maximum daily 
dose 60 mg per 
day in two to four 
divided doses 

Dosage form (vaginal ring vs. 
tablet) 
-Route of administration 
(vaginal vs. oral) 
-Frequency of administration 
(once weekly vs two or four 
times daily) 

Zaleplon Look Tablets: 5 mg, 10 mg 10 mg at bedtime 

Maximum dose: 
20 mg 

Dosage form (vaginal ring vs. 
tablet) 
-Route of administration 
(vaginal vs. oral) 
-Strength (single vs multiple)    
-Frequency of administration 
(once weekly vs once daily at 
bedtime) 

Zelapar Look Orally Disintegrating 1.25 mg or 2.5 Dosage form (vaginal ring vs. 

(Selegiline) Tablet: 1.25 mg mg once daily in 
the morning 

tablet) 
-Route of administration 
(vaginal vs. oral) 
-Frequency of administration 
(once weekly vs once daily) 

Orthographic differences: 
-both names contain the letters 
‘l’ and ‘p’ in similar positions, 
however the letter ‘a’ between 
the letters ‘l’ and ‘p’ in Zelapar 
adds a visual difference when 
compared to Milprosa. 

Preliminary usage data indicates 
the signatura Use as directed is 
not used in prescribing Zelapar. 

Millipred Look Tablet: 5 mg Individualized Dosage form (vaginal ring vs. 

(Prednisolone 
sodium phosphate) 

Oral solution: 
10 mg/5 mL 

dosing based on 
the specific 
disease entity 

tablet, oral solution) 
-Route of administration 
(vaginal vs. oral) 

being treated -Frequency of administration 

Adults: 
5 mg to 60 mg 

(once weekly vs once daily,three 
or four divided doses) 

per day Orthographic differences: 

Pediatrics: -the letter string ‘li’ in Millipred 
0.14 mg/kg/day visually differentiates the two 
to names 
2 mg/kg/day -Millipred ends with an upstroke 

letter ‘d’ which helps to visually 
differentiate the two names. 
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Appendix J: Potential confusing names with orthographic differences which minimize potential for 
confusion 

Proposed Name: Dosage Form/Strength: Usual Dose: 

Milprosa 
Vaginal ring: 
<bJ<4fgm One ring inserted vaginally starting the day 

(Progesterone) (Delivers 11 mg per 
day) 

after oocyte retrieval and replaced weekly, 
continuing for up to 10 weeks total 
duration. 

Failure Mode: Name confusion Causes (could be multiple) Effects 

Melquin-3 01thographic similarities: Differing product characteristics will 
MelquinHP 

(Hydroquinone) 
Similarity of root names 
(Milprosa vs Melquin) 

minimize the likelihood ofmedication enors 
in usual practice settings. 

Rationale: 

Melquin-3 or Melquin-3 Topical 
Solution 
3% Topical Solution-30 mL 

-length ofname 
8 letters vs 7 letters 
-similar letter strings 
(Milp VS Melq) 

DMEPA notes 01t hographic and product 
similarities exist between the three products 
(Milprosa, Melquin-3 , Melquin-HP) in the 
event that the modifiers (i.e., "3" or "HP") are 

MelquinHP dropped in addition to using the signatura 
4% Topical Cream- 14.2 gm or -Potential for the use of "Use as directed" for written prescriptions. 
28.4 gm 

Indication: 
Treatment oflentigines (freckles) 
and/or other minor 
hype1pigmented skin conditions. 

the directive 'Use as 
directed" to be used for 
either product. 
-Similarity in Dispense 
Quantity (#1), which 
could be inte1preted as "1 
box" or "1 tube"/ "1 

However, Melquin alone does not exist, 
Meqluin-3 and Melquin HP are supplied in 
different strengths and dosage fo1ms. 
Melquin-3 is supplied as a 3% Topical 
Solution and Melquin HP is supplied as a 4% 
Topical Cream. 

Gradual treatment of ultraviolet- bottle) In the event that the modifiers are dropped and 
induced dyschromia and -Similarity of root names the signature "Use as directed" is used, a 
discoloration resulting from if modifier dropped prescriber would need to specify a strength 
pregnancy, ho1mone replacement (3% vs 4%) or a dosage fo1m (solution vs 
therapy, skin trauma, or the use of cream) on a prescription. 
oral contraceptives 

Since there is no numerical overlap of 
Apply to affected area twice daily strengths or overlap in dosage fo1ms among 

the three products (Milprosa, Melquin-3, 
Melquin-HP), the risk of confusion among 
these three products is minimized. 
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Department of Health and Human Services 
Public Health Service 
Food and Drug Administration 
Center for Drug Evaluation and Research 
Office of Surveillance and Epidemiology 

Date: 	 August 5, 2010 

To: 	 Scott Monroe, MD, Director
 
Division of Reproductive and Urologic Drug Products
 

Carlos M Mena-Grillasca, RPh, Team Leader 
Through: Denise Toyer, PharmD, Deputy Director
 
Division of Medication Error Prevention and Analysis (DMEPA) 


From: L. Shenee’ Toombs, PharmD, Safety Evaluator 
Division of Medication Error Prevention and Analysis (DMEPA) 

Subject: Proprietary Name Review  

Drug Name(s): (Progesterone) Vaginal Ring
 (b) (4)

11 mg/day
 

Application Type/Number: NDA 201110 


Applicant: Teva
 

OSE RCM #: 2010-1023 


*** This document contains proprietary and confidential information that should not be 
released to the public.*** 
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signature. 

/s/ 

Latoya S TOOMBS 
08/05/2010 

CARLOS M MENA-GRILLASCA 
08/05/2010 

DENISE P TOYER 
08/05/2010 
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	1 
	INTRODUCTION 
	This review evaluates the proposed proprietaiy name, Milprosa, from a safety and misbranding perspective. The sources and methods used to evaluate the proposed proprietaiy name are outlined in the reference section and Appendix A respectively. Fening Phaimaceuticals Inc. submitted an external name study, conducted by Ml) for this proposed proprietaiy name. 
	4

	1.1 REGULATORY HISTORY 
	(bJ<a***, for review. However, DMEPA objected to the name <bH*** due to similai·ity in spelling with the marketed name, <bl <r The Applicant submitted a second proposed proprietaiy name, (b><***, which was withdrawn by the Applicant on December 9, 2010 following a T-con (held December 7, 2010) with DMEPA. 
	The Applicant initially submitted the proposed proprietaiy name, 
	41
	41
	4
	41

	DMEP A previously reviewed the proposed proprietaiy name, Milprosa, and found it to be However, NDA 201110 received a Complete Response (CR) action on Febmaiy 28, 2011. In their response to the CR on Febmaiy 25, 2016, Fening Phaimaceuticals (the new owner ofthis NDA) requested we re-review ofthis name. Thus, Fening Phannaceuticals Inc. re-submitted the proposed proprietaiy name, Milprosa on April 7, 2016 and we found the name conditionally acceptableb. However, NDA 201110 received a CR action November 23, 2
	conditionally acceptable (OSE Review# 2010-2696 dated Febmaiy 2, 2011).
	3 

	Thus, the proposed proprietaiy name, Milprosa, was re-submitted with the class 2 re-submission on October 29, 2019. 
	1.2 PRODUCT INFORMATION 
	The following product info1mation is provided in the proprietaiy name submission received on October 29, 2019. 
	• .
	• .
	• .
	Intended Pronunciation: mil-proh-suh 

	• .
	• .
	Active Ingredient: progesterone 

	• .
	• .
	Indication ofUse: suppo1i emb1yo implantation and eai·ly pregnancy by supplementation ofcorpus luteal function as paii ofan Assisted Reproductive Technology (ART) treatment program for infe1iile women 

	• .
	• .
	Route ofAdministration: vaginal 

	• .
	• .
	Dosage Fonn: ring 

	• .
	• .
	Strength: 11 mg per day 


	•Toombs, L. Proprietary Name Review for Milprosa (NDA 201110). Silver Spring (MD): FDA, CDER, OSE, DMEPA (US); 2011 FEB02. RCM #2010-2696. 
	b Baugh, D. Proprietaiy Name Review for Milprosa (NDA 201110). Silver Spring (MD): FDA, CDER, OSE, DMEPA (US); 2016 JUN 03. Panorama No. 2016-7400458. 
	. Dose and Frequency: one ring inserted vaginally every week starting the day after oocyte retrieval.  The ring is replaced every week for up to 10 weeks 
	. How Supplied: each ring is packaged individually in a sealed foil pouch; one carton contains 2 pouches 
	. Storage: 20°C to 25°C (68°F to 77°F); excursions permitted from 15°C to 30°C (59°F to 86°F) 
	2 RESULTS 
	The following sections provide information obtained and considered in the overall evaluation of the proposed proprietary name, Milprosa.  
	2.1 MISBRANDING ASSESSMENT 
	The Office of Prescription Drug Promotion (OPDP) determined that Milprosa would not misbrand the proposed product.  The Division of Medication Error Prevention and Analysis (DMEPA) and the Division of Bone, Reproductive and Urologic Products (DBRUP) concurred with the findings of OPDP’s assessment for Milprosa. 
	2.2 SAFETY ASSESSMENT 
	The following aspects were considered in the safety evaluation of the proposed proprietary name, Milprosa. 
	2.2.1 United States Adopted Names (USAN) Search 
	c
	1F . 
	There is no USAN stem present in the proposed proprietary name

	2.2.2 Components of the Proposed Proprietary Name 
	Ferring Pharmaceuticals Inc. did not provide a derivation or intended meaning for the proposed proprietary name, Milprosa, in their submission. 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 Comments from Other Review Disciplines at Initial Review 
	In response to the OSE, November 19, 2019 e-mail, the Division of Bone, Reproductive and Urologic Products (DBRUP) did not forward any comments or concerns relating to Milprosa at the initial phase of the review.   
	2.2.4 FDA Name Simulation Studies 
	Eighty-eight practitioners participated in DMEPA’s prescription studies for Milprosa.  The responses did not overlap with any currently marketed products nor did the responses sound or 
	 USAN stem search conducted on November 21, 2019. 
	c

	look similar to any currently marketed products or any products in the pipeline.  Appendix B contains the results from the verbal and written prescription studies. 
	2.2.5. Phonetic and Orthographic Computer Analysis (POCA) Search Results 
	Our POCA search identified 107 names with the combined score of ≥55% or individual orthographic or phonetic score of ≥70%. We had identified and evaluated some of the names in our previous proprietary name review. We re-evaluated the previously identified names of concern considering any lessons learned from recent post-marketing experience, which may have altered our previous conclusion regarding the acceptability of the name. We note that none of the product characteristics have changed and we agree with 
	d
	e 

	2.2.6. Names Retrieved for Review Organized by Name Pair Similarity 
	Table 1 lists the number of names retrieved from our POCA search and the 
	 external study. These name pairs are organized as highly similar, moderately similar or low similarity for further evaluation. 
	Figure

	2.2.7. Safety Analysis of Names with Potential Orthographic, Spelling, and Phonetic .Similarities .
	Our analysis of the 86 names contained in Table 1 determined none of the names will pose a risk for confusion with Milprosa as described in Appendices C through H. 
	 POCA search conducted on November 21, 2019 in version 4.3. 
	d

	 The POCA program algorithm has been revised to place more emphasis on the similarity that occurs at the beginning of the name, on exact letter matches, and also to emphasize where names share letters that are not consecutive. 
	e

	2.2.8 Communication of DMEPA’s Analysis at Midpoint of Review 
	DMEPA communicated our findings to the Division of Bone, Reproductive and Urologic Products (DBRUP) via e-mail on January 15, 2020.  At that time, we also requested additional information or concerns that could inform our review.  Per e-mail correspondence from the Division of Bone, Reproductive and Urologic Products (DBRUP) on January 16, 2020, they stated no additional concerns with the proposed proprietary name, Milprosa. 
	3 
	3 
	CONCLUSION 

	The proposed proprietary name, Milprosa, is acceptable. 
	If you have any questions or need clarifications, please contact Mammah Borbor, OSE Project Manager, at 301-796-7731. 
	3.1 COMMENTS TO FERRING PHARMACEUTICALS INC. 
	We have completed our review of the proposed proprietary name, Milprosa, and have concluded that this name is acceptable. 
	If any of the proposed product characteristics as stated in your submission, received on October 29, 2019, are altered prior to approval of the marketing application, the name must be resubmitted for review.  
	4 
	REFERENCES 
	1. .USAN Stems () 
	https://www.ama-assn.org/about/united-states-adopted-names-approved-stems
	https://www.ama-assn.org/about/united-states-adopted-names-approved-stems


	USAN Stems List contains all the recognized USAN 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-thecounter human drugs; and discontinued drugs (see Drugs @ FDA Glossary of Terms, available at ). 
	http://www.fda.gov/Drugs/InformationOnDrugs/ucm079436.htm#ther biological
	http://www.fda.gov/Drugs/InformationOnDrugs/ucm079436.htm#ther biological


	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
	http://www.nlm.nih.gov/research/umls/rxnorm/overview.html


	Division of Medication Errors Prevention and Analysis proprietary name consultation requests 
	This is a list of proposed and pending names that is generated by the Division of Medication Error Prevention and Analysis from the Access database/tracking system. 
	APPENDICES 
	Appendix A 
	FDA’s Proprietary Name Risk Assessment evaluates proposed proprietary names for misbranding and safety concerns.  
	1.. 
	1.. 
	1.. 
	Misbranding Assessment: For prescription drug products, OPDP assesses the name for misbranding concerns. For over-the-counter (OTC) drug products, the misbranding assessment of the proposed name is conducted by DNDP. OPDP or DNDP evaluates proposed proprietary names to determine if the name is false or misleading, such as by making misrepresentations with respect to safety or efficacy.  For example, a fanciful proprietary name may misbrand a product by suggesting that it has some unique effectiveness or com

	2.. 
	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 us
	f
	consumer. 
	F 
	 National Coordinating Council for Medication Error Reporting and Prevention.  . Last accessed 10/11/2007. 
	f
	http://www nccmerp.org/aboutMedErrors html
	http://www nccmerp.org/aboutMedErrors html


	6 
	*Table 2- Prescreening Checklist for Proposed Proprietary Name 
	b.. Phonetic and Orthographic Computer Analysis (POCA): Following the preliminary screening of the proposed proprietary name, DMEPA staff evaluates the proposed name against potentially similar names.  In order to identify names with potential similarity to the proposed proprietary name, DMEPA enters the proposed proprietary name in POCA and queries the name against the following drug reference databases, Drugs@fda, CernerRxNorm, and names in the review pipeline using a 55% threshold in POCA.  DMEPA reviews
	•. 
	•. 
	•. 
	Highly similar pair: combined match percentage score ≥70%. 

	•. 
	•. 
	Moderately similar pair: combined match percentage score ≥55% to ≤ 69%. 

	•. 
	•. 
	Low similarity: combined match percentage score ≤54%. 


	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. The intent of these checklists is to increase the transparency and predictability of the safety determination of whether a proposed name is vulnerable to confusion from a look-alike or sound-alike perspective.  Each bullet
	risk of a medication error, including product differences such as strength and dose.  Thus, proposed proprietary names that have a combined score of ≥ 70 percent are at risk for a look-alike sound-alike confusion which is an area of concern (See Table 3). 
	. Moderately similar names are further evaluated to identify the presence of attributes that are known to cause name confusion. 
	Name attributes:  We note that the beginning of the drug name plays a significant role in contributing to confusion. Additionally, drug name pairs that start with the same first letter and contain a shared letter string of at least 3 letters in both names are major contributing factor in the confusion of drug names. We evaluate all moderately similar names retrieved from 
	
	g

	F 
	POCA to identify the above attributes. These names are further evaluated to identify overlapping or similar strengths or doses. 
	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, f
	

	. Names with low similarity that have no overlap or similarity in strength and dose are generally acceptable (See Table 5) 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 
	Shah, M, Merchant, L, Characteristics That May Help in the Identification of Potentially Confusing Proprietary Drug Names. Therapeutic Innovation & Regulatory Science, September 2016 
	g 

	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 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 Evalu
	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 vo
	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 s
	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.  
	Table 3. Highly Similar Name Pair Checklist (i.e., combined Orthographic and Phonetic score is ≥ 70%). 
	Table 4: Moderately Similar Name Pair Checklist (i.e., combined score is ≥55% to ≤69%). 
	Table 4: Moderately Similar Name Pair Checklist (i.e., combined score is ≥55% to ≤69%). 
	Table 5: Low Similarity Name Pair Checklist (i.e., combined score is ≤54%). 

	Names with low similarity 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.  
	FDA Prescription Simulation Responses (Aggregate Report) 
	Study Name: Milprosa 
	As of Date 12/9/2019 
	210 People Received. Study. 88 People Responded. 
	Study Name: Milprosa 
	Appendix C: Highly Similar Names (e.g., combined POCA score is ≥70%) 
	No. POCA Prevention of Failure Mode  Score (%) In the conditions outlined below, the following combination of factors, are expected to minimize the risk of confusion between these two names 
	11. *** 
	65 
	This name pair has sufficient orthographic and phonetic differences. 
	12. Valproic 
	62 
	This name pair has sufficient orthographic and phonetic differences. 
	Orthographically, the prefixes look different. The names begin with different first letters (M vs. V) and Milprosa has a dotted letter ‘i’ in the 2 position, whereas Valproic has a rounded letter ‘a’ in the 2 position. 
	nd
	nd

	Phonetically, the third syllables (suh vs. ick) sound different. 
	Additionally, the products have differing product characteristics that may help differentiate the names, if included. There is no direct overlap in strength (11 mg/day vs. 250 mg or 250 mg/5 mL), dosage form (vaginal ring vs. capsule or solution), or route of administration (vaginal vs. oral). 
	13. Mirvaso 58 This name pair has sufficient orthographic and phonetic differences. 
	14. Moviprep 57 This name pair has sufficient orthographic and phonetic differences. 
	15. *** 56 This name pair has sufficient orthographic and phonetic differences. 
	16. Alprazolam 56 This name pair has sufficient orthographic and phonetic differences. 
	17. Nostrilla 56 This name pair has sufficient orthographic and phonetic differences. 
	 Names not likely to be confused due to absence of attributes that are known to cause name confusion.
	Appendix H:
	h

	F 
	No. 
	Name 
	75. 
	75. 
	75. 


	Pipracil 
	76. 
	76. 

	Balversa 
	77. 
	77. 

	*** 
	78. 
	78. 

	*** 
	Figure

	79. 
	79. 

	Valtropin 
	80. 
	80. 

	*** 
	81. 
	81. 

	Ulipristal 
	Figure
	Figure

	82. 
	82. 

	*** 
	83. 
	83. 

	Vaprisol 
	84. 
	84. 

	Lopressor 
	85. 
	85. 

	Pilostat 
	86. 
	86. 

	Piperonal 
	60 60 58 58 57 56 56 56 56 56 55 55 
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	1 
	INTRODUCTION 

	This review evaluates the proposed proprietaiy name, Milprosa, from a safety and misbranding perspective. The somces and methods used to evaluate the proposed name are outlined in the reference section and AQ endix A respectively. The Applicant submitted an external name <bJ<I for this product. 
	study, conducted by 
	4

	1.1 REGULATORY HISTORY 
	(bJ<l for review. However, DMEP A objected to the name (bJ<l due to similai·i~ in spelling with the mai·keted <1>> The Applicant submitted a second proposed proprieta1y name, ,u, '~' which was withdrawn by the Applicant on December 9, 2010 following a T-con (held December 7, 2010) with DMEPA. 
	The Applicant initially submitted the proposed proprietaiy name, 
	4
	4 
	name, 
	41 

	DMEP A previously reviewed the proprieta1y name, Milprosa and found it to be acceptable (OSE Review# 2010-2696 dated Febmaiy 2, 2011). However, NDA 201110 received a complete response (CR) action Febmaiy 28, 2011 due to multiple deficiencies. In their response to the CR on Febmaiy 25, 2016, FeITing Pha1maceuticals (the new owner of this NDA) requested we re-review of this name. 
	Thus, the Applicant submitted the name, Milprosa, for review on April 7, 2016. 
	1.2 PRODUCT INFORMATION 
	The following product infonnation is provided in the April 7, 2016 proprietaiy name submission. 
	• .
	• .
	• .
	Intended Pronunciation: mill-PRO-zuh 

	• .
	• .
	Active Ingredient: progesterone 

	• .
	• .
	• .
	Indication of Use: suppo1i emb1yo implantation and early pregnancy by 

	supplementation of corpus luteal function as part of an Assisted Reproductive Technology (ART) treatment program for infertile women 

	• .
	• .
	Route of Administration: vaginal 

	• .
	• .
	Dosage Fonn: ring 

	• .
	• .
	Strength: 11 mg per day 

	• .
	• .
	Dose and Frequency: one ring inse1i ed vaginally eve1y week staiiing the day after oocyte retrieval. The ring is replaced eve1y week, for up to 10 weeks. 

	• .
	• .
	How Supplied: each ring is packaged individually in a sealed foil pouch; one caiion contains 1 pouch or 2 pouches 

	• .
	• .
	Storage: 15°C to 30°C (59°F to 86°F); 


	(b)(4J 
	---~~~~~~~~~~
	-
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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 MISBRANDING ASSESSMENT 
	The Office of Prescription Drug Promotion (OPDP) determined that the proposed name would not misbrand the proposed product.  DMEPA and the Division of Bone, Reproductive, and Urologic Products (DBRUP) concurred with the findings of OPDP’s 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 name. 
	1

	2.2.2 Components of the Proposed Proprietary Name 
	The Applicant did not provide a derivation or intended meaning for the proposed name, Milprosa in their submission. 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 
	Eighty-one practitioners participated in DMEPA’s prescription studies.  The responses did not overlap with any currently marketed products nor did the responses sound or look similar to any currently marketed products or any products in the pipeline. Appendix B contains the results from the verbal and written prescription studies. 
	2.2.4 Comments from Other Review Disciplines at Initial Review 
	In response to the OSE, April 26, 2016 e-mail, the Division of Bone, Reproductive, and Urologic Products (DBRUP) did not forward any comments or concerns relating to the proposed proprietary name at the initial phase of the review.   
	2.2.5 Phonetic and Orthographic Computer Analysis (POCA) Search Results 
	Table 1 lists the number of names with the combined orthographic and phonetic score of ≥50% retrieved from our POCA search organized as highly similar, moderately similar or low similarity for further evaluation. Table 1 also includes names identified by 
	2
	Figure

	USAN stem search conducted on May 12, 2016.  POCA search conducted on May 12, 2016. 
	1
	2
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	Reference ID: 3941113 
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	2.2.6. Names with Potential Orthographic, Spelling, and Phonetic Similarities that overlap in strength 
	The proposed product, Milprosa will be available in the strength of 11 mg. Since this is not a strength that is commonly marketed, we searched the Electronic Drug Registration and Listing System (eDRLS) database to identify any names with potential orthographic, spelling, and phonetic similarities with Milprosa that were not identified in POCA, and found to have an overlap in strength with Milprosa.  The following names (in Table 1A) were thought to have potential orthographic, spelling, and phonetic simila
	2.2.7. Safety Analysis of Names with Potential Orthographic, Spelling, and Phonetic Similarities 
	Our analysis of the 126 names contained in Table determined all 126 names will not pose a risk for confusion as described in Appendices C through H. 
	2.2.8. Communication of DMEPA’s Analysis at Midpoint of Review 
	DMEPA communicated our findings to the Division of Bone, Reproductive, and Urologic Products (DBRUP) via e-mail on May 26, 2016. At that time we also requested additional information or concerns that could inform our review.  Per e-mail correspondence from DBRUP on June 3, 2016, they stated no additional concerns with the proposed proprietary name, Milprosa. 
	eDRLS search conducted on May 12, 2016 
	eDRLS search conducted on May 12, 2016 
	3 
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	3 
	3 
	CONCLUSIONS 

	The proposed proprietary name is acceptable. 
	If you have any questions or need clarifications, please contact Shawnetta Jackson, OSE Project Manager, at 301-796-4952. 
	3.1 COMMENTS TO THE APPLICANT 
	We have completed our review of the proposed proprietary name, Milprosa, and have concluded that this name is acceptable. 
	If any of the proposed product characteristics as stated in your April 7, 2016 submission are altered prior to approval of the marketing application, the name must be resubmitted for review. 
	4
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	REFERENCES 

	1. .USAN Stems () 
	states-adopted-names-council/naming-guidelines/approved-stems.page
	http://www.ama-assn.org/ama/pub/physician-resources/medical-science/united
	-


	USAN Stems List contains all the recognized USAN 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 overthe-counter human drugs; and discontinued drugs (see Drugs @ FDA Glossary of Terms, available at ). 
	-
	http://www.fda.gov/Drugs/InformationOnDrugs/ucm079436.htm#ther biological
	http://www.fda.gov/Drugs/InformationOnDrugs/ucm079436.htm#ther biological


	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


	Division of Medication Errors Prevention and Analysis proprietary name consultation requests 
	This is a list of proposed and pending names that is generated by the Division of Medication Error Prevention and Analysis from the Access database/tracking system. 
	3. Electronic Drug Registration and Listing System (eDRLS) database 
	The electronic Drug Registration and Listing System (eDRLS) was established to supports the FDA’s Center for Drug Evaluation and Research (CDER) goal to establish a common Structured Product Labeling (SPL) repository for all facilities that manufacture regulated drugs.  The system is a reliable, up-to-date inventory of FDA-regulated, drugs and establishments that produce drugs and their associated information. 
	5
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	APPENDICES 
	Appendix A 
	Appendix A 

	FDA’s Proprietary Name Risk Assessment evaluates proposed proprietary names for misbranding and safety concerns. 
	1.. 
	1.. 
	1.. 
	Misbranding Assessment: For prescription drug products, OPDP assesses the name for misbranding concerns. . For over-the-counter (OTC) drug products, the misbranding assessment of the proposed name is conducted by DNDP. OPDP or DNDP evaluates proposed proprietary names to determine if the name is false or misleading, such as by making misrepresentations with respect to safety or efficacy.  For example, a fanciful proprietary name may misbrand a product by suggesting that it has some unique effectiveness or c

	2.. 
	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 us
	4 

	 National Coordinating Council for Medication Error Reporting and Prevention.  . Last accessed 10/11/2007. 
	4
	http://www nccmerp.org/aboutMedErrors.html
	http://www nccmerp.org/aboutMedErrors.html
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	*Table 2- Prescreening Checklist for Proposed Proprietary Name 
	Reference ID: 3941113 
	Reference ID: 4601440 
	b.. Phonetic and Orthographic Computer Analysis (POCA): Following the preliminary screening of the proposed proprietary name, DMEPA staff evaluates the proposed name against potentially similar names.  In order to identify names with potential similarity to the proposed proprietary name, DMEPA enters the proposed proprietary name in POCA and queries the name against the following drug reference databases, Drugs@fda, CernerRxNorm, and names in the review pipeline using a 50% threshold in POCA. DMEPA reviews 
	•. 
	•. 
	•. 
	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. The intent of these checklists is to increase the transparency and predictability of the safety determination of whether a proposed name is vulnerable to confusion from a look-alike or sound-alike perspective.  Each bullet
	the risk of a medication error, including product differences such as strength and dose.  Thus, proposed proprietary names that have a combined score of ≥ 70 percent are at risk for a look-alike sound-alike confusion which is an area of concern (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, and it 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, etc.) may be limited whe
	. Names with low similarity that have no overlap or similarity in strength and dose are generally acceptable (See Table 5) 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 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 
	8
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	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 vo
	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 sa
	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 3. Highly Similar Name Pair Checklist (i.e., combined Orthographic and Phonetic score is ≥ 70%). 
	Table 4: Moderately Similar Name Pair Checklist (i.e., combined score is ≥50% to ≤69%). 
	10
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	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, for example, there are data that suggest a name with low similarity is nonetheless misinterpreted as a marketed product name 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.  
	Reference ID: 3941113 
	Reference ID: 4601440 
	FDA Prescription Simulation Responses (Aggregate 1 Rx Studies Report) 
	296 People Received Study 81 People Responded Study Name: Milprosa 
	Reference ID: 3941113 
	Reference ID: 4601440 
	Moderately Similar Names (e.g., combined POCA score is ≥50% to ≤69%) with no overlap or numerical similarity in Strength and/or Dose 
	Appendix D: 

	Reference ID: 3941113 
	Reference ID: 4601440 
	17. 
	Mupirocin 
	51 
	18. 
	ALPROStadil 
	50 
	19. 
	Macrotec 
	50 
	20. 
	Methyldopa 
	50 
	21. 
	Metrodin 
	50 
	22. 
	Micronase 
	50 
	23. 
	MILtown 
	50 
	24. 
	Mirena 
	50 
	25. 
	Mitosol 
	50 
	26. 
	Mykrox 
	50 
	27. 
	IloPROSt 
	60 
	28. 
	MuPROcin 
	60 
	29. 
	Melphalan 
	52 
	30. 
	VaLPROate 
	52 
	31. 
	Wal-PROfen 
	52 
	32. 
	MethyLPRed 
	51 
	33. 
	BuPROban 
	50 
	34. 
	MILtefosine 
	50 
	35. 
	Miniprin 
	50 
	***
	Figure

	36. 
	36. 
	36. 

	37. 
	37. 


	50 
	Meperitab 
	53 
	 This document contains proprietary and confidential information that should not be released to the public. 
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	 This document contains proprietary and confidential information that should not be released to the public. 
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	Low Similarity Names (e.g., combined POCA score is ≤49%) 
	Appendix F: 

	Reference ID: 3941113 
	Reference ID: 4601440 
	Reference ID: 3941113 
	Reference ID: 4601440 
	Reference ID: 3941113 
	Reference ID: 4601440 
	Reference ID: 3941113 
	Reference ID: 4601440 
	 This document contains proprietary and confidential information that should not be released to the public. 
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	 Names not likely to be confused due to notable spelling, orthographic and phonetic differences. 
	Appendix H:

	 This document contains proprietary and confidential information that should not be released to the public. 
	***

	Reference ID: 3941113. 
	Reference ID: 4601440. 
	 Names identified in the eDRLS database not likely to be confused due to notable spelling, orthographic and phonetic differences. 
	Appendix I:
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	Reference ID: 4601440 
	Reference ID: 3941113 
	Reference ID: 4601440 
	This is a representation of an electronic record that was signed electronically and this page is the manifestation of the electronic signature. 
	/s/ 
	DENISE V BAUGH 06/03/2016 
	DANIELLE M HARRIS 06/03/2016 
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	Table 1. Names Retrieved for Review Organized by Name Pair Similarity 
	Table 1. Names Retrieved for Review Organized by Name Pair Similarity 
	Table 1. Names Retrieved for Review Organized by Name Pair Similarity 

	Similarity Category 
	Similarity Category 
	Number of Names 

	Highly similar name pair: combined match percentage score ≥70% 
	Highly similar name pair: combined match percentage score ≥70% 
	5 

	Moderately similar name pair: combined match percentage score ≥55% to ≤ 69% 
	Moderately similar name pair: combined match percentage score ≥55% to ≤ 69% 
	51 

	Low similarity name pair: combined match percentage score ≤54% 
	Low similarity name pair: combined match percentage score ≤54% 
	30 


	Table
	TR
	Answer the questions in the checklist below.  Affirmative answers to any of these questions indicate a potential area of concern that should be carefully evaluated as described in this guidance. 

	Y/N 
	Y/N 
	Is the proposed name obviously similar in spelling and pronunciation to other names? 

	TR
	Proprietary names should not be similar in spelling or pronunciation to proprietary names, established names, or ingredients of other products. 

	Y/N 
	Y/N 
	Are there inert or inactive ingredients referenced in the proprietary name? 

	TR
	Proprietary names should not incorporate any reference to an inert or inactive ingredient in a way that might create an impression that the ingredient’s value is greater than its true functional role in the formulation (21 CFR 201.10(c)(4)). 

	Y/N 
	Y/N 
	Does the proprietary name include combinations of active ingredients? 

	TR
	Proprietary names of fixed combination drug products should not include or suggest the name of one or more, but not all, of its active ingredients (see 21 CFR 201.6(b)). 

	Y/N 
	Y/N 
	Is there a United States Adopted Name (USAN) stem in the proprietary name? 

	TR
	Proprietary names should not incorporate a USAN stem in the position that USAN designates for the stem.  

	Y/N 
	Y/N 
	Is this proprietary name used for another product that does not share at least one common active ingredient? 

	TR
	Drug products that do not contain at least one common active ingredient should not use the same (root) proprietary name. 

	Y/N 
	Y/N 
	Is this a proprietary name of a discontinued product? 

	TR
	Proprietary names should not use the proprietary name of a discontinued product if that discontinued drug product does not contain the same active ingredients. 


	Answer the questions in the checklist below.  Affirmative answers to some of these questions suggest that the pattern of orthographic or phonetic differences in the names may render the names less likely to confusion, provided that the pair does not share a common strength or dose. 
	Answer the questions in the checklist below.  Affirmative answers to some of these questions suggest that the pattern of orthographic or phonetic differences in the names may render the names less likely to confusion, provided that the pair does not share a common strength or dose. 
	Answer the questions in the checklist below.  Affirmative answers to some of these questions suggest that the pattern of orthographic or phonetic differences in the names may render the names less likely to confusion, provided that the pair does not share a common strength or dose. 

	Orthographic Checklist 
	Orthographic Checklist 
	Phonetic Checklist 

	Y/N 
	Y/N 
	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. 
	Y/N 
	Do the names have different number of syllables? 

	Y/N 
	Y/N 
	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. 
	Y/N 
	Do the names have different syllabic stresses? 

	Y/N 
	Y/N 
	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?  
	Y/N 
	Do the syllables have different phonologic processes, such vowel reduction, assimilation, or deletion? 

	Y/N 
	Y/N 
	Is there different number or placement of cross-stroke or dotted letters present in the names?  
	Y/N 
	Across a range of dialects, are the names consistently pronounced differently? 

	Y/N 
	Y/N 
	Do the infixes of the name appear dissimilar when scripted? 

	Y/N 
	Y/N 
	Do the suffixes of the names appear dissimilar when scripted? 


	Step 1 
	Step 1 
	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 or doses have a higher potential for confusion and sho

	Step 2 
	Step 2 
	Answer the questions in the checklist below.  Affirmative answers to some of these questions suggest that the pattern of orthographic or phonetic differences in the names may reduce the likelihood of confusion for moderately similar names with overlapping or similar strengths or doses. 


	Table
	TR
	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 letter
	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? 


	Appendix B: Prescription Simulation Samples and Results. 
	Appendix B: Prescription Simulation Samples and Results. 
	Appendix B: Prescription Simulation Samples and Results. 
	Figure 1. Milprosa Name Study (Conducted on November 22, 2019). 


	Handwritten Medication Order/Prescription 
	Handwritten Medication Order/Prescription 
	Verbal Prescription 

	Medication Order: 
	Medication Order: 
	“Milprosa Insert one vaginally every 7 days. Dispense one” 

	Outpatient Prescription: 
	Outpatient Prescription: 


	Total 19 18 31 20 
	Total 19 18 31 20 
	Total 19 18 31 20 

	INTERPRETATION 
	INTERPRETATION 
	OUTPATIENT 
	CPOE 
	VOICE 
	INPATIENT 
	TOTAL 

	FILPROZA 
	FILPROZA 
	0 
	0 
	1 
	0 
	1 

	MILPROSA 
	MILPROSA 
	19 
	18 
	3 
	18 
	58 

	MILPROZA 
	MILPROZA 
	0 
	0 
	24 
	0 
	24 

	MILPROZON 
	MILPROZON 
	0 
	0 
	1 
	0 
	1 

	MILROSA 
	MILROSA 
	0 
	0 
	0 
	1 
	1 

	NELPROZA 
	NELPROZA 
	0 
	0 
	1 
	0 
	1 

	NILPROZA 
	NILPROZA 
	0 
	0 
	0 
	1 
	1 

	VILPROSA 
	VILPROSA 
	0 
	0 
	1 
	0 
	1 


	No. Proposed name: Milprosa Established name: progesterone Dosage form: vaginal ring Strength(s): 11 mg per day Usual Dose: one ring inserted vaginally every week starting the day after oocyte retrieval.   The ring is replaced every week, for up to 10 weeks. 1. Mallopress 2. Xelpros 3. MILPRem-200 4. MILPRem-400 5. Metrosa 
	No. Proposed name: Milprosa Established name: progesterone Dosage form: vaginal ring Strength(s): 11 mg per day Usual Dose: one ring inserted vaginally every week starting the day after oocyte retrieval.   The ring is replaced every week, for up to 10 weeks. 1. Mallopress 2. Xelpros 3. MILPRem-200 4. MILPRem-400 5. Metrosa 
	No. Proposed name: Milprosa Established name: progesterone Dosage form: vaginal ring Strength(s): 11 mg per day Usual Dose: one ring inserted vaginally every week starting the day after oocyte retrieval.   The ring is replaced every week, for up to 10 weeks. 1. Mallopress 2. Xelpros 3. MILPRem-200 4. MILPRem-400 5. Metrosa 
	POCA Score (%) Orthographic and/or phonetic differences in the names sufficient to prevent confusion Other prevention of failure mode expected to minimize the risk of confusion between these two names. 74 Name identified RxNorm database.  Unable to find product characteristics in commonly used drug databases. 71 This name pair has sufficient orthographic and phonetic differences. Orthographically, the names begin with different first letters (M vs. X), which look different when scripted.  Phonetically, the 


	No. 
	No. 
	No. 
	Proposed name: Milprosa Established name: progesterone Dosage form: vaginal ring Strength(s): 11 mg per day Usual Dose: one ring inserted vaginally every week starting the day after oocyte retrieval.   The ring is replaced every week, for up to 10 weeks. 
	POCA Score (%) 
	Orthographic and/or phonetic differences in the names sufficient to prevent confusion Other prevention of failure mode expected to minimize the risk of confusion between these two names. 

	TR
	marketed in the United Kingdom, Hungary, and the Netherlands. 

	 Moderately Similar Names (e.g., combined POCA score is ≥55% to ≤69%) with no overlap or numerical similarity in Strength and/or Dose 
	 Moderately Similar Names (e.g., combined POCA score is ≥55% to ≤69%) with no overlap or numerical similarity in Strength and/or Dose 
	Appendix D:



	No. 
	No. 
	No. 
	Name 
	POCA Score (%) 

	6. 
	6. 
	Smallpox 
	60 

	7. 
	7. 
	Palmarosa Oil 
	58 

	8. 
	8. 
	Bilberry Se 
	57 

	9. 
	9. 
	Alprolix 
	56 

	10. 
	10. 
	Minolira 
	53 


	Figure
	Proposed name: Milprosa Established name: progesterone Dosage form: vaginal ring Strength(s): 11 mg per day Usual Dose: one ring inserted vaginally every week starting the day after oocyte retrieval.   The ring is replaced every week, for up to 10 weeks. 
	 Moderately Similar Names (e.g., combined POCA score is ≥55% to ≤69%) with overlap or numerical similarity in Strength and/or Dose 
	 Moderately Similar Names (e.g., combined POCA score is ≥55% to ≤69%) with overlap or numerical similarity in Strength and/or Dose 
	Appendix E:



	No. 
	No. 
	No. 
	Proposed name: Milprosa Established name: progesterone Dosage form: vaginal ring Strength(s): 11 mg per day Usual Dose: one ring inserted vaginally every week starting the day after oocyte retrieval.   The ring is replaced every week, for up to 10 weeks. 
	POCA Score (%) 
	Prevention of Failure Mode  In the conditions outlined below, the following combination of factors, are expected to minimize the risk of confusion between these two names 

	18. 
	18. 
	Masporin 
	55 
	This name pair has sufficient orthographic and phonetic differences. Orthographically, the ending of the prefixes (Mil- vs. Mas-) look sufficiently different. 

	19. 
	19. 
	Proscar 
	54 
	This name pair has sufficient orthographic and phonetic differences. 

	Low Similarity Names (e.g., combined POCA score is ≤54%) 
	Low Similarity Names (e.g., combined POCA score is ≤54%) 
	Appendix F: 



	No. 
	No. 
	No. 
	Name 
	POCA Score (%) 

	20. 
	20. 
	Milrinone 
	54 

	21. 
	21. 
	Milnacipran 
	53 

	22. 
	22. 
	Romiplostim 
	53 

	23. 
	23. 
	Irospan 
	52 

	24. 
	24. 
	Mellaril 
	50 

	25. 
	25. 
	Prolia 
	50 

	26. 
	26. 
	Toposar 
	50 

	27. 
	27. 
	Milophene 
	49 

	28. 
	28. 
	Lupron 
	48 

	29. 
	29. 
	Mifepristone 
	48 

	30. 
	30. 
	Doxil 
	46 

	31. 
	31. 
	Eucrisa 
	44 

	32. 
	32. 
	Milk of Magnesia 
	44 

	33. 
	33. 
	Lomaira 
	43 

	34. 
	34. 
	Mili 
	40 

	35. 
	35. 
	Victoza 
	40 

	36. 
	36. 
	Progesterone 
	29 

	37. 
	37. 
	Korlym 
	19 


	Names not likely to be confused or not used in usual practice settings for the reasons described. 
	Names not likely to be confused or not used in usual practice settings for the reasons described. 
	Names not likely to be confused or not used in usual practice settings for the reasons described. 
	Appendix G: 


	No. 
	No. 
	Name 
	POCA Score (%) 
	Failure preventions 

	38. 
	38. 
	Milirone 
	64 
	Name identified from External Name Study.  Unable to find product characteristics in commonly used drug databases. 

	39. 
	39. 
	Milvaso 
	64 
	Name identified from External Name Study.  Unable to find product characteristics in commonly used drug databases. 

	40. 
	40. 
	Mimosa 
	62 
	Name identified from External Name Study. Name identifies a type of drink. 

	41. 
	41. 
	Miroprofen 
	61 
	Name identified from External Name Study.  Unable to find product characteristics in commonly used drug databases. 

	42. 
	42. 
	Celipres 
	59 
	International product marketed in India and Poland. 

	43. 
	43. 
	Celipress 
	59 
	Name identified from External Name Study.  Unable to find product characteristics in commonly used drug databases. 

	44. 
	44. 
	Amiprilose 
	59 
	Name identified from External Name Study.  Unable to find product characteristics in commonly used drug databases. 

	45. 
	45. 
	Interosa 
	58 
	Name identified from External Name Study.  Unable to find product characteristics in commonly used drug databases. 

	46. 
	46. 
	Millipam 
	58 
	Name identified from External Name Study.  Unable to find product characteristics in commonly used drug databases. 

	47. 
	47. 
	Masoprocol 
	58 
	Name identified RxNorm database.  Unable to find product characteristics in commonly used drug databases. 

	48. 
	48. 
	Metildopa 
	58 
	Name identified from External Name Study.  Unable to find product characteristics in commonly used drug databases. 

	49. 
	49. 
	Remiprostol 
	58 
	Name identified from External Name Study.  Unable to find product characteristics in commonly used drug databases. 

	50. 
	50. 
	Familiprix 
	57 
	International product marketed in Canada. 

	51. 
	51. 
	Talopram 
	57 
	International product formerly marketed in Greece. 

	52. 
	52. 
	Miridesap 
	56 
	Name identified from External Name Study.  Unable to find product characteristics in commonly used drug databases. 

	53. 
	53. 
	Tildipirosin 
	56 
	Veterinary product. 


	No. Name POCA Score (%) Failure preventions 54. Prosaid 56 International product formerly marketed in the United Kingdom. 55. Tramiprosate 56 Name identified RxNorm database.  Unable to find product characteristics in commonly used drug databases. 56. Amisulpride 56 International product.  Active ingredient in Solian which is marketed in several countries outside of the U.S. 57. *** 56 Proposed proprietary name for NDA 210136 found to be unacceptable (OSE # 2017-16036139 and 2017-16874573). NDA 210136 was t
	No. 
	No. 
	No. 
	Name 
	POCA Score (%) 
	Failure preventions 

	69. 
	69. 
	Lipram 
	51 
	Name identified RxNorm database.  Unable to find product characteristics in commonly used drug databases. 

	70. 
	70. 
	Muciprocin Nasal 
	50 
	Name identified RxNorm database.  Unable to find product characteristics in commonly used drug databases. 

	71. 
	71. 
	Pemirolast 
	49 
	Active ingredient in Alamast product. Brand discontinued with no generic equivalents available. NDA 021079 withdrawn, FR publication pending. 

	72. 
	72. 
	Morphine Liposomal 
	46 
	Name identified RxNorm database.  Unable to find product characteristics in commonly used drug databases. 

	73. 
	73. 
	Amikacin Liposomal 
	43 
	Name identified RxNorm database.  Unable to find product characteristics in commonly used drug databases. 

	74. 
	74. 
	Mi 
	25 
	Name identified from External Name Study.  Unable to find product characteristics in commonly used drug databases. 


	POCA Score (%) 
	Date of This Review: 
	Date of This Review: 
	Date of This Review: 
	June 3, 2016 

	Application Type and Number: 
	Application Type and Number: 
	NDA 201110 

	Product Name and Strength: 
	Product Name and Strength: 
	Milprosa (progesterone) vaginal ring 

	TR
	11 mg per day 

	Product Type: 
	Product Type: 
	Combination Product 

	Rx or OTC: 
	Rx or OTC: 
	Rx 

	Applicant/Sponsor Name: 
	Applicant/Sponsor Name: 
	Ferring Pharmaceuticals 

	Panorama #: 
	Panorama #: 
	2016-7400458 

	DMEPA Primary Reviewer: 
	DMEPA Primary Reviewer: 
	Denise V. Baugh, PharmD, BCPS 

	DMEPA Team Leader: 
	DMEPA Team Leader: 
	Danielle Harris, PharmD, BCPS 


	Table 1. POCA Search Results 
	Table 1. POCA Search Results 
	Table 1. POCA Search Results 
	Number of Names 

	Highly similar name pair: combined match percentage score ≥70% 
	Highly similar name pair: combined match percentage score ≥70% 
	1 

	Moderately similar name pair: combined match percentage score ≥50% to ≤ 69% 
	Moderately similar name pair: combined match percentage score ≥50% to ≤ 69% 
	119 

	Low similarity name pair: combined match percentage score ≤49% 
	Low similarity name pair: combined match percentage score ≤49% 
	6 


	Table 1A. eDRLS Search Results3 
	Table 1A. eDRLS Search Results3 
	Table 1A. eDRLS Search Results3 
	POCA score 

	N/A 
	N/A 


	Table
	TR
	Answer the questions in the checklist below. Affirmative answers to any of these questions indicate a potential area of concern that should be carefully evaluated as described in this guidance. 

	Y/N 
	Y/N 
	Is the proposed name obviously similar in spelling and pronunciation to other names? 

	TR
	Proprietary names should not be similar in spelling or pronunciation to proprietary names, established names, or ingredients of other products.  

	Y/N 
	Y/N 
	Are there medical and/or coined abbreviations in the proprietary name? 

	TR
	Proprietary names should not incorporate medical abbreviations (e.g., QD, BID, or others commonly used for prescription communication) or coined abbreviations that have no established meaning. 

	Y/N 
	Y/N 
	Are there inert or inactive ingredients referenced in the proprietary name? 

	TR
	Proprietary names should not incorporate any reference to an inert or inactive ingredient in a way that might create an impression that the ingredient’s value is greater than its true functional role in the formulation (21 CFR 201.10(c)(4)). 

	Y/N 
	Y/N 
	Does the proprietary name include combinations of active ingredients? 

	TR
	Proprietary names of fixed combination drug products should not include or suggest the name of one or more, but not all, of its active ingredients (see 21 CFR 201.6(b)). 

	Y/N 
	Y/N 
	Is there a United States Adopted Name (USAN) stem in the proprietary name? 

	TR
	Proprietary names should not incorporate a USAN stem in the position that USAN designates for the stem. 

	Y/N 
	Y/N 
	Is this proprietary name used for another product that does not share at least one common active ingredient? 

	TR
	Drug products that do not contain at least one common active ingredient should not use the same (root) proprietary name. 

	Y/N 
	Y/N 
	Is this a proprietary name of a discontinued product? 

	TR
	Proprietary names should not use the proprietary name of a discontinued product if that discontinued drug product does not contain the same active ingredients. 


	Answer the questions in the checklist below. Affirmative answers to some of these questions suggest that the pattern of orthographic or phonetic differences in the names may render the names less likely to confusion, provided that the pair does not share a common strength or dose. 
	Answer the questions in the checklist below. Affirmative answers to some of these questions suggest that the pattern of orthographic or phonetic differences in the names may render the names less likely to confusion, provided that the pair does not share a common strength or dose. 
	Answer the questions in the checklist below. Affirmative answers to some of these questions suggest that the pattern of orthographic or phonetic differences in the names may render the names less likely to confusion, provided that the pair does not share a common strength or dose. 

	Orthographic Checklist 
	Orthographic Checklist 
	Phonetic Checklist 

	Y/N 
	Y/N 
	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. 
	Y/N 
	Do the names have different number of syllables? 

	Y/N 
	Y/N 
	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. 
	Y/N 
	Do the names have different syllabic stresses? 

	Y/N 
	Y/N 
	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? 
	Y/N 
	Do the syllables have different phonologic processes, such vowel reduction, assimilation, or deletion? 

	Y/N 
	Y/N 
	Is there different number or placement of cross-stroke or dotted letters present in the names? 
	Y/N 
	Across a range of dialects, are the names consistently pronounced differently? 

	Y/N 
	Y/N 
	Do the infixes of the name appear dissimilar when scripted? 

	Y/N 
	Y/N 
	Do the suffixes of the names appear dissimilar when scripted? 


	Step 1 
	Step 1 
	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 or doses have a higher potential for confusion and sho

	Step 2 
	Step 2 
	Answer the questions in the checklist below. Affirmative answers to some of these questions suggest that the pattern of orthographic or phonetic differences in the names may reduce the likelihood of confusion for moderately similar names with overlapping or similar strengths or doses. 


	Table
	TR
	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 letter
	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? 


	Prescription Simulation Samples and Results 
	Prescription Simulation Samples and Results 
	Prescription Simulation Samples and Results 
	Appendix B: 
	Figure 1. Milprosa Name Study (Conducted on May 13, 2016) 


	Handwritten Requisition Medication Order 
	Handwritten Requisition Medication Order 
	Verbal Prescription 

	Medication Order: 
	Medication Order: 
	“Milprosa – insert one ring vaginally every 7 days, dispense 1” 

	Outpatient Prescription: 
	Outpatient Prescription: 


	OUTPATIENT 
	OUTPATIENT 
	OUTPATIENT 
	VOICE 
	INPATIENT 

	MILPRASA (2) 
	MILPRASA (2) 
	MELPROSA (5) 
	MILPHASA (1) 

	MILPROSA (33) 
	MILPROSA (33) 
	MELPROZA (4) 
	MILPHOSA (1) 

	TR
	MILPROSA (7) 
	MILPHOSA INSERT (1) 

	TR
	MILPROZA (6) 
	MILPRASA (3) 

	TR
	MILPRASA INSERT (1) 

	TR
	MILPRESA (1) 

	TR
	MILPROSA (16) 


	Highly Similar Names (e.g., combined POCA score is ≥70%) 
	Highly Similar Names (e.g., combined POCA score is ≥70%) 
	Highly Similar Names (e.g., combined POCA score is ≥70%) 
	Appendix C: 


	No. 
	No. 
	Proposed name: Milprosa Established name: progesterone Dosage form: vaginal ring Strength(s): 11 mg/day Usual Dose: Insert one ring vaginally every week starting the day after oocyte retrieval.   The ring is replaced every week for up to 10 weeks. 
	POCA Score (%) 
	Orthographic and/or phonetic differences in the names sufficient to prevent confusion Other prevention of failure mode expected to minimize the risk of confusion between these two names. 

	1. 
	1. 
	Milprosa 
	100 
	Name is the focus of this review. 


	No. 
	No. 
	No. 
	Name 
	POCA Score (%) 

	1. 
	1. 
	MePROSpan 
	64 

	2. 
	2. 
	MePROn 
	56 

	3. 
	3. 
	MisoPROStol 
	56 

	4. 
	4. 
	NitROStat 
	56 

	5. 
	5. 
	Mellaril-S 
	54 

	6. 
	6. 
	Mepriam 
	54 

	7. 
	7. 
	Micro-K 
	54 

	8. 
	8. 
	Micro-K 10 
	54 

	9. 
	9. 
	Micro-K Ls 
	54 

	10. 
	10. 
	NaPROSyn 
	54 

	11. 
	11. 
	Mifeprex 
	53 

	12. 
	12. 
	DiPROSone 
	52 

	13. 
	13. 
	Melfiat 
	51 

	14. 
	14. 
	Melfiat-105 
	51 

	15. 
	15. 
	Mircera 
	51 

	16. 
	16. 
	Mivacron 
	51 


	Moderately Similar Names (e.g., combined POCA score is ≥50% to ≤69%) with overlap or numerical similarity in Strength and/or Dose 
	Moderately Similar Names (e.g., combined POCA score is ≥50% to ≤69%) with overlap or numerical similarity in Strength and/or Dose 
	Moderately Similar Names (e.g., combined POCA score is ≥50% to ≤69%) with overlap or numerical similarity in Strength and/or Dose 
	Appendix E: 


	No. 
	No. 
	Proposed name: Milprosa Established name: progesterone Dosage form: vaginal ring Strength(s): 11 mg/day Usual Dose: Insert one ring vaginally every week starting the day after oocyte retrieval.   The ring is replaced every week for up to 10 weeks. 
	POCA Score (%) 
	Prevention of Failure Mode In the conditions outlined below, the following combination of factors, are expected to minimize the risk of confusion between these two names 

	1. 
	1. 
	Minipress 
	61 
	The prefixes/infixes of this name pair have sufficient orthographic differences The first/second/third syllables of this name pair sound different. 

	2. 
	2. 
	Melamisa 
	60 
	The infixes of this name pair have sufficient orthographic differences. The second/third syllables of this name pair sound different and Melamisa contains an extra syllable. 

	3. 
	3. 
	Marlissa 
	54 
	The prefixes/infixes of this name pair have sufficient orthographic differences. The first/second syllables of this name pair sound different. 

	4. 
	4. 
	Micronor 
	52 
	The prefixes/infixes/suffixes of this name pair have sufficient orthographic differences. The first/second/third syllables of this name pair sound different. 

	5. 
	5. 
	Medrox 
	51 
	The infixes/suffixes of this name pair have sufficient orthographic differences. The first/second syllables of this name pair sound different and Milprosa contains an extra syllable. 

	6. 
	6. 
	Intrarosa*** 
	51 
	The prefixes/infixes of this name pair have sufficient orthographic differences. The first/second syllables of this name pair sound different and Intrarosa*** contains an extra syllable. 


	No. 
	No. 
	No. 
	Proposed name: Milprosa Established name: progesterone Dosage form: vaginal ring Strength(s): 11 mg/day Usual Dose: Insert one ring vaginally every week starting the day after oocyte retrieval. The ring is replaced every week for up to 10 weeks. 
	POCA Score (%) 
	Prevention of Failure Mode  In the conditions outlined below, the following combination of factors, are expected to minimize the risk of confusion between these two names 

	7. 
	7. 
	*** 
	68 
	The infixes/suffixes of this name pair have sufficient orthographic differences. The second/third syllables of this name pair sound different. 

	8. 
	8. 
	Xelpros*** 
	68 
	The prefixes of this name pair have sufficient orthographic differences. The first syllables of this name pair sound different and Milprosa contains an extra syllable. 


	No. 
	No. 
	No. 
	Name 
	POCA Score (%) 

	1. 
	1. 
	Citalopram 
	36 

	2. 
	2. 
	Milrinone 
	48 

	3. 
	3. 
	Myfortic 
	40 

	4. 
	4. 
	Naproxen 
	44 

	5. 
	5. 
	Mirapex 
	44 

	6. 
	6. 
	Prazosin 
	36 

	Names not likely to be confused or not used in usual practice settings for the reasons described. 
	Names not likely to be confused or not used in usual practice settings for the reasons described. 
	Appendix G: 



	No. 
	No. 
	No. 
	Name 
	POCA Score (%) 
	Failure preventions 

	1. 
	1. 
	MILPRem-200 
	68 
	Brand discontinued with no generic equivalent available. NDA 011045 was withdrawn FR effective 09/29/1995. 

	2. 
	2. 
	MILPRem-400 
	68 
	Brand discontinued with no generic equivalent available. NDA 011045 was withdrawn FR effective 09/29/1995. 

	3. 
	3. 
	MicROSul 
	62 
	Brand discontinued with no generic equivalent available. ANDA 086012 was withdrawn FR effective 03/23/1993. 

	4. 
	4. 
	Mytrex A 
	59 
	Brand discontinued with no generic equivalent available. ANDA 062598 and ANDA 062609 was withdrawn FR effective 07/12/1999. 

	5. 
	5. 
	Mylotarg 
	52 
	Brand discontinued with no generic equivalent available. NDA 021174 was withdrawn FR effective 11/28/2011. 

	6. 
	6. 
	Mithracin 
	50 
	Brand discontinued with no generic equivalent available. NDA 050109 was withdrawn FR effective 06/18/2009. 

	7. 
	7. 
	Mallopress 
	66 
	Name identified in RxNorm database. Unable to find product characteristics in commonly used drug databases. 


	No. 
	No. 
	No. 
	Name 
	POCA Score (%) 
	Failure preventions 

	8. 
	8. 
	Maldroxal 
	64 
	Name identified in RxNorm database. Unable to find product characteristics in commonly used drug databases. 

	9. 
	9. 
	Marpres 
	64 
	Name identified in RxNorm database. Unable to find product characteristics in commonly used drug databases. 

	10. 
	10. 
	MILlipred 
	62 
	Name identified in RxNorm database. Unable to find product characteristics in commonly used drug databases. 

	11. 
	11. 
	Mitrolan 
	62 
	Name identified in RxNorm database. Unable to find product characteristics in commonly used drug databases. 

	12. 
	12. 
	Maltose 
	58 
	Name identified in RxNorm database. Unable to find product characteristics in commonly used drug databases. 

	13. 
	13. 
	MetoROS 
	58 
	Name identified in RxNorm database. Unable to find product characteristics in commonly used drug databases. 

	14. 
	14. 
	Melitracen 
	56 
	Name identified in RxNorm database. Unable to find product characteristics in commonly used drug databases. 

	15. 
	15. 
	Migran-A 
	56 
	Name identified in RxNorm database. Unable to find product characteristics in commonly used drug databases. 

	16. 
	16. 
	MILtuss Ex 
	55 
	Name identified in RxNorm database. Unable to find product characteristics in commonly used drug databases. 

	17. 
	17. 
	Mallotuss 
	53 
	Name identified in RxNorm database. Unable to find product characteristics in commonly used drug databases. 

	18. 
	18. 
	MePROzine 
	53 
	Name identified in RxNorm database. Unable to find product characteristics in commonly used drug databases. 

	19. 
	19. 
	Metrotop 
	53 
	Name identified in RxNorm database. Unable to find product characteristics in commonly used drug databases. 


	No. 
	No. 
	No. 
	Name 
	POCA Score (%) 
	Failure preventions 

	20. 
	20. 
	Metrozol 
	53 
	Name identified in RxNorm database. Unable to find product characteristics in commonly used drug databases. 

	21. 
	21. 
	Mitrazol 
	53 
	Name identified in RxNorm database. Unable to find product characteristics in commonly used drug databases. 

	22. 
	22. 
	ALPROzolam 
	52 
	Name identified in RxNorm database. Unable to find product characteristics in commonly used drug databases. 

	23. 
	23. 
	CalphOSAn 
	52 
	Name identified in RxNorm database. Unable to find product characteristics in commonly used drug databases. 

	24. 
	24. 
	Metylperon 
	52 
	Name identified in RxNorm database. Unable to find product characteristics in commonly used drug databases. 

	25. 
	25. 
	Migracet 
	52 
	Name identified in RxNorm database. Unable to find product characteristics in commonly used drug databases. 

	26. 
	26. 
	Migrapap 
	52 
	Name identified in RxNorm database. Unable to find product characteristics in commonly used drug databases. 

	27. 
	27. 
	Minidrops 
	52 
	Name identified in RxNorm database. Unable to find product characteristics in commonly used drug databases. 

	28. 
	28. 
	Migrafen 
	51 
	Name identified in RxNorm database. Unable to find product characteristics in commonly used drug databases. 

	29. 
	29. 
	AmoPROxan 
	50 
	Name identified in RxNorm database. Unable to find product characteristics in commonly used drug databases. 

	30. 
	30. 
	DinoPROSt 
	50 
	Name identified in RxNorm database. Unable to find product characteristics in commonly used drug databases. 

	31. 
	31. 
	Medipred 
	50 
	Name identified in RxNorm database. Unable to find product characteristics in commonly used drug databases. 


	No. 
	No. 
	No. 
	Name 
	POCA Score (%) 
	Failure preventions 

	32. 
	32. 
	Micrhogam 
	50 
	Name identified in RxNorm database. Unable to find product characteristics in commonly used drug databases. 

	33. 
	33. 
	Migralam 
	50 
	Name identified in RxNorm database. Unable to find product characteristics in commonly used drug databases. 

	34. 
	34. 
	Migraten 
	50 
	Name identified in RxNorm database. Unable to find product characteristics in commonly used drug databases. 

	35. 
	35. 
	Minotal 
	50 
	Name identified in RxNorm database. Unable to find product characteristics in commonly used drug databases. 

	36. 
	36. 
	Mitran 
	50 
	Name identified in RxNorm database. Unable to find product characteristics in commonly used drug databases. 

	37. 
	37. 
	Mol-Iron 
	50 
	Name identified in RxNorm database. Unable to find product characteristics in commonly used drug databases. 

	38. 
	38. 
	NorPROlac 
	50 
	Name identified in RxNorm database. Unable to find product characteristics in commonly used drug databases. 

	39. 
	39. 
	PolifePROSAn 20 
	50 
	Name identified in RxNorm database. Unable to find product characteristics in commonly used drug databases. 

	40. 
	40. 
	PulmOSAl 
	50 
	Name identified in RxNorm database. Unable to find product characteristics in commonly used drug databases. 

	41. 
	41. 
	*** 
	52 
	Name was withdrawn July 24, 2013 after preliminary review by DMEPA. 

	42. 
	42. 
	*** 
	55 
	Name was found to be acceptable (OSE Review # 2009-2279 dated February 12, 2010).  However, an alternative proprietary name, Addyi, was submitted and NDA 022526 was approved August 18, 2015 with the name Addyi. 

	43. 
	43. 
	*** 
	64 
	Name was found to be unacceptable by DMEPA. DMEPA found the alternative name, acceptable for ANDA 078682 


	No. 
	No. 
	No. 
	Name 
	POCA Score (%) 
	Failure preventions 

	44. 
	44. 
	*** 
	57 
	Alternative name to *** was not reviewed by DMEPA. DMEPA found the proprietary name, acceptable for ANDA 078682. 

	45. 
	45. 
	*** 
	67 
	DMEPA found name unacceptable (OSE # 20101023 dated August 5, 2010) due to similar spelling to the marketed drug product, . Alternative proprietary name, ***was submitted and withdrawn after discussion with DMEPA. The alternative proprietary name, Milprosa, was submitted and is the subject of this review. 

	46. 
	46. 
	*** 
	64 
	Alternative proprietary name, ***was submitted and withdrawn after discussion with DMEPA. The alternative proprietary name, Milprosa, was submitted and is the subject of this review. 


	No. Name POCA Score (%) 1. Ultresa 64 2. Nitrotab 59 3. Nitrotan 59 4. Ultrasal 58 5. Nitro-Par 56 6. Paltrase 54 7. Zilretta*** 54 8. Diupres 53 9. Diupres-250 53 10. Diupres-500 53 11. Petrola 53 12. *** 52 13. Caprelsa 52 14. Ditropan 52 15. Elaprase 52 16. Ionil Plus 52 17. Natroba 52 18. Nitronal 52 19. Unipres 52 20. Veltassa 52 21. *** 50 22. Nitropress 50 23. Portrazza 50 24. Testro-L.A. 50 25. Ultrase 50 26. Ultratag 50 27. Zelboraf 50 
	No. 
	No. 
	No. 
	Name 
	POCA Score (%) 

	28. 
	28. 
	Zyprexa 
	50 


	No. 
	No. 
	No. 
	Name 

	1. 
	1. 
	PCXX Home Treatment 1.1 

	2. 
	2. 
	Hydra Lifting Firming Moisturizing Cream 

	3. 
	3. 
	GIARDIA LAMBLIA REMEDY 

	4. 
	4. 
	SF 5000 Plus 

	5. 
	5. 
	SF 

	6. 
	6. 
	Oral-B NeutraCare Mint 

	7. 
	7. 
	ControlRx 

	8. 
	8. 
	ControlRx 

	9. 
	9. 
	Ultra-TechneKow 

	10. 
	10. 
	ControlRx Multi 

	11. 
	11. 
	Clinpro 5000 

	12. 
	12. 
	Vagina 11 Special Order 

	13. 
	13. 
	FluoriSHIELD 

	14. 
	14. 
	Clinpro 5000 

	15. 
	15. 
	Clinpro 5000 

	16. 
	16. 
	De La Cruz Camphor 

	17. 
	17. 
	PreviDent 

	18. 
	18. 
	Phos-Flur 

	19. 
	19. 
	PreviDent 

	20. 
	20. 
	PreviDent 

	21. 
	21. 
	Brucella Remedy 

	22. 
	22. 
	Hand Saver 

	23. 
	23. 
	Fluoride Treatment 

	24. 
	24. 
	XtraCare Invisible Solid Lady Stick Powder Fresh 

	25. 
	25. 
	XtraCare Invisible Solid Lady Stick Powder Fresh 

	26. 
	26. 
	XtraCare Dry Fresh Invisible Solid 


	27. 
	27. 
	27. 
	XtraCare Dry Fresh Invisible Solid 

	28. 
	28. 
	Acclean Plus 

	29. 
	29. 
	Acclean Plus 

	30. 
	30. 
	Ultra-Technekow 

	31. 
	31. 
	Ultra-Technekow 

	32. 
	32. 
	XELJANZ 

	33. 
	33. 
	Fedora ORIENTAL SPA AMPOULE 

	34. 
	34. 
	Ultra-TechneKow 
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	NDA 201110 
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	Irene Z. Chan, PharmD, BCPS, Acting Team Leader Carol Holquist, RPh, Director Division of Medication Error Prevention and Analysis (DMEPA) 

	From: 
	From: 
	L. Sheneé Toombs, Pharm.D., Safety Evaluator Division of Medication Error Prevention and Analysis 

	Subject: 
	Subject: 
	Proprietary Name Review 

	Drug Name(s): 
	Drug Name(s): 
	Milprosa (Progesterone) Vaginal Ring                 11 mg/day 

	Applicant/sponsor: 
	Applicant/sponsor: 
	Teva 

	OSE RCM #: 
	OSE RCM #: 
	2010-2696 


	EXECUTIVE SUMMARY 
	This review summarizes DMEPA's evaluation of the proposed proprietaiy name, Milprosa, for Progesterone Vaginal Ring. Our evaluation did not identify concerns that would render the name unacceptable based on the product chai·acteristics and safety profile known at the time of this review. Thus, DMEPA finds the proposed proprietaiy name, Milprosa, acceptable for this product. 
	We consider this a final review, however if approval ofthe NDA is delayed beyond 90 days from the date of this review, the Division of Metabolism and Endocrinology Products should notify DMEP A because the proprietaiy name must be re-reviewed prior to the new approval date. 
	Additionally, if any ofthe proposed product chai·acteristics as stated in this review ai·e altered, DMEPA rescinds this finding and the name must be resubmitted for review. The conclusions upon re-review ai·e subject to change. DMEPA will notify the Applicant concerning the acceptability ofthe name via letter. 
	1 BACKGROUND 
	1.1 INTRODUCTION 
	This review responds to a request from Teva, dated December 17, 2010, for an assessment of the safety and promotional assessment of the proposed proprietaiy name, Milprosa. 
	1.2 PRODUCT INFORMATION 
	Milprosa is a progesterone vaginal ring indicated to suppo1i emb1yo implantation and eai·ly pregnancy by supplementation of corpus luteal function. Milprosa releases an average of 11 mg/day ofprogesterone over a 7-day period. It is inserted vaginally staii ing the day after oocyte retrieval. The ring is replaced weekly, continuing for up to 10 weeks total duration. Milprosa is supplied as a vaginal ring packaged in 2-count ca1ions. 
	1.3 REGULATORY HISTORY 
	The Applicant initially sub1nitted the proposed proprietaiy name, Mli.f9~review. However, DMEP A objected to the name (b>1 > due to similai·ity in spelling with >1 ! a cunently 
	4
	4 
	4

	41 
	marketed product. L <bll. The Applicant submitted a second proposed proprieta1y name, 'u"~' which was withdrawn by the Applicant on December 9, 2010 following a T-con (held December 7, 2010) with DMEP A. The Applicant has submitted a third proposed proprietaiy name, Milprosa, for review. This name is the subject of this review. 
	2 
	2 
	METHODS AND MATERIALS 

	Appendix A describes the general methods and materials used by the Division of Medication Enor Prevention and Analysis (DMEP A) when conducting a proprieta1y name risk assessment for all proprietaiy names. Sections 2.1, 2.2, and 2.3 identify specific info1mation associated with the methodology for the proposed proprietaiy name Milprosa. 
	Reference ID: 2900143 
	2.1 SEARCH CRITERIA 
	For this review, particular consideration was given to drug names beginning with the letter ‘M’ when searching to identify potentially similar drug names, as 75% of the confused drug names reported by the USP-ISMP Medication Error Reporting Program involve pairs beginning with the same letter.
	1,2 

	To identify drug names that may look similar to Milprosa, the DMEPA staff also considers the orthographic appearance of the name on lined and unlined orders.  Specific attributes taken into consideration include the length of the name (eight letters), upstrokes (two, capital letter ‘M’ and lower case ‘l’), downstrokes (one, lower case ‘p’), cross-strokes (none) and dotted letters (one, lower case ‘i’).  Additionally, several letters in Milprosa may be vulnerable to ambiguity when scripted (see Appendix B). 
	When searching to identify potential names that may sound similar to Milprosa, the DMEPA staff searches for names with similar number of syllables (3), stresses (MIL-pro-sa or mil-PROsa or mil-pro-SA), and placement of vowel and consonant sounds.  The Applicant’s intended pronunciation (Mill-PRO-zuh) was also taken into consideration, as it was included in the Proprietary Name Review Request.  However, names are often mispronounced and/or spoken with regional accents and dialects, so other potential pronun
	2.2 FDA PRESCRIPTION ANALYSIS STUDIES 
	In order to evaluate the potential for misinterpretation of the proposed proprietary name in handwriting and verbal communication of the name, the following inpatient medication order, outpatient and verbal prescriptions were communicated during the FDA prescription studies. 
	 Institute for Safe Medication Practices.   Confused Drug name List (1996-2006).  Available at 
	1

	http://www.ismp.org/Tools/confuseddrugnames.pdf 
	http://www.ismp.org/Tools/confuseddrugnames.pdf 
	http://www.ismp.org/Tools/confuseddrugnames.pdf 


	 Kondrack, G and Dorr, B.  Automatic Identification of Confusable Drug Names.  Artificial Intelligence in Medicine (2005) 
	2
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	4 
	Figure 1. Milprosa Rx Study (conducted on December 14, 2010) 
	HANDWRITTEN REQUISITION MEDICATION ORDER 
	HANDWRITTEN REQUISITION MEDICATION ORDER 
	HANDWRITTEN REQUISITION MEDICATION ORDER 
	VERBAL PRESCRIPTION 

	Outpatient Prescription: ~~ ::1I\.<µ'"t ~f\'( v6.. SI ~I).. w..<t..o. lf-4,J( ~i-!Poxc."'S 
	Outpatient Prescription: ~~ ::1I\.<µ'"t ~f\'( v6.. SI ~I).. w..<t..o. lf-4,J( ~i-!Poxc."'S 
	Milprosa Dispense 1 Patient to insert one ring vaginally 


	2.3 EXTERNAL PROPRIETARY NAME RISK ASSESSMENT 
	For this product, the Applicant submitted an external evaluation ofthe proposed proprietaiy name. The Division ofMedication Enor Prevention and Analysis conducts an independent analysis and evaluation ofthe data provided, and responds to the overall findings ofthe assessment. When the external proprieta1y name risk assessment identifies potentially confusing names that were not captured in DMEPA's database searches or in the Expe1i Panel Discussion, these names ai·e included in the Safety Evaluator's Risk A
	After the Safety Evaluator has determined the overall risk associated with proposed name, the Safety Evaluator compares the findings oftheir overall risk assessment with the findings ofthe proprietaiy name risk assessment submitted by the Applicant. The Safety Evaluator then determines whether the Division 's risk assessment concurs or differs with the findings. When the proprietaiy name risk assessment differs, the Division ofMedication Enor Prevention and Analysis provides a detailed explanation ofthese d
	3 RESULTS 
	The following sections represent the results from DMEPA's database seai·ches, Expert Panel Discussion (EPD), prescription studies, the external study, and the Safety Evaluator Risk Assessment. We also sought input from the Division ofReproductive and Urologic Products (DRUP) regarding the proprietaiy name. 
	3.1 DATABASE AND INFORMATION SOURCES 
	The DMEPA database seai·ches yielded a total of21 names as having some similai·ity to the proposed proprietaiy name, Milprosa. 
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	the DMEPA Safety Evaluators. 
	Nineteen of the names were thought to look like Milprosa by the DMEPA Safety Evaluators (Alesse, Marplan, Melquin, Melquin-3 Topical Solution, Millipred, Milophene, Milpan, Mirapex, , Valcyte, 
	Figure
	Figure

	***, Valtropin, Valturna, Vapo-Iso, Vaprisol, 
	***, Wolfina, Zaleplon, Zelapar, and Medipore) 
	Two names,  and Milrinone,  were thought to look and sound similar to Milprosa by 
	***

	Additionally, DMEPA did not identify any United States Adopted Names (USAN) stems in the proposed proprietary name as of February 1, 2011. 
	3.2 CDER EXPERT PANEL DISCUSSION 
	The Expert Panel reviewed the pool of names identified by DMEPA Safety Evaluators (See Section 3.1 above) and did not identify any additional names thought to have orthographic or phonetic similarity to Milprosa.   
	DDMAC had no concerns regarding the proposed name from a promotional perspective and did not offer any additional comments relating to the proposed name.  
	3.3 FDA PRESCRIPTION ANALYSIS STUDIES 
	A total of 25 practitioners responded to the prescription analysis studies. Nine practitioners in the combined written studies and 2 respondents in the verbal study interpreted the name correctly as Milprosa. The remainder of the respondents (n=14) misinterpreted the drug name, primarily because lower case letter ‘i’ was misinterpreted as ‘e’, or lower case letter ‘o’ was misinterpreted as ‘e’ , or lower case letter ‘a’ was misinterpreted as ‘e’, ‘en’ or ‘er’. In the verbal studies, responses were misspelle
	3.4 EXTERNAL STUDY 
	The external study submitted by the Applicant found the name acceptable. The Study identified a total of 6 drug names that were thought to look or sound similar to Milprosa.  Three of the 6 names (Milrinone, Myfortic, Prazosin) were thought to sound similar to Milprosa.  The remaining three names (Citalopram, Mirapex, Naproxen) were thought to look similar to Milprosa. Two names, Mirapex and Milrinone, were previously identified in the database searches, thus four names were added to the safety evaluator ri
	3.5 SAFETY EVALUATOR RISK ASSESSMENT OF PROPOSED PROPRIETARY NAME 
	Independent searches by the primary Safety Evaluator did not result in the identification of additional names which were thought to look similar to Milprosa and represent a potential source of drug name confusion. The name Melquin, which was identified in the database searches, was found to be an incomplete/partial proprietary name for the proprietary names Melquin-HP and 
	 This document contains proprietary and confidential information that should not be released to the public. 
	***
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	Melquin-3. Melquin-3 is the same as Melquin-3 Topical Solution previously identified in the databases searches.  Therefore, the two names (Melquin-HP and Melquin-3) were added to our analysis. And the names Melquin-3 Topical Solution and Melquin were eliminated from further analysis. 
	Thus, a total of 25 names were identified for their similarity to Milprosa from the combined searches: 19 identified in section 3.1, 4 identified in the external name study in section 3.4, and 2 identified in the safety evaluator risk assessment in 3.5 above. 
	3.6 COMMENTS FROM THE DIVISION OF REPRODUCTIVE AND UROLOGIC PRODUCTS (DRUP) 
	3.6.1 Initial Phase of Review 
	In response to the OSE October 18, 2010 e-mail, the Division of Reproductive and Urologic Products (DRUP) had no objection regarding the proposed proprietary name at the initial phase of the review. 
	3.6.2 Midpoint of Review 
	On January 12, 2011 DMEPA notified the Division of Reproductive and Urologic Products (DRUP) via e-mail that we had no objections to the proposed proprietary name Milprosa.  Per email correspondence from DRUP on February 2, 2011 they indicated they have no concerns with our assessment of the proposed proprietary name, Milprosa. 
	4 DISCUSSION 
	Milprosa is the proposed proprietary name for Progesterone Vaginal Ring. This proposed name was evaluated from a safety and promotional perspective based on the product characteristics provided by the Applicant. We sought input from pertinent disciplines involved with the review of this application and considered their comments accordingly.    
	4.1 PROMOTIONAL ASSESSMENT 
	DDMAC had no concerns regarding the proposed name from a promotional perspective, and did not offer any additional comments relating to the proposed name.  DMEPA, and DRUP concurred with the findings of DDMAC’s promotional assessment of the proposed name. 
	4.2 SAFETY ASSESSMENT 
	We evaluated a total of 25 names:  19 of which were identified in Database and Information Sources (Section 3.1), 4 identified in the external name study (Section 3.4) and 2 in the safety evaluator risk assessment (Section 3.5).  No other aspects of the name are misleading or represent a potential source of confusion. 
	Seventeen of the 25 names were eliminated for the following reasons: thirteen of the names lacked convincing orthographic and/or phonetic similarity to the proposed name Milprosa, one name could not be found in commonly used references, one name was not identified as a drug name, one name was a discontinued product with no available generics, and one name is not approved by the Agency (see Appendices D, E, F, G, and H).  Failure Mode and Effects Analysis (FMEA) was then applied to determine if the proposed 
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	analysis determined that the name similarity between Milprosa was unlikely to result in medication errors with any of the eight products for the reasons presented in Appendices I and J. 
	5 
	5 
	CONCLUSIONS AND RECOMMENDATIONS 

	The Proprietary Name Risk Assessment findings indicate that the proposed name, Milprosa, is not vulnerable to name confusion that could lead to medication errors, nor is it considered promotional. Thus, the Division of Medication Error Prevention and Analysis (DMEPA) has no objections to the proprietary name, Milprosa, for this product at this time.  
	We consider this a final review, however, if any of the proposed product characteristics as stated in this review are altered, DMEPA rescinds this finding and the name must be resubmitted for review. The conclusions upon re-review are subject to change. The Applicant will be notified via letter from DMEPA.  
	5.1 COMMENTS TO THE APPLICANT 
	We have completed our review of the proposed proprietary name, Milprosa, and have concluded that the name is acceptable. 
	We consider this a final review, however if the approval of the application is delayed for any reason the name will be re-reviewed 90 days prior to the approval of the NDA.  If we find the name unacceptable following the re-review, we will notify you. 
	Additionally, if any of the proposed product characteristics as stated in this review are altered, DMEPA rescinds this finding and the name must be resubmitted for review.  The conclusions upon re-review are subject to change. 
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	APPENDICES 
	Appendix A: 
	Appendix A: 

	FDA’s Proprietary Name Risk Assessment considers the potential for confusion between the proposed proprietary name and the proprietary and established names of drug products existing in the marketplace and those pending IND, NDA, BLA, and ANDA products currently under review by the Center. 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
	5 

	For the proposed proprietary name, DMEPA staff search a standard set of databases and information sources to identify names with orthographic and phonetic similarity and hold a Center for Drug Evaluation and Research (CDER) Expert Panel discussion to gather professional opinions on the safety of the proposed proprietary name.  DMEPA staff also conducts internal CDER prescription analysis studies. When provided, DMEPA considers external prescription analysis study results and incorporate into the overall ris
	The Safety Evaluator assigned to the Proprietary Name Risk Assessment is responsible for considering the collective findings, and provides an overall risk assessment of the proposed proprietary name.  DMEPA bases the overall risk assessment on the findings of a Failure Mode and Effects Analysis (FMEA) of the proprietary name, and focuses on the avoidance of medication errors.   
	FMEA is a systematic tool for evaluating a process and identifying where and how it might fail. DMEPA uses FMEA to analyze whether the drug names identified with orthographic or phonetic similarity to the proposed proprietary name could cause confusion that subsequently leads to medication errors in the clinical setting.  DMEPA uses the clinical expertise of its staff to anticipate the conditions of the clinical setting where the product is likely to be used based on the characteristics of the proposed prod
	6 

	In addition, the product characteristics provide the context for the verbal and written communication of the drug names and can interact with the orthographic and phonetic attributes of the names to increase the risk of confusion when there is overlap or, in some instances, decrease the risk of confusion by helping to differentiate the products through dissimilarity.  Accordingly, the DMEPA staff considers the product characteristics associated with the proposed drug throughout the risk assessment because t
	Typical product characteristics considered when identifying drug names that could potentially be confused with the proposed proprietary name include, but are not limited to; established name of the proposed product, proposed indication of use, dosage form, route of administration, strength, unit of measure, dosage units, recommended dose, typical quantity or volume, frequency of administration, product packaging, storage conditions, patient population, and prescriber population. Because drug name confusion 
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	potential for confusion throughout the entire U.S. medication use process, including drug procurement, prescribing and ordering, dispensing, administration, and monitoring the impact of the medication.  DMEPA provides the product characteristics considered for this review in section one.   
	7

	The Division of Medication Error Prevention and Analysis considers the spelling of the name, pronunciation of the name when spoken, and appearance of the name when scripted.  DMEPA also compares the spelling of the proposed proprietary name with the proprietary and established name of existing and proposed drug products because similarly in spelled names may have greater likelihood to sound similar to one another when spoken or look similar to one another when scripted.  DMEPA staff also examines the orthog
	  Criteria used to identify drug names that look- or sound-similar to a proposed proprietary name. 
	Table 1.

	Type of similarity 
	Type of similarity 
	Type of similarity 
	Considerations when searching the databases 

	Potential causes of drug name similarity 
	Potential causes of drug name similarity 
	Attributes examined to  identify similar drug names 
	Potential Effects 

	TR
	Similar spelling 
	Identical prefix Identical infix Identical suffix Length of the name Overlapping product characteristics 
	• Names may appear similar in print or electronic media and lead to drug name confusion in printed or electronic communication • Names may look similar when scripted and lead to drug name confusion in written communication 

	Lookalike 
	Lookalike 
	Orthographic similarity 
	Similar spelling Length of the name Upstrokes Down strokes Cross-stokes Dotted letters Ambiguity introduced by scripting 
	• Names may look similar when scripted, and lead to drug name confusion in written communication 


	 Institute of Medicine.  Preventing Medication Errors.  The National Academies Press:  Washington DC.  2006.  
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	Table
	TR
	letters 

	TR
	Overlapping product characteristics 

	Sound-alike 
	Sound-alike 
	Phonetic similarity  
	Identical prefix Identical infix Identical suffix Number of syllables Stresses 
	• Names may sound similar when pronounced and lead to drug name confusion in verbal communication 

	TR
	Placement of vowel sounds 

	TR
	Placement of consonant sounds 

	TR
	Overlapping product characteristics 


	Lastly, the DMEPA staff also considers the potential for the proposed proprietary name to inadvertently function as a source of error for reasons other than name confusion.  Post-marketing experience has demonstrated that proprietary names (or components of the proprietary name) can be a source of error in a variety of ways. Consequently, DMEPA considers and evaluates these broader safety implications of the name throughout this assessment and the medication error staff provides additional comments related 
	1. Database and Information Sources 
	DMEPA staff conducts searches of the internet, several standard published drug product reference texts, and FDA databases to identify existing and proposed drug names that may sound-alike or lookalike to the proposed proprietary name using the criteria outlined in Section 2.1.  Section 6 provides a standard description of the databases used in the searches.  To complement the process, the DMEPA staff use a computerized method of identifying phonetic and orthographic similarity between medication names.  Th
	2. CDER Expert Panel Discussion 
	DMEPA conducts an Expert Panel Discussion to gather CDER professional opinions on the safety of the proposed product and the proposed proprietary name.  The Expert Panel is composed of Division of Medication Errors Prevention (DMEPA) staff and representatives from the Division of Drug Marketing, Advertising, and Communications (DDMAC).  The Expert Panel also discusses potential concerns regarding drug marketing and promotion related to the proposed names.  
	The primary Safety Evaluator presents the pooled results of the DMEPA staff to the Expert Panel for consideration. Based on the clinical and professional experiences of the Expert Panel members, the Panel may recommend the addition of names, additional searches by the primary Safety Evaluator to supplement the pooled results, or general advice to consider when reviewing the proposed proprietary name. 
	Reference ID: 2900143 
	3. FDA Prescription Analysis Studies 
	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 Evalu
	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 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 the 123 participating health professionals via e-mail.  In addition, a verbal prescription is recorded 
	4. Comments from the OND review Division or Generic drugs 
	DMEPA requests the Office of New Drugs (OND) or Office of Generic Drugs (OGD) Regulatory Division responsible for the application for their comments or concerns with the proposed proprietary name and 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/nonconcurrence with DDMAC’s decision on the name.  The primary Safety Evaluator addresses any comments or concerns in the safety evaluator
	The OND or 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 concur/not concur with DMEPA’s final decision. 
	5. Safety Evaluator Risk Assessment of the Proposed Proprietary Name 
	The primary Safety Evaluator applies his/her individual expertise gained from evaluating medication errors reported to FDA, conducts a Failure Mode and Effects Analysis, and provides an overall risk assessment of name confusion.  Failure Mode and Effects Analysis (FMEA) is a systematic tool for evaluating a process and identifying where and how it might fail.   When applying FMEA to assess the risk of a proposed proprietary name, DMEPA seeks to evaluate the potential for a proposed proprietary name to be co
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	drug names prior to approval, where actions to overcome these issues are easier and more effective than remedies available in the post-approval phase.  
	In order to perform an FMEA of the proposed name, the primary Safety Evaluator must analyze the use of the product at all points in the medication use system.  Because the proposed product is has not been marketed, the primary Safety Evaluator anticipates the use of the product in the usual practice settings by considering the clinical and product characteristics listed in Section one.  The Safety Evaluator then analyzes the proposed proprietary name in the context of the usual practice setting and works to
	In the initial stage of the Risk Assessment, the Safety Evaluator compares the proposed proprietary name to all of the names gathered from the above searches, Expert Panel Discussion, and prescription studies, external studies, and identifies potential failure modes by asking:  
	“Is the proposed proprietary name convincingly similar to another drug name, which may 
	cause practitioners to become confused at any point in the usual practice setting?”   
	An affirmative answer indicates a failure mode and represents a potential for the proposed proprietary name to be confused with another proprietary or established drug name because of look- or sound-alike similarity.  If the answer to the question is no, the Safety Evaluator is not convinced that the names posses similarity that would cause confusion at any point in the medication use system, thus the name is eliminated from further review.     
	In the second stage of the Risk Assessment, the primary Safety Evaluator evaluates all potential failure modes to determine the likely effect of the drug name confusion, by asking:  
	“Could the confusion of the drug names conceivably result in medication errors in the 
	usual practice setting?” 
	The answer to this question is a central component of the Safety Evaluator’s overall risk assessment of the proprietary name.  If the Safety Evaluator determines through FMEA that the name similarity would not ultimately be a source of medication errors in the usual practice setting, the primary Safety Evaluator eliminates the name from further analysis.  However, if the Safety Evaluator determines through FMEA that the name similarity could ultimately cause medication errors in the usual practice setting, 
	DMEPA will object to the use of proposed proprietary name when the primary Safety Evaluator identifies one or more of the following conditions in the Risk Assessment:   
	1.. 
	1.. 
	1.. 
	DDMAC finds the proposed proprietary name misleading from a promotional perspective, and the Review Division concurs with DDMAC’s findings.  The Federal Food, Drug, and Cosmetic Act provides that labeling or advertising can misbrand a product if misleading representations are made or suggested by statement, word, design, device, or any combination thereof,  whether through a PROPRIETARY name or otherwise [21 U.S.C 321(n); See also 21 U.S.C. 352(a) & (n)]. 

	2.. 
	2.. 
	DMEPA identifies that the proposed proprietary name is misleading because of similarity in spelling or pronunciation to another proprietary or established name of a different drug or ingredient [CFR 201.10.(C)(5)]. 

	3.. 
	3.. 
	FMEA identifies the potential for confusion between the proposed proprietary name and other proprietary or established drug name(s),  demonstrates that medication errors are likely to result from the drug name confusion under the conditions of usual clinical practice.   
	and


	4.. 
	4.. 
	The proposed proprietary name contains an USAN (United States Adopted Names) stem.   

	5.. 
	5.. 
	DMEPA identifies a potential source of medication error within the proposed proprietary name.  For example, the proprietary name may be misleading or, inadvertently, introduce ambiguity and confusion that leads to errors.  Such errors may not necessarily involve confusion between the proposed drug and another drug product. 
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	If DMEPA objects to a proposed proprietary name on the basis that drug name confusion could lead to medication errors, the primary Safety Evaluator uses the FMEA process to identify strategies to reduce the risk of medication errors.  DMEPA is likely to recommend that the Applicant select an alternative proprietary name and submit the alternate name to the Agency for DMEPA to review.  However, in rare instances FMEA may identify plausible strategies that could reduce the risk of medication error of the curr
	In the event that DMEPA objects to the use of the proposed proprietary name, based upon the potential for confusion with another proposed (but not yet approved) proprietary name, DMEPA will provide a contingency objection based on the date of approval.  Whichever product, the Agency approves first has the right to use the proprietary name, while DMEPA will recommend that the second product to reach approval seek an alternative name. 
	The threshold set for objection to the proposed proprietary name may seem low to the Applicant.  However, the safety concerns set forth in criteria a through e are supported either by FDA regulation or by external healthcare authorities, including the Institute of Medicine (IOM), World Health Organization (WHO), Joint Commission on Accreditation of Hospitals (JCOAH), and the Institute for Safe Medication Practices (ISMP). These organizations have examined medication errors resulting from look- or sound-alik
	Furthermore, post-marketing experience has demonstrated that medication errors resulting from drug name confusion are notoriously difficult to rectify post-approval.  Educational and other post-approval efforts are low-leverage strategies that have had limited effectiveness at alleviating medication errors involving drug name confusion.  Applicants have undertaken higher-leverage strategies, such as drug name changes, in the past but at great financial cost to the Applicant and at the expense of the public 
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	Appendix B: Letters with possible 01ihographic or phonetic misinte1p retation 
	Appendix B: Letters with possible 01ihographic or phonetic misinte1p retation 
	Appendix B: Letters with possible 01ihographic or phonetic misinte1p retation 

	Letters in Name, 
	Letters in Name, 
	Scripted may appear as 
	Spoken may be interpreted as 

	Milprosa 
	Milprosa 

	Capital ' M' 
	Capital ' M' 
	N, V, U, W, Z 
	N 

	lower case ' i' 
	lower case ' i' 
	c, e, 1 
	any vowel 

	lower case 'l' 
	lower case 'l' 
	d, e, r, b 
	-----

	lower case 'p' 
	lower case 'p' 
	g, z, Y, Q, i 
	b 

	lower case 'r' 
	lower case 'r' 
	n,s, e, v 
	'ra' misinterpreted as 'ah' 

	lower case 'o' 
	lower case 'o' 
	any vowel 
	any vowel 

	lower case 's' 
	lower case 's' 
	a, c, n, r, g 
	x 

	lower case 'a' 
	lower case 'a' 
	any vowel 
	any vowel 


	Appendix C: FDA Prescription Study Responses (conducted December 14, 2010). 
	Written Outpatient 
	Written Outpatient 
	Written Outpatient 
	Written Inpatient 
	Verbal Prescription 

	Milprese 
	Milprese 
	Milprosa 
	Melprosa 

	Milprese 
	Milprese 
	Milprosa 
	Milproza 

	Milprese 
	Milprese 
	Melprosa 
	Milprosa 

	Milpresen 
	Milpresen 
	Milprosa 
	Milprosal 

	Milpresa 
	Milpresa 
	Milprosa 
	Milprosa 

	Milorese 
	Milorese 
	Milorosa 
	Naloroza 

	Milpreser 
	Milpreser 
	Milprosa 

	Milprese 
	Milprese 
	Milprosa 

	Milprese 
	Milprese 
	Milprosa 

	TR
	Milprosa 
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	Appendix D: Names Lacking Orthographic and/or Phonetic Similarity. 
	Name 
	Name 
	Name 
	Similarity to Milprosa 

	Alesse 
	Alesse 
	Look 

	Citalopram ( 
	Citalopram ( 
	(bl \4l 
	Look 

	Mirapex 
	Mirapex 
	Look 

	Myfo1tic ~ 
	Myfo1tic ~ 
	(b)(41 
	Sound 

	Prazosin ( 
	Prazosin ( 
	(bf(4J1 
	Sound 

	Naproxen ~ 
	Naproxen ~ 
	(b)\.41 
	Look 

	Valcyte 
	Valcyte 
	Look 

	l (b)(41*** 
	l (b)(41*** 
	Look 

	Valtropin 
	Valtropin 
	Look 

	Valtuma 
	Valtuma 
	Look 

	Vapo-Iso 
	Vapo-Iso 
	Look 

	Vaprisol 
	Vaprisol 
	Look 

	r (b)(4l*** 
	r (b)(4l*** 
	Look 

	Appendix E: Names not found in commonly used references 
	Appendix E: Names not found in commonly used references 


	Proprietary Name Mil pan 
	Proprietary Name Mil pan 
	Proprietary Name Mil pan 
	Similarity to Milprosa Look 
	Reason Name identified in Facts and Comparison without product characteristics. Name could not be found in commonly used references (RedBook, Drngs@FDA, Clinical Pha1macology, Facts and Comparison, MicroMedex, LexiComp 


	••• This document contains proprieta1y and confidential infonnation that should not be released to the public 
	Reference ID: 2900143 
	Appendix F: Proprieta1y names not identified as dmg names 
	Appendix F: Proprieta1y names not identified as dmg names 
	Appendix F: Proprieta1y names not identified as dmg names 

	Prop1ietary Name 
	Prop1ietary Name 
	Similarity to Milorosa 
	Reason for Discard 

	Medi pore 
	Medi pore 
	Look 
	Identified as family name for a line ofmedical tapes, dressings and precut pads. 


	A.nnen d. IX G D'1scontmue pro ucts wit 'h no ava1 a ·1 bl e genen cs
	d d 
	Prop1ietary 
	Prop1ietary 
	Prop1ietary 
	Active Ingredient 
	Similarity 

	Name 
	Name 
	to 

	TR
	Milprosa 

	Wolfina 
	Wolfina 
	Rauwolfia Serpentina Root 
	Look 

	Appendix H: Proprieta1y names not approved by the Agency 
	Appendix H: Proprieta1y names not approved by the Agency 


	Prop1ietary Name 
	Prop1ietary Name 
	Prop1ietary Name 
	Similarity to Milprosa 
	Reason for Discard 

	l (b)l41··· 
	l (b)l41··· 
	Look and Sound 
	Approved under the established name; Naltrexone Hydrochloride Name found unacceptable by DMEPA in OSE RCM -C-<bH4~. 


	••• This document contains proprieta1y and confidential infonnation that should not be released to the public 
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	Appendix I: Products with multiple differentiating characteristics 
	Appendix I: Products with multiple differentiating characteristics 
	Appendix I: Products with multiple differentiating characteristics 

	Product name with potential for confusion 
	Product name with potential for confusion 
	Simila ii ty to Milpros a 
	Strength/Dosage Form 
	Usual Dose (if applicable) 
	DilTerentiating Product Characteristics and Orthographic DilTerences 

	Milprosa 
	Milprosa 
	NIA 
	Vaginal ring: 
	One ring 

	(Progesterone) 
	(Progesterone) 
	(b)<4) gm (Delivers 11 mg per day) 
	inserted vaginally starting the day after oocyte 

	TR
	retrieval and 

	TR
	replaced weekly, 

	TR
	continuing for 

	TR
	up to 10 weeks 

	TR
	total duration. 

	Milophene 
	Milophene 
	Look 
	Tablet: 50 mg 
	Treatment of 
	Dosage form (vaginal ring vs. 

	( Clomiphene) 
	( Clomiphene) 
	infertility in women: 50 mg to 
	tablet) -Route of administration 

	Discontinued with 
	Discontinued with 
	100 mg once 
	(vaginal vs. oral) 

	available generics 
	available generics 
	daily x 5 days 
	-Frequency ofadministration 

	TR
	Treatment of infertility in men: 
	(once weekly vs once daily; once every other day) 

	TR
	25 mg once daily 
	Usage data suggests 

	TR
	x 25 days or 25 
	prescriptions are not written 

	TR
	mg every other 
	using the name Milophene 

	TR
	day. 

	Mikinone 
	Mikinone 
	Look and Sound 
	Injectable: Pre-mix: 20 mg/100 mL 40 mg/200 mL Vials: (1 mg/mL):10 mL, 20 mL, 50mL 
	Loading dose: 50 mcg/kg over 10 min; Maintenance infusion rate: 0.375 mcg/kg/min to 0.75 mcg/kg/min 
	Dosage form (vaginal ring vs. injectable) -Route of administration (vaginal vs. intravenous) -Strengths (single vs multiple) -Frequency ofadministration (once weekly vs continuous infusion) 

	TR
	Adjust infusion rate according to hemodynamic and clinical response 
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	Marplan (Isocarboxazid) 
	Marplan (Isocarboxazid) 
	Marplan (Isocarboxazid) 
	Look 
	Tablet: 10 mg 
	10 mg twice daily Maximum daily dose 60 mg per day in two to four divided doses 
	Dosage form (vaginal ring vs. tablet) -Route of administration (vaginal vs. oral) -Frequency of administration (once weekly vs two or four times daily) 

	Zaleplon 
	Zaleplon 
	Look 
	Tablets: 5 mg, 10 mg 
	10 mg at bedtime Maximum dose: 20 mg 
	Dosage form (vaginal ring vs. tablet) -Route of administration (vaginal vs. oral) -Strength (single vs multiple)    -Frequency of administration (once weekly vs once daily at bedtime) 

	Zelapar 
	Zelapar 
	Look 
	Orally Disintegrating 
	1.25 mg or 2.5 
	Dosage form (vaginal ring vs. 

	(Selegiline) 
	(Selegiline) 
	Tablet: 1.25 mg 
	mg once daily in the morning 
	tablet) -Route of administration (vaginal vs. oral) -Frequency of administration (once weekly vs once daily) Orthographic differences: -both names contain the letters ‘l’ and ‘p’ in similar positions, however the letter ‘a’ between the letters ‘l’ and ‘p’ in Zelapar adds a visual difference when compared to Milprosa. Preliminary usage data indicates the signatura Use as directed is not used in prescribing Zelapar. 

	Millipred 
	Millipred 
	Look 
	Tablet: 5 mg 
	Individualized 
	Dosage form (vaginal ring vs. 

	(Prednisolone sodium phosphate) 
	(Prednisolone sodium phosphate) 
	Oral solution: 10 mg/5 mL 
	dosing based on the specific disease entity 
	tablet, oral solution) -Route of administration (vaginal vs. oral) 

	TR
	being treated 
	-Frequency of administration 

	TR
	Adults: 5 mg to 60 mg 
	(once weekly vs once daily,three or four divided doses) 

	TR
	per day 
	Orthographic differences: 

	TR
	Pediatrics: 
	-the letter string ‘li’ in Millipred 

	TR
	0.14 mg/kg/day 
	visually differentiates the two 

	TR
	to 
	names 

	TR
	2 mg/kg/day 
	-Millipred ends with an upstroke 

	TR
	letter ‘d’ which helps to visually 

	TR
	differentiate the two names. 
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	Appendix J: Potential confusing names with orthographic differences which minimize potential for confusion 
	Appendix J: Potential confusing names with orthographic differences which minimize potential for confusion 
	Appendix J: Potential confusing names with orthographic differences which minimize potential for confusion 

	Proposed Name: 
	Proposed Name: 
	Dosage Form/Strength: 
	Usual Dose: 

	Milprosa 
	Milprosa 
	Vaginal ring: <bJ<4fgm 
	One ring inserted vaginally starting the day 

	(Progesterone) 
	(Progesterone) 
	(Delivers 11 mg per day) 
	after oocyte retrieval and replaced weekly, continuing for up to 10 weeks total duration. 

	Failure Mode: Name confusion 
	Failure Mode: Name confusion 
	Causes (could be multiple) 
	Effects 

	Melquin-3 
	Melquin-3 
	01thographic similarities: 
	Differing product characteristics will 

	MelquinHP (Hydroquinone) 
	MelquinHP (Hydroquinone) 
	Similarity of root names (Milprosa vs Melquin) 
	minimize the likelihood ofmedication enors in usual practice settings. Rationale: 

	Melquin-3 or Melquin-3 Topical Solution 3% Topical Solution-30 mL 
	Melquin-3 or Melquin-3 Topical Solution 3% Topical Solution-30 mL 
	-length ofname 8 letters vs 7 letters -similar letter strings (Milp VS Melq) 
	DMEPA notes 01t hographic and product similarities exist between the three products (Milprosa, Melquin-3 , Melquin-HP) in the event that the modifiers (i.e., "3" or "HP") are 

	MelquinHP 
	MelquinHP 
	dropped in addition to using the signatura 

	4% Topical Cream-14.2 gm or 
	4% Topical Cream-14.2 gm or 
	-Potential for the use of 
	"Use as directed" for written prescriptions. 

	28.4 gm Indication: Treatment oflentigines (freckles) and/or other minor hype1pigmented skin conditions. 
	28.4 gm Indication: Treatment oflentigines (freckles) and/or other minor hype1pigmented skin conditions. 
	the directive 'Use as directed" to be used for either product. -Similarity in Dispense Quantity (#1), which could be inte1preted as "1 box" or "1 tube"/ "1 
	However, Melquin alone does not exist, Meqluin-3 and Melquin HP are supplied in different strengths and dosage fo1ms. Melquin-3 is supplied as a 3% Topical Solution and Melquin HP is supplied as a 4% Topical Cream. 

	Gradual treatment of ultraviolet-
	Gradual treatment of ultraviolet-
	bottle) 
	In the event that the modifiers are dropped and 

	induced dyschromia and 
	induced dyschromia and 
	-Similarity of root names 
	the signature "Use as directed" is used, a 

	discoloration resulting from 
	discoloration resulting from 
	if modifier dropped 
	prescriber would need to specify a strength 

	pregnancy, ho1mone replacement 
	pregnancy, ho1mone replacement 
	(3% vs 4%) or a dosage fo1m (solution vs 

	therapy, skin trauma, or the use of 
	therapy, skin trauma, or the use of 
	cream) on a prescription. 

	oral contraceptives 
	oral contraceptives 
	Since there is no numerical overlap of 

	Apply to affected area twice daily 
	Apply to affected area twice daily 
	strengths or overlap in dosage fo1ms among the three products (Milprosa, Melquin-3, Melquin-HP), the risk of confusion among these three products is minimized. 
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	Department of Health and Human Services Public Health Service Food and Drug Administration Center for Drug Evaluation and Research Office of Surveillance and Epidemiology 
	Date: .August 5, 2010 
	To: .Scott Monroe, MD, Director. Division of Reproductive and Urologic Drug Products. Carlos M Mena-Grillasca, RPh, Team Leader .
	Through: 
	Denise Toyer, PharmD, Deputy Director. Division of Medication Error Prevention and Analysis (DMEPA) .
	From: L. Shenee’ Toombs, PharmD, Safety Evaluator Division of Medication Error Prevention and Analysis (DMEPA) Subject: Proprietary Name Review  Drug Name(s): 
	(Progesterone) Vaginal Ring. 11 mg/day. Application Type/Number: NDA 201110 .Applicant: Teva. OSE RCM #: 2010-1023 .
	Figure
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	Figure
	Application Submission 
	Submitter Name Product Name
	Type/Number Type/Number 
	NDA-201110 ORIG-1. TEVA WOMENS PROGESTERONE (VAGINAL HEALTH INC RING) 
	This is a representation of an electronic record that was signed electronically and this page is the manifestation of the electronic signature. 
	/s/ 
	Latoya S TOOMBS 08/05/2010 
	CARLOS M MENA-GRILLASCA 08/05/2010 
	DENISE P TOYER 08/05/2010 
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