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Accreditation Council for Pharmacy Education (ACPE) as a provider of
continuing pharmacy education.

This CE activity is approved for 1.25 contact hours (0.125
CEU) in states that recognize ACPE providers.
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Disclosure

It is the policy of ISMP and ProCE, LLC to ensure balance, independence, objectivity and scientific
rigor in all of its continuing education activities. Faculty must disclose to participants the existence of
any significant financial interest or any other relationship with the manufacturer of any commercial
product(s) discussed in an educational presentation.

The speaker listed below has no relevant commercial and/or financial relationships to disclose:

Michael R. Cohen, RPh, MS, ScD (hon), DPS (hon) FASHP
Danielle Harris, PharmD, BCPS
Ana Zanoletty

The speakers listed below disclosed a potential conflict of interest.

Dorothy Linvill-Neal disclosed salary from Novartis Pharmaceuticals
*Conflicts identified were resolved with a peer review process.

Please note: The opinions expressed in this activity should not be construed as those of the CE provider. The information and
views are those of the faculty through clinical practice and knowledge of the professional literature. Portions of this activity may
include unlabeled indications. Use of drugs and devices outside of labeling should be considered experimental and participants
are advised to consult prescribing information and professional literature.
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The Inside Track on Drug Naming Safety Standards

Objectives

Following completion of this activity, participants will be able to:

— Discuss the FDA and EMA role in drug naming for medication safety
— Identify the benefits of safety testing prior to drug name approval

— State several steps in the development of a drug name for a
pharmaceutical company

— Describe the types of problems that created a need to improve drug
naming safety

An ECRI Affiliate

Iy U.S. FOOD & DRUG

ADMINISTRATION

FDA’s Role in Minimizing Proprietary
Name Confusion and Medication Errors

Danielle Harris, PharmD, Acting Director

Division of Medication Error Prevention and Analysis Il (DMEPA I1)

Office of Medication Error Prevention and Risk Management (OMEPRM)
Office of Surveillance and Epidemiology (OSE)

CDER | US FDA

www.fda.gov
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www.fda.gov

Iy U.S. FOOD & DRUG

ADMINISTRATION

Center for Drug Evaluation and Research (CDER)

Office of Surveillance

and Epidemiology (OSE)
| ]
Office of Office of Medication
Pharmacovigilance and Error Prevention and
Epidemiology Risk Management
(OPE) (OMEPRM)
Division of Division of Division of o )
Pharmacovigilance Epidemiology M‘*dm“?" ey Bvisioniol sk
L T Preventlpn and Management
# : Analysis |, Il (DRISK)
(DPV I, DPV II) (DEPI I, DEPI I1) (DMEPA I, DMEPA 11)

Division of
Medication Error

Prevention and
Analysis
(DMEPA)

MISSION

To increase the safe use of drug
products by minimizing use error
that is related to the naming,
labeling, packaging, or design of
drug products

DMEPA consists of healthcare
professionals with varied backgrounds

* Pharmacists

* Nurses

* Biomedical engineer
* Social Scientists

© 2021 ISMP



The Inside Track on Drug Naming Safety Standards

What does DMEPA do?

* Review new drug applications from a

Pym—— medication error perspective
Names

* |dentify strategies to prevent or

Labels, m|t|gate medlcatlon errors
Labeling, &
Product
Design

Guidance/
Work
Groups

*  Complete ~2000 medication error
related reviews per year for drug

products
Human
Post-market Factor/
Surveillance Usability
Study
www.fda.gov 9
9

Contributing Factors

Proprietary Name Confusion...

10
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Environmental & Human Factors

*Stressful work environment

*Frequent interruptions &
distractions

*Poor lighting
*Noise level

www.fda.gov

11

Aoccdrnig to rscheearch at
Cmabrigde Uinervtisy, it deosn't
mttaer in waht oredr the Itteers in a
wrod are, the olny iprmoetnt tihng
is taht the frist and Isat Itteer be at
the rghit pclae. The rset can be a

Confirmation Bias toatl mses and you can sitll raed it
wouthit a porbelm.

Tihs is bcuseae the huamn mnid
deos not raed ervey lteter by istlef,
but the wrod as a wlohe.

Amzanig huh?
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FOA
Role of Electronic Prescribing

T | 1

cl e P Y- =1

Find: | levol #h [Con

Levaneit-78 aral tablet
| Levornefolate PNV oral kit
fevorphanol X mg oral tablet —
Levormefolate DHUL oral capsule
lewocetirimineg 5 mg oral tablet
levofloxacin 250 mg oral tablet
levoafioxacin 500 mo oral tablet
levofiosacin 750 mgriral tablet
lewvocamitne 3320 mg oral tablek
levocamitane 250 mg oral capsule

www.fda.gov

13

Role of Labels and Labeling

Consider role of similar labels when products are customarily stored
side-by-side or near one another

mees-nnn

iphe GABAPENTIN *§ GEMFIBROZIL
ong st Taets ., '} Tabes. Use
30 Tablets el T jo0omg
¢ Eisai Inc. =) Eisai Inc :u\w e —
Ll o Ty -

G2 Woeria B JANSSEN

www.fda.gov

14

14

© 2021 ISMP



The Inside Track on Drug Naming Safety Standards

. Final Guidance for Industry:

Best Practices in Developing Proprietary
Names for Human Prescription Drug

. Products
Proprietary
Name *  Draft Guidance for Industry:
. Best Practices in Developing Proprietary
Gu Id ances Names for Human Nonprescription Drug
Products

. Final Guidance for Industry:
Contents of a Complete Submission for
the Evaluation of Proprietary Names

15

Purpose of Naming Guidances

*To describe best practices to help minimize proprietary
name-related medication errors and avoid adoption of
proprietary names that contribute to violations of the FD&C
Act

*To describe the framework FDA uses in evaluating proposed
proprietary names that is also available to sponsors to use
before submitting names for FDA review

www.fda.gov 16

16
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Proprietary Name Review Process SRR

N\

Office of
prescription  Conducts misbranding assessment of the PN that may misbrand

U the drug

Promotion

\

Provides misbranding and safety concerns with the proposed
PN based on clinical, chemistry, and/or pharmacology data
that may impact acceptability of the PN

Office of
New Drugs

[

Conducts safety assessment of the PN for risk of drug name
confusion that may lead to medication errors

wwv»/da.gov 17

DMEPA

17

Misbranding Review

* Misbranding Assessment is conducted by the Office of Prescription Drug
Promotion (OPDP)

* FDA will object to a proposed name if it may misbrand the product, e.g.,:
* The proprietary name suggests that the drug is safer or more effective than has been
demonstrated by scientific evidence.
* The proprietary name is “fanciful” and suggests that it has some unique effectiveness
or composition when it does not.

Curebia

www.fda.gov 18

18
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Preliminary Screening Assessment for

Proposed Proprietary Names

There is NO obvious similarities in spelling and pronunciation to proprietary
1 names, established names, or ingredients of other products.
* Durezol vs. Durasal

There is NO medical abbreviation incorporatedin the name.
+ Macrobid (BID = medical abbreviation for “twice daily”)

The name does NOT contain any referenceto an inert or inactive ingredient. 21
CFR 201.10(c)(4)

The name does NOT include or suggest the name of one or more, but not all, of
its active ingredients. 21 CFR 201.6(b)

The name does NOT contain United States Adopted Name (USAN) stem.
+ USAN stem: vir-, -vir-, -vir Prop. Names: Combivir, Epivir, Norvir

The name is NOT the same proprietary name as another product with
completely different active ingredient(s).
+ Allegra (fexofenadine hcl) vs. Allegra (diphenhydramine plus allantoin)

This name is NOT being reused after discontinuation of another product.

~N~ 6 a A ODN

SSKKK8KS

19

Inclusion of Product-Specific Attributes

* For flexibility in future product development, FDA recommends sponsors
avoid incorporating product-specific attributes in the name

* manufacturing characteristics (e.g., “NamelLyophilized”)

* dosage form (e.g.. “Nametabs”)

* route of administration (e.g., “Nameoral”)

* When used, should be consistent with the product and not pose risk of
medication error

* Sponsor may wish to consider future changes (new dosing intervals,
formulations, dosage forms, indications, and patient populations, etc.) may
render the original proprietary name inaccurate

20

© 2021 ISMP
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Challenge Question #1

Which of the following proposed proprietary names are
likely to generate an objection from FDA:

A. Biativ for an intravenous product

B. Biastatin for a cholesterol lowering product
C. Posbia for an oral tablet

D. Curesacne for a topical retinoid

E. BandD

www.fda.gov 21

21

Look-alike Sound-alike (LASA) Safety Assessment

Consider phonetic, spelling, and orthographic similarity

[ |

Conduct name simulation studies (NSS)
[ |

Search for similar names using FDA’s Phonetic and Orthographic Computer Analysis

(POCA) program

Use checklists for high, moderate, or low similarity pairs to help determine whether

the name is safe from a LASA perspective

—

www.fda.gov 22

22
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Name Simulation Studies

* Intended to test how subjects respond to a proposed proprietary name by
asking them to use the name in simulated real-world use conditions

* The more closely and fully the simulation approximates real-world use
conditions, the more generalizable the results

* Name simulation tasks should reflect the full range and variety of tasks
involved in the selecting, purchasing, prescribing, transcribing, dispensing,
and administering of drugs

* Results should be analyzed carefully to identify potential errors

www.fda.gov 23
23
Prescription Simulation: Aciphex
. I A Verbal
Handwritten Medication Order/Prescription e
Medication Order: A Frequency Aciphex 20 mg. Take
MiEsacebon Poss:. Roda.. o Ride _ one tablet by mouth
W Do P 20wy o Aaily once daily. Dispense:
30
QOutpatient Prescription: .
Patient Date
Address
i Otrplhiss S0 My
_Take ehe FalLpo ener dabd
¢ :’ni‘(;’m.w \ &@ M}f" FF \ga
l‘ |-u§§?foaaj
“R(-ﬁll[i)‘ ) Dr. {'\,&C
DEA No. Address
Telephone
CPOE Study Sample (Font: sans-serif, 12 point, bold)
Aciphex
24
24
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FOA
Prescription Simulation: Aciphex

Study Name: Aciphex

Total 19 33 19 20
INTERPRETATION OUTPATIENT CPOE VOICE INPATIENT  TOTAL
ACIFEX 0 0 1 0 1
ACIPHEN 1 0 0 0 1
ACIPHEX 18 33 §¢ 17 85
ACIPNEX 0 0 0 1 1
ACIPREX 0 0 0 2 2
ASAFEX 0 0 1 0 1

25

Phonetic and Orthographic Computer Analysis

* The Phonetic and Orthographic Computer Analysis (POCA) program is a software
tool that uses an advanced algorithm to determine the orthographic and phonetic
similarity between two drug names

* First released to public in Spring 2009*; available for download - POCA

* FDA uses POCA to compare a drug name against multiple drug names contained in
both internal* and external data sources. Publicly available data sources in the
most recent version are:

* DrugsAtFDA (updated monthly)

* RxNorm (updated monthly)

* Suffixes in the proper name of approved biological products (updated monthly)

* United States Adopted Names (USAN)

*proposed proprietary name listings are only available to FDA - not the public

26

© 2021 ISMP
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Evaluating Similar Name Pairs

* The POCA search will provide three data sets: (1) COMBINED orthographic and
phonetic matches, (2) phonetic matches, and (3) orthographic matches

* Review the COMBINED orthographic and phonetic matches and group the name
pairs into one of the following three categories:

* Highly Similar Name Pair: combined score >70%
* Moderately Similar Name Pair: combined score >55% to < 69%
* Low Similarity Name Pair: combined score <54%

www.fda.gov 27

27

Role of Product Characteristics

*Product strength and dose is an important consideration

*For similar names, the risk of medication error is
potentiated when the strengths and doses overlap

*However, if none of the strengths overlapped, the name
similarity might not lead to errors.

*Consider: Intuniv and Invega

Intuniv 3 mg Intuniv 1 mg, 2 mg, 4 mg
Invega 3 mg Invega 1.5 mg, 6 mg, 9 mg

www.fda.gov 28

28
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FDA
Role of Product Characteristics

* If two products have highly similar names, differences in the product
profile may not reduce the risk of error

. . 1s Combined
“ Different Product Characteristics

Cerebyx Pharmacological agent: anti-convulsant

(fosphenytoin sodium injection) Route: intravenously or intramuscularly 7 5 (y

Celebrex Pharmacological agent: nonsteroidal anti-inflammatory o

(celecoxib) capsule Route: orally

Kapidex Indication: erosive esophagitis, gastroesophageal reflux disease

(dexlansoprazole) (GERD)

delayed release capsules Dose: 30 mg or 60 mg once daily 72(y
(1)

Casodex Indication: prostate cancer

(bicalutamide) tablet Dose: 50 mg once daily

29

FDA

* The acceptability of a proposed proprietary name is
- based on FDA’s review of all information and analyses
Flnal described in the guidance along with any information

Determination submitted by the Applicant

on Name * FDA may reject a name if, based on the information
provided or in its own review, it determines the name:
* causes confusion with other products that can
result in medication errors and preventable harm
or
* is misleading with respect to the therapeutic
effectiveness, composition, or the safety of the
product.

Acceptability

30
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Challenge Question #2

Which is likely to potentiate the risk for name confusion in
moderately similar names?

A. __Same frequency of administration
B. Same strength and dose
C. Sameroute of administration
D. Same indication of use
www.fda.gov 31
31
Managing post-market name confusion
Issue Alerts
e Communication and outreach, e.g., “Dear Health Care Provider”
¢ Drug Safety Communication (DSC) issued by FDA
Change Labeling
¢ This approach usually taken when name confusion is increased by products that
have similar labeling and close proximity to each other on the pharmacy shelf
¢ Change in the labels requiring better visual differentiation between the two
products
¢ Incorporation of different font size and type, layout, and color in the presentation
of name, and strength on the container label
www.fda.gov 32
32
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Managing post-market name confusion

Apply TallMan Lettering

e Tall-man refers to a lettering style that uses mixed case to
emphasize the differing portions of two names

e Studies show using tall-man lettering can improve health care
practitioner’s (HCP) ability to distinguish similar drug names*

¢ Tall-man is more effective when HCP are aware of the reason for
its application.

www.fda.gov 33

33

i

Brintellx 4 Proprietary Name Change

fion: Dispense with e
aczompanying Madication Guids,

* July 2015: FDA issued a Drug Safety
Communication

* FDA had received 50 medication error reports
describing brand name confusion with Brintellix
and Brilinta.

* After the July 2015 DSC, FDA received additional
cases

* FDA worked with Brintellix manufacturer to
change the drug’s name

* Brintellix name changed to Trintellix

34

© 2021 ISMP
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»  *Similar looking and sounding names
have led to medication errors

* There are limited options to
manage proprietary name confusion
post-marketing

Summary

* The best strategy to reduce
medication errors associated with
proprietary name confusion appears
to be pre-marketing name
assessment

* Best Practices in Developing Proprietary Names for Human Prescription Drug

Resources

Products

* Best Practices in Developing Proprietary Names for Human Nonprescription
Drug Products

e Guidance: Contents of a Complete Submission for the Evaluation of
Proprietary Names

* MAPP 6720.2, Rev. 1, Procedures for Handling Requests for Proprietary Name
Review.

* MAPP 6720.4- Procedures for Sharing Non-public Information on Pending
Proposed Proprietary Names

* Proprietary Name Review Concept paper (PILOT PROGRAM)

www.fda.gov 36

36

© 2021 ISMP
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&)

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

The Inside Track on Drug Naming Safety
Standards
EMA perspective

Presented by Ana Zanoletty
Name Review Group

37

-

EUROPEAN MEDICINES AGENCY

Contents

Legal basis
Composition and role of the Name Review Group (NRG)
Procedural aspects

Recent changes and statistics

vV V VYV V V

Specific issues

38
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EUROPEAN MEDICINES AGENCY

Legal basis

Single name rule - Centralised procedure

« Article 6(1) of Regulation (EC) No 726/2004: *...shall include the use of a single name
for the medicinal product.’

« Article 1(20) of Directive 2001/83/EC : ‘Name of the medicinal product: The name,
which may be either an invented name not liable to confusion with the common name,
or a common or scientific name accompanied by a trade mark or the name of the
marketing authorisation holder.’

- Itis also understood by legislation that a common name is, according to Article 1(21) of
Directive 2001/83/EC, as amended, "The international non-proprietary name (INN)
recommended by the World Health Organization, or, if one does not exist, the usual
common name."

39

-

EUROPEAN MEDICINES AGENCY

Name Review Group (NRG)

Single name rule — Centralised procedure

» Established by the Committee of Human Medicinal Products (CHMP) in 1999 to
perform reviews of the (invented) names* of medicines assessed by EMA.

« Composed of =50 contact points in all Member States; of those, 15 regular
attendees representing the main language groups + an expert on patient safety

« Chaired by an EMA representative

¢ * The terms '(invented) name' in this format aim to cover two possible scenarios,
i.e. invented names and INN + Marketing Authorisation Holder (MAH)/TM

40

© 2021 ISMP
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EUROPEAN MEDICINES AGENCY

Name Review Group (NRG)

| Language family ~ Member States
Romance
Slavic
Baltic
L Greek (
Semitic + 2 experts on patient safety
Uralic
!.lE !'E
GErrmaiic - ——
"’ | J|EC and WHO consulted
IR - case-by-case basis

42
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-

EUROPEAN MEDICINES AGENCY

Role of the NRG
To prevent name-related medication errors

» To consider whether the (invented) name proposed by a sponsor could create a public-health concern or
potential safety risk.

- Confusion with existing medicinal product

Misleading therapeutic/pharmaceutical connotations/composition
- Promotional names
- Offensive / inappropriate connotation
- Protection of INN/INN stems

» Support/development of naming policy

Procedural guidance for variant strain(s) update to vaccines intended for protection against Human
coronavirus (June 2021)

Change of name of liposomal medicines at high risk of medication errors (Sept. 2019)

43

-

EUROPEAN MEDICINES AGENCY

How does the NRG operate?

Applicants propose names NRG contact points (50) review
¢ NRG secretariat handles and prqpos_ed names and submit
validates requests and creates objections

Agenda ensuring consistency and
accuracy.

NRG (15) discuss objections +
provide acceptability outcome

* NRG. iecretarizt reviews * NRG secretariat provides support
COMSIEENE el CIEE L) during discussion and prepares
minutes and ToD.

Communication to applicants

CHMP endorses outcome

- .ozrtecz?\:gt}ggeznd alispEiieln @i « NRG secretariat presents Table of
Possibility to appeal NRG/CHMP : Decisions for adoption.
position

44

2/3-month process; 4-6 times a year

44
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-

EUROPEAN MEDICINES AGENCY

NRG guideline revision 7.

+ Certain areas clarified based on the experience ()
since last revision (‘07) s

e Submission rules - reduction from 4 names to 2 names

» Requirements for acceptability procedurs

« Use of checklist for the decision making when
discussing the link between

orthographic/phonetic similarity and potential
for medication errors.

—— 7"

+ Aim: For a streamlined decision making with
more substantiated and transparent name

review outcomes.

o]
+ Most MSs apply the same principles at national
level
|

45

-

NRG guideline revision 7 (planned)

Challenges & next steps

+ Similarity with INN and INN stem + Review postponed due to Brexit

» Phonetic based objections on the rise relocation, COVID-19 pandemic

. . . ) + Agreement to commence review 2021
+ Qualifiers: exemptions in placement, translation

« Discussion planned with Interested
Parties - November 2021.

» Promotional use

* MAH names - clarity on legal aspects

* Quality of submissions — Art 57 awareness
» Understanding of EU regulation

* Umbrella branding

» Differences in national practices

46
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48
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In all affairs, it's a healthy thing now and then to hang a question mark on

the things you have long taken for granted.”

Bertrand Russell

-

EUROPEAN MEDICINES AGENCY

Further information

Ana.zanolettyperez@ema.europa.eu

Official address Domenico Scarlattilaan 6 « 1083 HS Amsterdam . The Netherlands

Telephone +31 (0)88 781 6000
Send us a question Go to www.ema.europa.eu/contact

Follow us on @EMA_News

24
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Presentation Objectives
v" Pharmaceutical Branding
v" Brand Name Goals & Trends
v Naming Styles
v" Challenges for Global Brand Names
v Regulatory Review
v Rejection Rates
v" Process & Timing
v Name Safety & Research
v' Summary
v Q&A

50
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Pharmaceutical Branding

Pharmaceutical/Device branding presents unique challenges versus typical
consumer goods.

Pharmaceutical Industry must strive to develop names that balance Patient
Safety/Health Authority Review and Drug Development Goals/Commercialization

Drug Development Patient Safety

51

51

Brand Name Goals

= |nitiate Global Name Development process approximately 3 years prior to
regulatory submission.

= The name must be:

— Safe for Use in the Global Healthcare Environment
Available for Global Trademark Registration
Approvable by Global Regulatory Authorities
Acceptable to Healthcare Professionals and Patient Audiences
Appropriate for a Diverse Global Marketing Environment
Supported by Internal Stakeholders

= Global Uniformity/communication/traveler safety

52

52

© 2021 ISMP

26



The Inside Track on Drug Naming Safety Standards

What can we name?

Beovu™ (brolucizumab) . Beyond the Pill —
. Stem: -mab meaning: monoclonal antibodies Digital assets @s
Nonproprietary ; )
A Stem subgroup: -zumab meaning: humanized (e.g. apps,
(generic) names

Infix: -ci- for circulatory system targets (e.g. therapeutics)
inhibiting angiogenesis)

b NovarTIs
ViaOpta Daily
A personal assistant to
help low vision patients
with daily activities

ABLO001, asciminib

Drug Classes STAMP

Specifically Targeting BCR-ABL
Myristoyl Pocket

Proprietary (brand) Entresto-
names (sacuhitril/valsartan) tablets

(CANOPY-N) Canakinumab or Pembrolizumab as Prescido,
Monotherapy or in Combination as Neoadjuvant Pharmacopeial precision delivery

linical trial i j i -
C cal trials Therapy in Subjects With Resectable Non-small terms eHealth
Cell Lung Cancer functionality* ’ ’
*Conceptual designs 7

Diagnostic: NIJI =
Devices Near Patient

i s
Testing System (..5_'_.
.ﬁ\

53

FDA 4-letter biologic suffix rd | mOV|g®

lerenumabfacoe) i

140 mgfml

Per the 2019 Nonproprietary Naming of Biological Products: Update Guidance for Industry?,
the FDA recommends a random 4-letter suffix be issued on a per product basis for all biologic
products.

The intent is for the suffix to be used on all packaging and labelling, communication,
prescribing, adverse event reporting for a product. The suffix’s aim is “To improve
pharmacovigilance and safety of biologic substances by adding an additional way to
distinguish between biologics in light of the entry of similar biologic product into the US
marketplace as treatment options for patients.”

Type of Screening required:

= Stakeholders create and perform required screening prior to submission to ensure appropriateness
and safety (e.g. avoiding sponsor promotion, similarity to medical acronyms or abbreviations)

= 10 suffixes are submitted in prioritized order, from most (#1) to least (#10) preferred

54

54
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2020 28 16% 121 | 68% 29 | 16% Brand Naming Pattems*
3-Syllable Brand Names Approved
2019 23 125 | 72% 23 iori d
13% © 13% the Vast Majority of the Time
26 o 42
2018 12% 142 | 66% 20%
30 o 25
2017 16% 138 | 72% 13%
m 1 Syllable
15 o 16
2016 1% 103 | 75% 12% m 2 Syllables
m 3 Syllables
16 o 16
2015 10% 1] 10% § m 4 Syllables
m 5 Syllables
17 o 24
2014 12% 9% | 70% 17%
m 6 Syllables
21 o 17
2013 5% 96 | 71% 13%
14 o 13
2012 3% 82 | 73% 2%
17 o 12
2011 15% 86 | 74% 10%
0 50 100 150 200 250
55 Number of Syllables for FDA + EMA Pharmaceutical Brand Name Approvals

55
- *%
Drug Brand Naming Trends
Then Now Trends
Best Selling Drugs of 2010: Examples of recent Approvals: . :-ongerword lengths/syllables
* Lipitor * Elyxyb beginning of name
* Nexium * Givlaari + Unique double letter construction
o P . + MOA encoding
PIaVD.( Upneeg « Greater phono/ortho distinction
* Advair * Braftovi (ascending/ descending letters)
* Abilify « Xpovio « Patient-centric/aspirational
« Rozlytrek
« Kisqali
« Entresto
56
56
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Drug Brand Naming Styles

Blank canvas Aspirational Science/MoA
* No notable « Inspiring « Functional « Functional or
connection to imagery/tonality connection to emotional benefit
product product
Q _ " (sacubilril/valsartan) tablers Ja kafi ultibro
ribociclib 24/28my  29/51mg - 971103y ruxolitinib (tablets) -

>z Ny .
¥Cosentyx | | ) Stelara AFINITOR \ JADENU

secukinumab (ustekinumab) (everolimus) tablets (deferasirox) €=

57
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Challenges for Global Brand Names
Competition
+ Battle for brand
uniqueness
* INN consideration
Legal Clearance
+ Struggle for TM
availability &
ownership Name Safety / MR
* Internal Buy-in
+ Global NS/MR
+ Critical factor Regulatory
guide decision § . FDA/EMA nomenclature
& selection review
* Health Canada
* Mexican Health Ministry
+ Brazil/S. Africa/
Russia/Japan/
Australia/lsrael
58
58
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Regulatory Nomenclature Review

The following Health agencies/countries have established a formal review of trademarks:
— FDA/DMEPA - US (Multifactorial approach/data driven)
— EMA/NRG - EU - 27 Member States — Single TM Rule
- MHRA-UK
— Health Canada - Revised guidance with new, data requirements
South Africa — MoH
Brazil - ANVISA
Japan — Ministry of Health (MoH), Labour and Welfare
Mexico — COFEPRIS
Australia — Therapeutic Goods Administration (TGA)
Russia — Roszdravnadzor
» Varied methods / 3-letter rule / proliferation of unused names

v" All share same common goal — error minimization
59

59
Regulatory Considerations
While all agencies evaluate nomenclature with the same objective (Patient Safety), their
opinions and the methods used to determine the acceptability of proposed names is not always
consistent.
The complexity is increased by the differentiating pharmaceutical nomenclature landscape and
prescribing practices.
Therefore, for example, name approval with FDA does not constitute/guarantee
approval with EMA or any other HA
The brand name for a new product may not be certain until shortly before FDA/EMA
approval
We must always plan for possible exceptions to the global name, and for last-minute
name changes
60
60
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FDA & EMA Name Rejection Rates (%)

100
90
80
70

%0 SRR 53

50 46 46 46 48
40
31
30 24 25 26 24
20
10
0

2011 2012 2013 2014 2015 2016 2017 2018 2019 2020 2021
mFDA =EMA

FDA Fiscal Year Data (1 Oct 2019 through 30 September 2020)
61 EMA data as of 25 Mar 2021

61
Brand Name Development Process - Timeline
_3 Years prior to anticipated Approval/Launch 2
— e
= Naming Agency & = Cursory Legal = Name Safety = Internal Final
Cross Functional = Full Trademark & = Market Research ~ Endorsement
Team Clearance = Linguistics = Activate submissions
. Bra.nd Strategy & = Filing & = HCPs. Patients to HAs - EMA,FDA
Insights ) Registering Caregivers etc.
. Pre-Screerpng & Trademarks and = preliminary
Name Review Domain Names approvals lead and
= Develop Multiple back-up names
Naming Platforms = Rejection/Appeals
& Varied Names process
= Final Approvals
= Global HA
submissions
62
62

© 2021 ISMP



The Inside Track on Drug Naming Safety Standards

Name Creation Sub-Team

Name Creation
& Regulatory
Strategy

New Product

- Ensure a cross-functional,
Development

transparent and coordinated process

Regional team
representatives

- Enhance buy-in and make full use of

internal/external resources Regulatory

Affairs

. . Name Creation
- Provide empowered voice of

representation for region, LOC,
functional unit Brand Name

Trademark
Attorney

Agency

- Team participants contribute based
on area of expertise, communicate
progress and information NCRS

Ad Agency Med Safety Clinical/ R & D

63
63
Name Safety/Market Research Testing Metrics
, -
What’s in a Name?
Fit to Concept
Not .
confusing | - Legally Available
Easy to _— Registrable with TM offices globally
pronounce = — ! -
P ~ No negative associations
Personal Preferences Memorable
Name Safety Metrics
Physicians/Pharmacists/Nurses (NS&MR) Marketing Metrics Language/Culture
Patients & Caregivers (MR only)
= Prescription simulation = Medical term similarity = Associations = [nappropriate /
=Oral Rx Interpretation = Exaggerative / = Fit to concept negative connotations
= Handwriting Rx inappropriate meaning . attribute Evaluations " ranslations /
interpretation * FMEA sMEriceabllty Transliterations
= Look Alike/Sound = Expert Panel * Personal preferences - il(;i\l-:ggiz?;?swjth
Alike Similarity * Global Compendiums / , £ of Scripting/ P
=POCA databases searching Proninciation
64 = Associations
64
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*

Verbal identity screening™

Linguistic screening

Brand names are the true globe-trotting, “one market” ambassadors
of today, conveying consistency of message and promises of quality
across numerous geographic and language borders.

Linguistic acceptability screening is an essential due diligence step to
help avoid candidate names that may have unfortunate
associations.This type of screening is designed to identify problematic
name candidates, while ensuring multiple market acceptability and
uncovering valuable cultural insights and perceptions.

Two types of linguistic checks can be conducted:

Basic Screen Full Screen
® Pronunciation ® Pronunciation/Transliteration
@ Direct translation @ Direct translation

® Negative associations ® Morpheme review
® Linguistic acceptability ® Semantic coherence

o5 ® Stylistic syntax

@ Overall acceptability

PHILITH

— i

FLUMIST®

Infloenza Vaceme Lve,

‘Intranasal

65

Brand Name Development Process

~ 500 names

~ 375 names — CREATIVE NAME GENERATION

NAME PRIORITIZATION

~ 120 names — NAMES ENTER LEGAL

N —— —

NAMES

. CLEAR LEGAL -

e pATeS NAVES
ENTER MR
—_—

and Linguistic testing

NAMES
CLEAR MR

™
FILINGS

6-12 names
66

—— I

High Attrition

66
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Strategies for Success

= Perform proper due diligence during Name Development

= Be Proactive — Conduct Name Safety and Market Research Evaluations designed to identify
safety concerns and linguistic issues.

= Understand Global Nomenclature Review Processes (Distinctions/ Overlaps and new
procedures)

= Establish local network to assist with national product nomenclature review and investigation
(MA Listings, Compendiums)

= Maintain open communication with internal stakeholders

= Partner with and maintain open and transparent dialogue with Health Authorities/be willing to
conduct additional studies

= Be responsive to inquiries, and provide proper data and analysis to support appeals
= Abandon name candidates which present risk
= Love your back-ups!

67

67

Summary

= Patient safety continues to be the high priority for Industry,
FDA, EMA, other regulators and other key stakeholders

= Continued partnership is critical among Health Authorities,
Industry, Patient Safety organizations and other stakeholders
on how best to continuously improve patient safety, reduce
medication errors, and create and review proposed proprietary
names

= Goal — Reduce Errors/Enhanced predictability

68

68
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ASMP)

Institute for Safe Medication Practices

Drug Product Container Labeling
and Wrong Drug Medication Errors

Michael R. Cohen, RPh, MS, ScD (hon.), DPS (hon.), FASHP
President, Institute for Safe Medication Practices
mcohen@ismp.org
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ISMP National Medication Error Reporting Program

— Medication Error Reporting Program (MERP)
— Vaccine Error Reporting Program (VERP)

— Consumer Error Reporting Program (C-MERP)

ASMP)

n ECRI Affiliate

72
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ISMP National Medication Errors Reporting Program (MERP)

m COVID-19 RESOURCES ~ ABOUT  CONTACT S CHEERS

inform for consumers &
Institute for Safe Medication Practices
An £CRI Afflate

Consulting and Education Tools and Resources Publications and Alerts Error Reporting

»

Report an Error

Share your stories with ISMP and help prevent errors and patient harm

ASMP)

An ECRI Affiliate

https://ismp.org/report-medication-error ©20211SMP | www.ismp.org | 73
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National Medication Error Reporting System

ke ,fSMP> — Early warning system

—ESATred'C::':’“S"fewf— « Issue nationwide hazard alerts and
Eonracory o 0w neanings press releases
......... — Learning
ammm;m" 2 « Dissemination of information and
e om0 tools
e — Change
& b  Product nomenclature, labeling, and
- - s packaging changes, device design,
% practice issues
o — Standards and Guidelines
P * Advocates for national standards and
guidelines

m ©20211SMP | www.ismp.org | 74

74
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NATIONAL ALERT NETWORK (NAMN)

This alert is based on information from the National
Medication Erors Reperting Program operated by the
Institute for Safe Medication Practices.

March 23, 2015

Warning! Potentially dangerous confusion
between Bloxiverz (neostigmine) injection
and Vazculep (phenylephrine) injection

ISMP is alerting hospitals, ambulatory The pharmacy bulk packages are intended for use in
fjj surgical centers, and anesthesia profes- the pharmacy during sterile compounding of

sionals about the potential for infusions.
dangerous mix-ups between two

relatively new presentations of older medications, In the past 3 months, ISMP has received 8 practitioner
neostigmine injection and phenylephrine injection. reports expressing concern about look-alike packaging

of Bloxiverz 10 mg /10 mL (1 mg/mL) and Vazculep
Eclat Pharmaceuticals is currently manufacturing 50 mg/5 mL (10 mg/mL). The vials and outer cartons
BLOXIVERZ (neostigmine) and VAZCULEP (phenyle- look similarin size, color, and design (Figure 1). Several
phrine). Bloxiverz became the first FDA-approved hospitals have reported that vials or cartons of the 10
neostigmine product
in2013. Itis a chlolin-
esterase inhibitor in-
dicated for the REVER-
SAL of non-depolar-
izing neuromuscular

blockade after sur- ,_l

gery. Vazculep is a

mg Bloxiverz product
were found mixed in
with Vazculep 50 mg/
5 mL (10 mg/mL) vials
or cartons. Of the 8 re-

)

TENRFINES

ports, five were close
calls in which the wrong
product was actually
phenylephrine injec- used during sterile com-

tion product approved o0 4. Mix-ups betwssn Bloxiverz and Vazculep have occurred athos-  POUNing. Fortunately,
in 2014 for treatment pitals around the US. in each reported case,

\J,(M_@ ©20211SMP | www.ismp.org | 75
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Look-Alike Products

Different Manufacturers

— Multiple mix-ups reported
between Prolia and Udenyca
prefilled syringes.

Cdg:/u‘; .‘ DG 7011410101 YCA" % Oaly
— Each packaged in similar green ¢ gg&ﬂm ‘
and white cartons, with the @ .......“".‘i"‘;._ —
concentration listed in a green e T e \

For Subcutaneous ——
Sterite Satution - Mo Preservatis hmmm!“ ) derrved !

circle in the same location.

— Both products stocked in oncology A o
H H Cohgrus '\\ g " Only
and infusion centers, are " ¢ UDENYCA
refrigerated, and may be stored PRI
near each other. T
For Subcatansous Uss jf%::f::’:;; A ——
M P ISMP Medication Safety Alert! 2019;24(17):1-2.
el ISMP Medication Safety Alert! 2020;25(2):4. ©20211SMP | wwwismporg | 76

76
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An ECRI Affiliate

N‘DCA?E?MH}‘

R ooy

DUREZOL.-

(difluprednate
& E emulsion) 0.05%

SIRION

ASMP)

NDC 42783-301-10

urasal’

(Salicylic Acid, 26%)

CE-501-90

iirisal
fﬁkw:mw

L vtors hameer
I e amd)

FOR DERMATOLOGICAL USE ONLY.
NOT FOR USE IN EYES
Rx Only

131 oz, (10 mL)

©20211SMP | www.ismporg | 77
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An ECRI Affiliate

k-Alike Products

Manufacturer

oo B [
”'d'rlPREDlealm Triamcinolone
Acetonide Injectable
Suspension, USP

For Intramuscatar o
Intrz-arfoutar use anly

1 mL Single-Dose Vel
Fead 4l sides
Rx only

2
-f.;".".".?m'

o 1672911431
Topotecan Etoposide
o~ _tor njection Injection USP
. [0 o s o PR
For Iavavencus Use MU ORI MO
Lyophiticed U
Rx Oaly
Caution: Cytotexic Ageat Y|
\ Sl Mupie Doue Vsl
;'\“ S —

ISMP Medication Safety Alert! 2017;16(1):2-3.

ISMP Medication Safety Alert! 2019;24(17):1-2

©20211SMP | www.ismporg | 78
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Look-Alike Products

Same Manufacturer

M P ISMP Medication Safety Alert! 2020;25(18):1-2. ISMP Medication Safety Alert! 2020;25(25):5.

ol ISMP Medication Safety Alert! 2019;24(10):1-2. ISMP Medication Safety Alert! 2019;24(8):2. WP wwsmperg |70
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Look-Alike Products
Cap Color

m‘ ©20211SMP | www.ismp.org | 80
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Look-Alike Products

Different Manufacturers

m »1531—; &i
E\"‘.‘\::h-'me 5““’
‘Ettion,USP

Q
k’“‘ Be Diluted 50

] v,
"CShgte-dose Vil y

M p ISMP Medication Safety Alert! 2020;25(21):3-4. ©20211SMP | www.ismp.org | 81
An ECRI Affiliate

M p ISMP Medication Safety Alert! 2021;26(11):1-2. ©20211SMP | www.ismp.org | 82
An ECRI Affiliate

© 2021 ISMP

41



The Inside Track on Drug Naming Safety Standards

Figure 1. Imdevimab (left) and casirivimab
(right) vial labels list only product code
numbers, not drug names, and the manufac-
turer's barcodes do not differentiate the
products. A pharmacy has affixed barcoded
labels with drug names to the vials.

m‘ ©20211SMP | www.ismporg | 83

An ECRI Affiliate

83
Casirivimab and imdevimab monoclonal Moderna COVID-19 vaccine
antibodies
m ©20211SMP | www.ismp.org | 84
An ECRI Affiliate
84
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S Casirivimab NDC 61755-026-00 € Imdevimab NDC 61755-027-00
FPO_% Injection Rx only m EE Injection Rxonly EE
FEEAl 300 ma/2.5 mL (120 mg/mL) 701208 300mg/25mL(i20ma/mL@ o

For Intravenous Infusion after Dilution

For use under Emergency Use Authorization (EUA) 1 | - —- 1y

MUST ADMINISTER WITH IMDEVIMAB ] EQJT“I
\Mfd by: Regeneron Pharmaceuticals, Inc. ~ (00)00000000000000

NDC 61755-036-08 l|| I ||| ||
3 Mg 17550036088 o

REGEN-COV™

For use under Emergency Use Authorization (EUA) WL =
MUST ADMINISTER WITH CASIRIVIMAB IIUTI'I.'EO.
Mfd by Regeneron Pharmaceuticals, Inc. (00)00000000000000

=
For Intravenous Infusion after Dilution E
|

B
28
3
=%

.
> >
< >

XXXXOXXKXXX
XX-XX-XXXX

Thiz doze pack provides gne complate dose, and containz:
* 4vials of casirivimab 300 mg/2.5 mL (120 mg/mL)
* 4vials of imdevimak 300 mg/2.5 mL (120 mg/mL)

Must together via Infusion.

Refer to FDA-authorized Fact Sheet for detailed preparation
and administration instructions.

For Use under Emergency Authorization (EUA).

Do not open this dose pack until time of dose preparation.
Store dose pack refrigerated between 2°C - 8°C (36°F to 46°F).
Do Not Freere.

Dose Pack Lot #: XXX

£
gs REGENERON

Bar code only.  TEL:

\/Iﬁﬁ ©2021ISMP | www.ismp.org | 85
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Coformulation available, June 2021

1. Images of the REGEN-COV Coformulation Presentation Packaging

\/Iﬁﬁ ©2021ISMP | www.ismp.org | 86

An ECRI Affiliate
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—
@MSN oL == el e =l IER=T1 110
o SHENCE WS

Al =R
SAFETYNETWORK Bl BRI =I0skE ¢
WOME  ABOUTIMSN  IMSNADVOCACY  PUBLICEVENTS  MEMBERSRESOURCES  MEMBERSONLY

MAIN IMSN EVENTS
The International Medication Safety Network (IMSN) is an

international network of established safe medication practice THE IMSN GLOBAL INITIATIVE ON
centres, operating medication error reporting programmes and DRUG PRODUCT LABELLING AND
producing guidance to minimise preventable harms from medicine PACKAGING SAFETY

use in practice. October 2018 - Caseais Global Meering
IMSN promotes safer medication practice to improve patient safety on Drug Product Labelling and Packaging
internationally. About IMSN Safety

June 2018 - White Oak FDA/IMSN Joint
Global Summit on Labelling and Packag-

The IMSN continues its work on labelling and packaging g

safety and deepens its relationship with pharmacovigilance

October 2016 - Toronto Global Reguls

tory Meeting

IMSN Head Quarters

Chairperson & treasurer: Michael R.

——
m MSN ey 13th Annual IMSN Meeting — Cascais 2018
e

Cohen President and CEO of the Insti-

tute for Safe Medication Practices (ISMP)

so Safe Medication
Practices Canada (ISMP Canada)

he International Medication Safety Network (IMSN) hold its 13th Annual Meeting on More details
T October 29 and 30, 2018 in Cascais, Portugal, hosted by the Portuguese Association of
Hospital Pharmacist (APFH). The meeting focused mainly on 2 topics: drug product
labelling and packaging safety and medication error in pharmacovigilance programs. MEDICATION SAFETY CURRICULA
M P Targeting International best practice for safe labelling and ‘/IusuMP
packaging of prescription medicines International Medication Safety Men- ©20211SMP | www.ismporg | 89

An ECRI Affiliate torship read more...
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Harmonizing Safe Medication Container
Labeling and Packaging

Create a minimum set of best practices for labeling and packaging aimed at reducing medication errors

— OnJune 19 and 20, 2018, at the US
Food and Drug Administration
(FDA) campus in MD, created a
minimum set of best practices for
labeling and packaging aimed at
reducing medication errors.

FDA/IMSN SUMMIT with INTERNATIONAL DRUG REGULATORS on

— Participants agreed that guidelines LABEITNG & PALKABIIG

are needed regarding the
presentation of critical label
Information to deal with look-alike
labels, noting that logos and highly
stylized graphics detract from e . ot oS Regdi

readability of the label. e ki)

« Health Canada = Saudi Food and Drug Authority

» INFARMED (Portugal) = United States Food and Drug Administration
= World Health Organization

ASMP)

An ECRI Affiliate
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Are we making progress?

— Elimination of handwritten prescriptions
e NY State Rule
e More than 90% of US Hospitals e-Prescribe
e More than 90% of Pharmacies accept e-Prescribing
e More than 80% doctor offices have available e-prescribing
— Adoption of safety technologies
» Bedside bar code scanning (drug and patient)
e Community pharmacy bar coding, screen imaging, DUR, adjudication of Rx, etc.
e “Smart” infusion pumps in hospitals
o Automated dispensing cabinets for drug distribution
* [V workflow systems (imaging, scanning, weighing, of compounded sterile products,

etc.)
MP

©20211SMP | www.ismporg | 91
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Are we making progress?

— Drug name development
e Practitioner testing
 Published FDA guidance for industry
e POCA
e FDA review
e Use of “Tall Man” letters (metroNIDAZOLE vs. metFORMIN)
e Indication-based prescribing

— Role of trademark testing firms and premarket testing of labeling &
packaging

— Improvements in container labeling and packaging
e Published FDA guidance for industry
e USP <7> Labeling and Nomenclature

ASMP)

An ECRI Affiliate
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Online Evaluation and Statement of Completion

— www.ProCE.com W

Procut Gl Veifeation f ety
S

— Login with username and
password (Note: You will need to
sign up for a new account if you oy
have not previously used the
ProCE CE Center)

— Deadline:
August 20, 2021

Attendance Code = 4DUGEW

m‘ ©20211SMP | www.ismp.org | 93
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