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j PRODUCT NAME: . Tekturna HCT .
(Ahsknren/Hydrochlorothrazrde Tablets)
150 mg/ 12 S mg, 150 mg/25 mg, 300 mg/ 12 5 mg, 300 mg/25 mg

INDA#: - 22107

ﬁDA SPONSOR B Novartls Pharmaceutrcals Corporatlon

. | RECOMMENDATIONS: ' ‘ '
11 DMETS does not recommend the use of the propnetary name, Tekturna HCT

2. DMETS recommends 1mp1ementat10n of the label and labelmg rev1srons outlmed in sectlon m of thls review to
mmnmze potential errors with the use of this product '

3 DDMAC ﬁnds the propnetary name Tektuma HCT, acceptable from a promotlonal perspectlve
DMETS would apprecrate feedback of the ﬁnal outcome of this consult Please copy DMETS on any T

B : :correspondence forwarded to-the s ‘Sponsor concerming this review. We would be willing to'meet -

with the Division for fuirther discussion, if needed. If: you have fuirther questions or-need clarlﬁcatlons
lease contact Darrell Jenkins, Project Manager, at 301-796-0558.
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. «22-l1‘07' :

NAME OFDRUG: - Tekturna HCT '

I (Ahsklren/Hydrochlorothlaztde Tablets) : '
L. 150 mg/l2 5 mg; 150 mg/25 mg, 300 mg/12 5 mg, 300 mg/25 mg

: NDA HOLDER : Novartls Pharmaceutlcals Corporatlon

INTRODUCTION :

. ThlS consult was Wntten in response to a request from the D1v1s10n of Cardlovascular and Renal .
- Products (HFD-110), for assessment of the proprietary name, Tekturna HCT, regardmg potential name -

o ‘confusmn with other propnetary or establrshed drug names. Container labels carton, and msert labelmg .

. were prov1ded for review and comment

B Upon mltxal analys1s of the name DMETS 1dent1ﬁed failure modes w1th the-use of thls name and

: product labeling. We had a- meeting to discuss thése issues and this review outlines the problems

o ‘dlscussed w1th the D1v1s10n on November 27, 2007 and subsequently again on December 5, 2007

PRODUCT lNFORMATION -

‘ Tekturna HCT (Allsklren/Hydrochloroth1a21de Tablets) isa combmatlon drug product containing non-
' peptlde renin inhibitor and a diuretic. It is proposed for the treatment of hypertension as monotherapy or
~ in combination with other antl-hypertenswe agents: The sponsor has proposed a 150 mg/ 12.5 mg;
- 150 mg/25 mg; 300 mg/ 125 mg; and 300 mg/25 mg strength. All strengths will be packaged in bottles

 Gof 30 or 90 tablets and in unit dose bllster packages of 100 tablets (10 stnps of 10 tablets per stnp)

- 1 RISK ASSESSMENT

-The medlcatlon error staff of DMETS conducted a search of several standard publlshed drug product
reference texts'” as well as several FDA databases for existing drug names which sound-alike or look-
alike to Tekturna HCT to a degree where potential confusion between drug names could occur under the
usual clinical practice settings. A search of the electronic online version of the U.S. Patent and

! MICROMEDEX Integrated Index, 2007, MICROMEDEX, Inc., 6200 South Syracuse Way, Suite 300, Englewood, Colorado
80111-4740, which includes all products/databases within ChemKnowledge, DrugKnowledge, and RegsKnowledge Systems.

.2 Facts and Comparisons, online version, Facts and Comparisons, St. Louis, MO.

AMF Decision Support System [DSS], the Division of Medication Errors and Technical Support [DMETS] database of
Proprietary name consultation requests, New Drug Approvals 98-07, and the electronic online version of the FDA Orange
Book

* Phonetic and Orthographic Computer Analysis (POCA),




S :An Expert Panel dxscusswn was held by DMETS to gather professmnal opmlons on the .
safety of the propnetary name, Tekturna HCT. Potential concerns regarding drug marketing” -
- -and promotion telated to the proposed name were also discussed. This group is composed-of
- DMETS Medication Errors Prevention Staff and representation from the Division of Drug
. Marketing, Advertlsmg, and Communications (DDMAC). The group relies on their clinical
-~ and other professronal experiences and a number of standard reférences when making a -
: demsron on the acceptablhty of a proprretary name. )

1. DDMAC has 1no objectlons to the tradename Tekturna HCT from a promouonal
o perspectlve : -

2. The Expert Panel ldentlﬁed three proprietary names that were thought to have the S
' _potential for confusion with Tekturna HCT. These names are Tektuma, Teveten HCT '
and Trandate HCT. : o

Addltlonally, members of the Expert Panel 1dent1ﬁed concerns w1th the modifier “HCT”.
Discussion included the fact that “HCT” is mcluded on ISMP’s list of ¢ error-prone abbreviations-
and one parttcrpant submitted a list of possrble mterpretatlons of the modifier “HCT” which
~ include: Health Check Test, Heart-circulation Trammg, Hematocrit, Histamine Challenge
. Test, Historic Control Trial, Homocytotroplc Human Calcitonin, Human ChOI‘lOIlIC Thyrotropin,
- Hydrochlorothiazide, Hydroxycortisone, and Hydrocortlsone Another EPD panelist noted that
the IOM report cited dangerous-abbreviations as an important issue in medication errors, and the .
- JC CAHO’s National Patient Safety Guidelines requrre organizations to avoid using dangerous
" abbreviations. The same panelist mentioned that in June 2006, the FDA launched a campalgn
. with ISMP to educate health care prov1ders about the use of dangerous abbrev1atlons '

. _;ADVERSE EVENT REPORT]NG SYSTEM N '

- A search was conducted of the AERS database for Tekturna inan: effort to evaluate ex1stmg

medication errors which may pertain to potential issues tegarding Tekturna HCT. The search
criteria used included the active ingredient “aliskeren”, tradename “Tekturna”, and the verbatim
terms “alisk%” and “Tek%”. No cases of medlcatlon errors were identified from the search.
Additional searches were also conducted using alternate name presentations of currently
approved proprietary names of antihypertensive products which include hydrochlorothiazide,
(i.e., TRADEMARKTretic and TRADEMARKzide). This was done to assess the risk of
medication errors for all proprietary names which incorporate the antihypertensive component
and the hydrochlorothiazide component into a single name vs names with the antihypertensive
component plus the modifier HCT. Although no medication errors were identified involving

> WWW location http://www.uspto.gov/tmdb/index.html.
¢ Data provided by Thomson & Thomson’s SAEGIS ™ Online Service, available at www.thomson-thomson.com
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'U S. drug names (propnetary and estabhshed) due to sunllanty in wsual appearance w1th ~
. handwrittén prescriptions or verbal pronunciation of the drug namé. Each name study -
employed a total of 124 health care professmnals (pharmacists; physmlans, and nurses)

- This exercise was conducted i in an attempt to s1mulate the prescription ordermg process.

~An mpatlent order and outpatient prescriptions were writtén, each consisting of a

combination of marketed and unapproved drug products anda prescnptlon for Tektuma

~ HCT (see pages 5-6). These prescriptions wete optically scanned and one prescnptlon

~was delivered to a random sample of the participating health professwnals via e-mail. . In

addition, the outpatlent orders were recorded on voice mail. The voice mail messages

- were then sent to a randoni sample of the participating health professionals for their

interpretations and review. . After receiving either the written or verbal prescription - ,
orders, the participants sent their mterpretatlons of the orders via e-mail to the medication

. efror staff ' :

T§Ma HCT

“Tekturna HCT 150/12.5 mg #30
Take one tablet by mo‘uth- daily”

None of the interpretations of the proposed name overlap, sound similar, or look
similar to any currently marketed U.S. product. The majority of misinterpretations A
were misspelled/phonetic variations of the proposed name, Tekturna HCT. See
Appendix A (page 10 ) for the complete listing of interpretations from the verbal and
written studies.
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SAFETY EVALUATOR RISK ASSESSMENT

_ 1 Potentral for Product Llne Conﬁmon

: .".Tekturna (Allskeren) is currently avarlable in the marketplace as 150 mg and 300 mg tablets._ Lo

- Tekturna HCT will be the first extension of the Tekturna product line. " Errors introduced by '
“product line extensions are well known occurrences at all points in the medication use
process (i.e., prescribing, computer selection, dispensing, administering, and monitoring).
These errors are multi-factorial in nature, which can stem from the timing of the product
- launch, s1m11ar product names, overlappmg product characteristics coupled with the low level
of: awareness or knowledge of the new product proﬁle by healthcare professwnals and '
: patrents

La. Overlapping Product Characteristics

Both Tekturna and Tekturna HCT share overlappmg product charactenstlcs such-as

' 1ndlcat10n of use; dosage forms, strengths, and dosing frequency, which increase the risk.
for confusion and medlcatlon errors. Tekturna is available as a 150, mg and 300 mg tablet

; admrmstered by mouth once aday. Tekturna HCT will be. available as 150 mg/12.5 mg,

- 150 mg/25 mg, 300 mg/12.5 mg, and 300 mg/25 mg tablets administered by mouth once
aday. All the aforementloned product characteristics could be a source of confusion
especially when coupled w1th the-fact that healthcare professionals- may not be fully
aware of the new product or the differences between the two drugs. Thisis -
supported by postmarketing error reports documenting confusion for other currently
marketed products and similar products such as Diovan and Diovan HCT. These

- products were confused for one another when the new product was introduced onto the
market. :

b PreScribing Errors '

- Prescnbmg errors can occur when anew product line extenswn 1s mtroduced mto the I

- market: A .commion cause of these errors is when prescribers omlt ‘the modlﬁer Tnmiost

*'cases name modifiers indicate a different dosage forinulation of an existing of an existing
product (i.e., delayed or extended-release). In this case, “HCT” represents an additional
ingredient rather than a modification to an existing product. Thus, if the prescriber omits

* the “HCT” portion of the namie Tekturna will likely be dispensed. This may result in
inappropriate treatment and poor control of the patient’s hypertension. This may occur
despite the fact that the strength of Tekturna HCT differs from Tekturna. However, the
inclusion of the strength may serve as a prompt to the pharmacist/nurse to obtain
clarification of the order.

7 Lesar TS, Prescribing Errors [nvolving Medication Dosage Forms. J Gen Intern Med. 2002; 17(8): 579-587.
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: pharmacy or drstnbutorlwarehouse shelf Typ ca Ay, »
- organized alphabetlcally by propnetary naine, estabhshed name or sorted by -
~manufacturer. -Since these attributes are similar with Tekturna and Tekturna HCT
products, it is hkely that these products will be stored niear one another in virtually any
.. organization carrying both products There i isalsoa strong likelihood of label similarity ~
" between the products since they: are from the same mantifacturer, ‘Thus, close. storage’ -
; ‘proxnmty anid similarity in label : appearance may increase the risk of prodict selection
‘errors. In order to minimize this potential source of confusron, mﬁerennanon m the
packagmg and labelmg of Tekturna and Tekturna HCT is essentlal S

' Another concern, due to the shared root name of “Tekturna” is the pos51b11rty for o
- computer selection errors, in Wthh the wrong name will be selected from a computer list
_of names beginning with the same character string. leferentxatlon of labels and labehng ‘
will not be apparent during the computer entering process. Thus, education of - :
. practitioners will be extremely important so that they can make appropriate entries into
their. computer databases to differentiate these two names in their product menus to
-Ammrrmze computer selectlon etrors. » :

E In summary, DMETS antrclpates medxcatlon errors w1th1n the Tektuma product Ime _
Thus, it is itperative that the sponsor uses prudence in thexr educational campaign, and -
packagmg and labeling of the combination product to mlnlrmze the potential for errors
w1thm the Tekturna product llne ‘ :

2, Ana1y31s of HCT

'DMETS evaluated the appropnatness of the use of “HCT” in the name of thrs product We
* considered how “HCT” might be mterpreted ‘We also analyzed the potential for “HCT” to .
: resemble any numbers, dosmg instructions, or medical abbrevratrons, and ¢onsidered - o
. comments concerning HCT from the DMETS Expert Panel in our analysrs DMETS Expert -
L Panel Discussior noted that “HCT” could have multlple mterpretattons which were found

. using’ Medllexrcom, a medical drctlonary Sedrch. engme ‘anid the handbook Medical

Abbreviations®. These interpretations included Head Computerized Tomography, Health
Check Test, Heart-Circulation Training, Hematocrit, Histamine Challenge Test, Historic
Control Trial, Homcytotropic, Human Chorionic Thyrotropin, Human Calcitonin and
‘“Hundred Count”. However, we believe these interpretations should not result in either
product or dosing confusion due to different context of use.

Furthermore, the Expert Panel also noted “HCT” appears on the “ISMP List of Error Prone
Abbreviations, Symbols, and Dose Designations” because it has been confused to mean
hydrocortisone. In addition to the possibility of confusion with hydrocortisone, they also
discussed the fact that LexiComp lists “HCT” as a medical abbreviation for
hydroxycortisone. DMETS notes that hydroxycortisone is not a marketed finished dosage
form drug product, and therefore poses minimal risk and will not be discussed further in this
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4{'hydrochloroth1a21de w1th the abbrewatlon “HCT” in the proprretary nnme (Lotensm HCT, =
Atacand HCT, Teveten HCT, Diovan HCT Trandate HCT, and Benicar HCT) However,

- these propnetary names were approved pnor to the June 14 2006, FDA’s launch of a -

nationwide health professional education campalgn aimed at reducmg the number of common
but preventable sources of medication errors caused by the use of unclear medical - -
“abbreviations. This campaign warned against using abbreviations. that appear on the -
‘ aforementloned dangerous abbrewatlons list. - :

.We noted in our analysrs that there are two presentatrons of combmatlon antlhypertenswe
products containing hydrochloroth1a21de that are currenly approved. The firstuses the

modifier “HCT” with the root name (i.e., Lotensin HCT, Atacand HCT, Teveten HCT,

- Diovan HCT, Trandate HCT, and Bemcar HCT). The second presentation involvesa . o
propnetary name contammg reference to the root name and hydrochlorothramde into a smgle
name. Some products use the ending of “zide” wheréas othets use “etic”.. The products -
include: Vaseretlc Uniretic, Tenoretic, Zestoretrc Qumareuc Accuretrc Capozrde '

= Apresamde Aldactazrde and Prmzrde : o

' Slnce HCT is on the dangerous abbrevratlons hst and used for a number of other marketed
- products, we further evaluated the nammg convention of HCT against products that did not -
use “HCT” as pait of their name but rather used a single name, We tried to assess if one
method of naming these products was safer than the other method, if any. ‘

Overall, based on searches of the AERS database using presentations for all of the
aforementioned names, it appears both naming conventions have resulted in some confusion. - -
Both have the risk of being conifused with other names of different drug products However,
the “HCT” presentation: offers an additional risk over the single name confusion. This risk is
~ one of omission of the “HCT” from a prescnptron Addltlonally, DMETS reiterates thatuse
. of this modrﬁer is in direct conﬂlct with the Agency’s June 15,2006 ; press reledse supportmg T
_ the error prone medlcal abbrevratlons hst publlshed by the Instltute of Safe Medlcatlon Se e
- "...-Practlces (ISMP) 2 : : : . L

Look-alike and sound-alike name concerns

* In reviewing the proprietary name for its similarity in appearance and phonetics to other
currently marketed products, three names were identified as having the potential to look
similar to Tekturna HCT: Tekturna, Teveten HCT, and Trandate HCT. DMETS conducted
prescription studies to simulate the prescription ordering process. In this case, there was no
confirmation that the proposed name could be confused with any of the aforementioned
names. However, negative findings are not predicative as to what may occur once the drug is
widely prescribed, as these studies have limitations primarily due to a small sample size. The
majority of misinterpretations were misspelled/phonetic variations of the proposed name,
Tekturna HCT.



Table 1: Potential Sound-Alike/Look-Alike Names Identified for Tekturna HCT
Ay A oo Ry Sy

In evaluating this name, we believe the greatest potential for error will occur between
Tekturna and Tekturna HCT because of overlapping product characteristics such as sharing
the same root name “Tekturna”, the same frequency of administration, and the numerical
overlap in the Tekturna portion of the strengths (150 mg and 300 mg) (see section Il C 1). Of
the remaining two names identified as having the potential for look-alike confusion with
Tekturna HCT, Trandate HCT was not further evaluated because it is a discontinued product
and is not available generically. Teveten HCT, is described in Table 1 and discussed below.

lose

Tektumna - Aliskiren & 150 mg orally oncé daily fafAémnirig
Tablets: 150 mg, 300 mg Maximum dose is 300 mg daily.
Teveten HCT Eprosartan mesylate; hydrochlorothiazide Starting dose is 600 mg/12.5 mg orally once |LA

Tablets: 600 mg/12.5 mg; 600 mg/25 mg a day up to a maximum of 900 mg/day of oral
eprosartan and 25 mg/day of oral
hydrochlorothiazide.

*Frequently used, not all-inclusive.
**LA (look-alike), SA (sound-alike)

Teveten HCT is an antihypertensive medication containing the angiotensin II converting
enzyme inhibitor eprosartan mesylate and the diuretic, hydrochlorothiazide.

Look-alike similarities between the Tekturna HCT and Teveten HCT include the fact that
they both begin with the same two letters “TE” and both have the same modifier, “HCT”.

The name pair also share an upstroke characteristic with the letter “t” and the letter “n” in
similar positions and sequence of the names.

Az hzunna HeT T ebstaana HET
o Pt ST T gntion. HET

KEURNA
VEIE

Tekturna HCT, however, does have an extra upstroke with the letter “k”, but this difference
may not be readily noticeable due to the prominent look-alike similarities with the beginning
and ending of the names.

Additionally, these two products have overlapping product characteristics, such as indication
of use (anti-hypertensive with a diuretic), dosage form (tablet), and frequency of
administration (once a day). Tekturna HCT will be available in 150 mg/12.5 mg,

150 mg/25 mg, 300 mg/12.5 mg, 300 mg/25 mg strengths which does not share overlapping
numerical strengths with Teveten HCT, which is available as 600 mg/12.5 mg and

600 mg/25 mg tablets. However, DMETS notes that the higher strength of Teveten HCT
(600 mg/25 mg) is attainable if the name is confused and a health care professional dispenses
two tablets of Tekturna HCT 300 mg/12.5 mg. Conversely, the 300 mg/12.5 mg dose of
Tekturna HCT can be achieved by cutting a Teveten HCT 600 mg/25 mg tablet in half.



: COMMENTS»TO THE SPONSOR -

' DMETS does not recommend the use of the name Tektuma HCT because of safety concems related to
'the “HCT"*-portion of the riame. Addrtronally, DMETS identified look-alike and sound-alike name
~ <concerns between Tekturna HCT and Tekturna, as well as between Tekturna HCT and Teveten HCT.
' 'These concerns have been explained in detarled in this review- and ar¢ relterated below

o 1 Potentlal for Product Lme Confusmn

o Tekturna (Ahskeren) is currently avarlable in the marketplace as 150 mg and 300 mg tablets Tekturna v
- HCT will be the first extension of the Tekturna 'product line. - Errors mtroduced by product lme B
- extensions are well. known occurrences at all points in the medication use process (i.€.; prescnbmg, :
' computer selectlon, dispensing, administering, and monitoring). These errors.are multi-factorial in
' nature, which can stem from the timing of the product launch, similar product names, overlapping
'~ product characteristics coupled with the low leyel of awareness or knowledge of the new product
proﬁle by healthcare professronals and patlents o EE

a. -Overlap_pmg Product -Chara'ctenstrcs

‘Both Tekturna and Tekturna HCT share overlappmg product charactenstrcs such as mdlcatlon of
use, dosage forms, strengths, and dosing frequency, which i increase the risk for confusion and
~ medication errors. Tekturna is available as a 150 mg and 300 mg tablet administered by mouth
once a day. Tekturna HCT will be available as 150 mg/12.5 mg,
150 mg/25 mg, 300 mg/12.5 mg, and 300 mg/25 mg tablets adiministered by mouth once
a day. All the aforementioned product characteristics could be-a source of confusion
' especrally when coupled with the fact that healthcare professionals may not be fully
~ ‘aware of the new product or the differences between the two drugs. Thisis . -
‘supported by postmarketmg error reports documentmg confusion for other currently marketed L
' products and similar products such as Drovan and Diovan HCT These products Were conﬁlsed R
" fot one another when thé new product was mtroduced onto the: market e R S

b. Prescribing Errors

~ Prescribing errors can occur when a new product line extension is introduced into the market. ' A
common cause of these errors is when prescribers omit the modifier®. In most cases name
modifiers indicate a different dosage formulation of an existing of an existing product (i.e.,

- delayed or extended-release). In this case, “HCT” represents an additional ingredient rather than
a modification to an existing product. Thus, if the prescriber omits the “HCT” portion of the
name Tekturna will likely be dispensed. This may result in inappropriate treatment and poor

8 Lesar TS, Prescribing Errors Involving Medication Dosage Forms. J Gen [ntern Med. 2002; 17(8): 579-587.
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o Tektuma and Tekturna HCT: will hkely be stored in close proxmnty to one another ona pharmacy

" or dlstnbutor/warehouse shelf. Typlcally, pharmaceutlcal products are orgamzed alphabetically -

- by propriétary name; established name, ‘or sorted by manufacturer. - Since these attributes-are
- . similar with Tekturna and Tekturna HCT produgéts, it is tikely that these.products will be stored .
near one another in v1rtually any organization carrymg both’ products ‘There is also a strong -

- likelihood of label similarity between the products since they are from the same manufacturer.

. Thus, ¢lose storage: proximity and s1m11anty in label : appearance may increase the risk of product
selection errors. . In order to. minimize this potentlal source of confusron, dlﬂ"erentlatlon in the

E packagmg and labelmg of Tektuma and Tektuma HCT is essentlal T

_Another concern, due to the shared root name of “Tektuma is the poss1b111ty for computer
- -selection errors, in which the wrong name will be selected from a computer list of names
beginning with the same character string. leferentratlon of labels and labelmg will not be’ 4
apparent durmg the computer entermg process. Thus education of practitioners will be extremely
~ important so that they can ‘make appropriate entries into their computer databases o differentiate
o _these two names in their product menus to mmrmlze computer selection €101, .

- .In summary, DMETS ant1c1pates medlcatlon €ITorS: wrthm the Tektuma product line. Thus itis
- imperative that the sponsor uses prudence in their educational campaign, and packaging and
labeling of the combination product to minimize the potentlal for €rror1s w1thm the Tekturna
product line.

2. ‘Analysis of HCT

. DMETS evaluated the approprlatness of the use of “HCT™ in the name of this product We

. ‘considered how. “HCT” might be interpreted. We also analyzed the potential for “HCT” to resemble

. SHET? COuId have multiple intérpretations which were found usmg Medllexwom, a medical -

- -any numbers, dosmg instructions, or medical abbreviations, and considered comments’ concerning
“HCT. from the DMETS Expert Panel in our analysis. DMETS Expert Panel Discussion nofed that

dictionary search engine, and the handbook Medical Abbreviations®. These interpretations mcluded
Head Computerized Tomography, Health Check Test, Heart-Circulation Training, Hematocrit,

~ Histamine Challenge Test, Historic Control Trial, Homcytotroprc Human Chorionic Thyrotropin,

Human Calcitonin and “Hundred Count”; -However, we believe these interpretations should not result-
in either product or dosing confusion due to different context of use.

- Furthermore, the Expert Panel also noted “HCT” appears on the “ISMP List of Error Prone
Abbreviations, Symbols, and Dose Designations” because it has been confused to mean
hydrocortisone. In addition to the possibility of confusion with hydrocortisone, they also discussed
the fact that LexiComp lists “HCT” as a medical abbreviation for hydroxycortisone. DMETS notes
that hydroxycortisone is not a marketed finished dosage form drug product, and therefore poses
minimal risk and will not be discussed further in this review. It is however, plausible that a healthcare
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| ' drochlorothlazrde with the abbrewatron “HCT” in the propn' sin HCT,
-HCT, Teveten HCT, Diovan HCT, Trandate HCT, and Benicar HCT) However these propnetary
names were approved prior to-the J une 14, 2006, FDA launch of a nationwide health professional

.'-,educatlon campaign aimed at reducmg the number of common but preventable sources of medication =

- “errors caused by the use of unclear medical abbreviations. This. campaign warned against using
o abbrevratrons that appear on the aforementloned dangerous abbrev1atrons list. :

We noted m our analy31s that there are two presentatlons of combmatxon antlhypertensrve products
‘contammg hydrochlorothraznde that are-currenly approved. The first uses the modifier “HCT” with - -
the root name (i.e., Lotensin HCT, Atacand HCT, Teveten HCT, Diovan HCT, Trandate HCT, and

- ‘Benicar HCT) The second presentatlon mvolves a proprietary name contammg reférence to the root.
" 'name and hydrochlorothlaztde into & single name.- Some products use the ending of “z ide” whereas

' others use “etic”. The products include Vaseretic, Uniretic, Tenoretlc Zestoretrc Qumaretlc

o Accuretlc Capozide, Apresazide, Aldactaz1de and Prm21de

. Since HCT is.on the dangerous abbrev1atlons hst and used fora number of other marketed products
* we further evaluated the naming conventlon of HCT ‘against products that did not use “HCT” as part
.~ -of their name but rather used a single name, We tried to assess if one method of nammg these '
’ products was safer than the other method, ifany. -

Overall based on searches of the AERS database usmg presentatlons for all of the aforementioned
names, it appears both naming conventions have resulted in some confusion.- Both have the risk of -
being confused with other names of different drug products.. However the “HCT” presentatlon offers -
an additional risk over the single name confusion. This risk is one of omission of the “HCT” from a
prescription. Additionally, DMETS reiterates that use of this modifier is in direct conflict with the

- Agency’s June 15, 2006 press release supporting the error prone medlcal abbrev1atlons list pubhshed '
- by the Institute of. Safe Medlcatlon Practlces (ISMP) :

' .A'Look-ahke and sound—ahke name concerns '

Do ~if-A..-Teveten HCT isan antnhypertenere medlcatlon contammg the anglotensm i converting enzyme

" inhibitor eprosartan mesylate and the diuretic, hydrochloroth1a21de

Look-alike similarities between the Tekturna HCT and Teveten HCT include the fact that they both
begin with the same two letters “TE” and both have the same modifier, “HCT”. ‘The name pair also
share an upstroke characteristic with the letter “t” and the letter “n” in similar positions and sequence
of the names.

fehzrna HeT T ebstirme HET
A T T anrcton HET
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" as 600 mg/ 125 mg and 600 mg/25 mg tablets However DMETS fiates that the hrgher strength of

-+ Teveten HCT (600 mg/25 mg) is attamable if the name is confused and a health care professronal
"= dispenses two tablets of Tekturna HCT 300 mg/12.5 mg. Conversely, the 300 mg/ 12.5 mg dose of
o Tektuma HCT can be achreved by cutting a Teveten HCT 600 mg/25 mg tablet in half o

: 'DMETS also consrdered the fact that Teveten HCT has been on the market since: November 2001 and ‘
~ thus has gained name récognition by healthcare providers. Name recognition and familiarity with
Teveten HCT coupled with unfamiliarity with Tekturna HCT upon its launich into the marketplace A
} ‘ -mcreases the likelihood that scnpted orders for Tekturna HCT could be mlsmterpreted and as Teveten

: .Thus DMETS does not believe Tekturna HCT and Teveten HCT can safely co-exrst in the _
. marketplace : : '

. L LABEL]NG PACKAGING AN]) SAFETY RELATED ISSUES. _

' DMETS notes that in our meetmg Wlth the DlVlSlOIl on November 21, 2007 we had forwarded our

N - prelrmmary 1abeling comments to the review Division: Subsequently, on Decemeber 11, 2007, the

sponsor submitted a revised container label and carton labeling addressing our label/labehng

tecommendations. DMETS acknowledges that the : sponsor 1mplemented ‘all of the recommended

- container label and carton labeling changes in their December 11; 2007 submrssron 'DMETS has no
further recommendations for the carton labels and container labeling at this time. However, no revised

- package insert labeling was submitted for review and therefore we’ll reiterate our package insert '

labehng recommendatlon below

. PACKAGE INSERT LABELING

by

h(4)

Appears This Way
On Original

12



1 HCT ,150,12:-5

Teletunna HCT 150/125

Techtarna HCT 150712 Stg

na HCT150/12.5

Teterna HCT 150/12.5 mg

Tekturna HCT 1507125

Telfittia HCT. 150/12.5 mg

Appears This Way
On Original

13

- Teletunna HCT - -  Techiturna HCT 150/12.5mg |
-+ [ Tekfuma HCT 150/12.5 mg, | Tolotinna HCT. 150/12 5 mg Tekturna HCT 150/12.5 mg - -
Tekturna HCT 1 50(12_5. .| Teletrinna HCT: . K “Tekturna HCT. 150/ 12 5mg .
T o Tektmna HCT Techturna HCTZ -
N | Teturna HCT 150/12 Smg
1 Tecturna HCT 150/15.5 mg .
. :‘TecMa HCT 150/ 125 -mg-A 5
Appears This Way
On Original
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