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Background

This review is based on the April 22, 2009 and May 13, 2009 submissions for Nicorette
(formerly Commit) 2 mg and 4 mg nicotine polacrilex mini lozenges. This review references the
February 10, 2009 submission and this Reviewer's March 25, 2009 review of that submission
providing for a change in directions for use requirements for the 2 mg and 4 mg nicotine
polacrilex mini lozenges. Reference is also made to a telecon with the Agency on April 14, 2009
to discuss the Agency's e-mail (dated April 14, 2009) providing comments on GSK's label and
labeling submission of February 10, 2009 for the Nicorette Mini Mint Lozenges 2 mg and 4 mg.
The April 22, 2009 and May 13, 2009 submissions contain labeling for the new Nicorette 2 mg
and 4 mg mini lozenges, 24, 81, and 108 count cartons, the 24 and 27 count vials, and User’s -
Guide. The revised labeling contained in these submissions reflects the results of GSK and
FDA's April 14, 2009 discussions.

. The Nicorette 2 mg and 4 mg mini lozenges are considered to be a line extension of the currently
marketed Commit lozenges which are available in the same strength and contain the same active
ingredient, nicotine polacrilex. The indication is identical to the cnrrently approved Commit
lozenges; "reduces withdrawal symptoms, including mcotmc craving associated with quitting
smoking". ‘

Full color printed labeling and annotated labeling for the 2 mg and 4 mg Nicorette nicotine -
polacrilex mini lozenge 24, 81, and 108 count cartons, 24 and 27 count vial, and User’s Guide is
included in the April 22 and May 13, 2009 submissions (attached). - , )

—" ’ b{4
However, in a May 12, 2009 telecon sponsor nprmhhves stated that the revised labeling ( )
submitted is identical to these SKU’s.

Unless otherwise noted, the reviewer’s comments and recommendations rcfer to the labeling for
both the 2 mg and 4 mg nicotine polacrilex drug products.

Stock Keeping Unit: (describe unit)
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2 mg and 4 mg 24, 81, and 108 count cartons
24 and 27 count vials

Reviewer’s Com ts.

Unless stated, the following comments refer to the 24, 81, and 108 count cartons. The principal
display panel graphic design is similar to the Nicorette fresh mint gum carton.

This review format corresponds to the April 14, 2009 meeting minutes telecon. Based on FDA's
comments (April 14, 2009) on the proposed labelmg for 2 mg and 4 mg Nicorette Mini Mint
lozenges, the sponsor has made the following revisions:' _

Principal Display Panel

1. FDA:
The statement of ldentlty is prdsented ina small size as compared to the propnetary name.
We request you revise the size of the established name so that it appears in a size reasonably
related to the most prominent printed matter on the principal display panel.

GSK
GSK agrees.

Reviewer. The statement of identity is increased. This is acceptable.
Vial Label (2 mg and 4 mg) |

2. FDA.
The strength on the vial label is hard to see because it is embedded in the established name in
a small font. Once the container is removed from the carton it is difficult to identify the
strength of the product. We request you increase the size and prommence of the strength on
the container label so the strength can be easily |dent1ﬁed

Discussion .

GSK agrees and will increase size and prominence of the 2mg and 4mg strengths
within the statement of identity on the vials. We also will add an additional callout of
the 2mg and 4mg strength to the ﬁ'ont panel of the vials.

Reviewer.
A 2 mg and 4 mg icon identical to the icon anthecartonsisaddcdiothePDPofthevmls.
This is acceptable. _

Carton Side Panel

3. FDA ~
- Under “To increase your success in quitting™:
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a. Paragraph 2. Insert the word “lozenge” after the word “mini” to complete the form
descnptor

GSK
GSK proposed, to modify the statement to read as follows:
"Use enough — Use at least 9 Nicorette mini lozenges per day during the first six weeks"

E_Qism
This is acceptable as modified.

FDA
b. Paragraph 3. Insert the word “lozenge” after the word “mini” to complete the form

- descriptor.

GSK
GSK agrees to incorporate this into the label.

Reviewer »
This is acceptable. The word lozenge is added to read "Use Long Enough — Use Nicorette
mini lozenges for the full 12 weeks."”

Vial 27 count

4. FDA
Decrease the font size of the word “mini” in the form descriptor “mini
lozenge”. Make “mini” and “lozenge” the same size on the front of the 24
and 27 count vials. :

GSK :

GSK explained that the graphics were created to provide a clear distinction between the mini
lozenge and the currently marketed Commite lozenge products. Also, this was to maintain
consistency with the front panel of the carton. The Agency indicated that this same
comment, although not captured in their e-mail, also applies to the carton. The Agency
expressed concern that there was insufficient balance in terms of size relationship between
the brand name, statement of identity and the form descriptor. They requested that the
promotional information (form descriptor) be distinct from the statement of identity. GSK
agreed that they would take these elements into consideration and revise the labels (carton
and vial) accordingly.

With respect to making “mini’ and “lozenge™ the same font size and style FDA did-agree
with GSK’s proposal that they did not have to be identical provided the above noted
revisions are incorporated into the labels.

Reviewer
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This is acceptable. The statement of identity font is increased and the words "mini lozenge"”
are balanced with respect to the PDP.

‘User Gnide

5. FDA
Cover page. Capitalize the letter “M” in the word “mini” in the following
heading:
“How to Use Nicorette Mini Lozenges and Tips to Help You Quit Smokmg ”
GSK | _'

GSK agrees to incorporate this revision into the User’s Guide.

4
This is acceptable. The "M" is capitalized in the word "mini" on the cover page.

6. FDA
The word “mini” is part of the form descriptor name. Unbold the word
“mini” and capitalize the “M” wherever the words “Mini Lozenges™
appear in the User’s Guide. Also, make the words “mini” and “lozenge”
the same font and size throughout the Guide.

GSK

As noted in item 4 above, GSK will not be reqmred to have the same font and sizes
for “mini” and “lozenge”. GSK stated their preference to retain “Nicorette® mini” as
bolded in the User’s Gmde and not to capitalize “M” wherever the words “Mini
Lozenges” appear in the User’s Guide. The rationale GSK presented that this is done
to provide a distinction from the currently marketed larger Commxto lozenge. FDA
agreed with GSK.

M
This is acceptable.

7. DA ' '
Page 3, paragraph 2, line 7 Delete the 2nd word “mini” in the paragraph.
Mini is not a part of the Trade Name. Altematively, the word “Lozenge”
could be added and the word “mini” unbolded and capitalized.
_ Discussion: -

GSK :
GSK agreed to include the word “Lozenge” followmg words “Nicorettes mini

Reviewer
The sponsor has added the word lozenge following the words “Nicorettes ntini” wherever it
occurs. This is accepiable.
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Page 5, paragraph 3, bullet 1. Delete the phrase
~——— The phrase is not required accordingto § 201.64(c) and is not
included in the proposed “Drug Facts” carton labeling.

GSK =
GSK will delete this phrase.

The phrase — —~ -is deleted. This is acceptable. b(4)
Carton Side Panel Question for Clarification

9. EDA
Explain the difference between the websites w and
www.committedquitters.com.

- GSK .

GSK informed the FDA that these are indeed two distinct websites. The site
www.nicorette.com is a site containing information on the products, into which is
embedded information on linking to the behavioral program. The additional site,
www.committedquitters.com leads the consumer (post purchase of the product)
directly to the behavioral support program. The Agency was receptive to the
clarification.

Reviewer .
This explanation is acceptable
Drug Facts Specifications

12. The annotated specifications for‘the Drug Facts iabels for the 24, 81, énd 108 coimt cartons,
including the 24 and 27 count vials appear to be compliant with § 201.66.

Recommendations:

The sponsor states that GSK has modified the labels for Nicorette® Mini Lozenges (nicotine
polacrilex) 2 mg and 4mg which incerporates the agreed upon revisions. The labels are
representative labels for each strength of the carton, vial, and the User’s Guide that incorporate
the agreed upon revisions.

Inform the sponsor that the labeling submitted in the April 22 and May 13 2009 submissions for
the 2 mg and 4 mg Nicorette Mini Mint lozenge 24, 81, and 108 count cartons, 24 and 27 count
vial and User’s Guide can be approved.

_ C:\Data\Dsta\A DATA Nicotine\Nicotine Lozenge\Nicoretts Mini Lozenges NDA 22360 Apr 22 2009DFS.doc
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EXECUTIVE SUMMARY

Our Label and Labeling Risk Assessment findings indicate that improvements can be made to the
presentation of the established name, the size and prominence of the strength on the container
labels, and inclusion of certain statements to the principal display panel of the carton to help
minimize the risks of the postmarketing concerns of chewing or swallowing the lozenge and use
of the product beyond 12 weeks. The Division of Medication Error Prevention and Analysis
believes the risk we have identified can be addressed and mitigated prior to approval of the
supplement. We offer recommendations for improvement in section 5.2.

1 BACKGROUND

1.1 INTRODUCTION

This review was written in response to a request from the Division of Nonprescription Clinical
Evaluation, Office of Nonprescription Products (DNCE), for assessment of draft container labels,
carton and insert labeling. Assessment of the proposed proprietary for this product occurred in a
separate Review OSE #2008-1565.

1.2 PRODUCT INFORMATION

Nicorette will be supplied as mini mint flavored lozenges of 2 mg and 4 mg. Nicorette is a
nicotine replacement therapy indicated to aid in smoking cessation for relief of nicotine withdraw
symptoms. The active ingredient of Nicorette, Nicotine Polacrilex, works by directly stlmulatmg
nicotinic receptors in the central nervous system.

The dosing regimen for the Nicorette mini lozenges is to place one mint flavored lozenge in the

mouth and move it around until it completely dissolves every 1 to 2 hours for the first six weeks

of therapy. In weeks 7 through 9 use one lozenge every 2 to 4 hours and in weeks 10 through 12

use 1 lozenge every 4 to 8 hours. The lozenges will be supplied as vials of 24 or 27 lozenges and b( 4)
multiple vials will be packaged together total 24,27 —, and 108 lozenges.

2 METHODS AND MATERIALS

This section describes the methods and materials used by the Division of Medication Error
Prevention and Analysis medication error staff to conduct a label, labeling, and/or packaging risk
assessment (see section 3 Results). The primary focus of the assessment is to identify and remedy
potential sources of medication errors prior to approval. The Division of Medication Error
Prevention and Analysis 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. '

The label and labeling of a drug product are the primary means by which practitioners and
patients (depending on configuration) interact with the pharmaceutical product. The container
labels and carton labeling communicate critical information including proprietary and established
name, strength, form, container quantity, expiration, and so on. The insert labeling is intended to
communicate to practitioners all information relevant to the approved uses of the drug, including
the correct dosing and administration.

! National Coordinating Council for Medication Error Reporting and Prevention.

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



Given the critical role that the label and labeling has in the safe use of drug products, it is not
surprising that 33 percent of medication errors reported to the USP-ISMP Medication Error
Reporting Program may be attributed to the packaging and labeling of drug products, including
30 percent of fatal errors.”

Because the Division of Medication Error Prevention and Analysis staff analyzes reported misuse
of drugs, the Division of Medication Error Prevention and Analysis staff is able to use this
experience to identify potential errors with all medications similarly packaged, labeled or
prescribed. The Division of Medication Error Prevention and Analysis uses FMEA and the
principles of human factors to identify potential sources of error with the proposed product labels
and insert labeling, and provide recommendations that aim at reducing the risk of medication
erTors.

2.1 PROPOSED LABELING

On February 10, 2009 the Applicant submitted the following container labels and labeling for
review and comment for the 2 mg and 4 mg Nicorette Mini Lozenge (see Appendices A for
images):

o Container Labels
e Nicorette Mini Lozenge User Guide (no image)

On March 27, 2009 the Applicant submitted the following container labels and carton labeling for
Nicorette Mini Lozenge 2 mg and 4 mg for review and comment (see Appendix B and C for
images): ‘

e (Carton Labels

e Container Labels and Carton Labeling combined

2.2 AERS SELECTION OF MEDICATION ERROR CASES

Nicorette Mini Lozenge is a smaller version of the currently marketed Commit. Commit is a

nicotine polacrilex lozenge marketed by GlaxoSmithKline approved on October 31, 2002, under

NDA #21-330. GlaxoSmithKline is the Applicant of Commit and this proposed product,

Nicorette Mini Lozenges. The proposed product and Commit are identical in all product

characteristics except for the size of the lozenge and the time it take for the lozenges to dissolve b(4)
in the mouth ~minutes vs. —minutes).

Since Nicorette Mini Lozenge is a smaller version of the currently marketed Commit, the
medication errors that are occurring with Commit may be indicative of medication errors that
may occur with Nicorette Mini Lozenges once the product is approved. Therefore, DMEPA
performed a search of the FDA AERS database for medication errors involving the labels and
labeling of Commit.

The MedRA High Level Group Term (HLGT) “Medication Errors” and Preferred Term (PT)
“Pharmaceutical product complaint” were used as search criteria for Reactions. The search
criteria used for Products were active ingredients “Nicot%” and “Polac%”, trade names
“Commit%” and verbatim substance search “Nicot%”, “Polac%”, and Com%?”. Date limitations
were set from October 31, 2002, through October 28, 2008, since Commit was first approved on
October 31, 2002.

? Institute of Medicine. Preventing Medication Errors. The National Academies Press: Washington DC.
2006. p275.



The cases were manually reviewed to determine if a medication error occurred. Those cases that
did not describe a medication error were excluded from further analysis. The cases that did
describe a medication were categorized by type of error. DMEPA reviewed the cases within each
category to identify factors that contributed to the medication errors, and to ascertain if these risks
might apply to the proposed Nicorette Mini Lozenge.

3 RESULTS

3.1 ESTABLISHED NAME

Ensure the established name is presented in a size reasonably related to the most prominent
printed matter on the principal display panel.

3.2 CONTAINER LABEL (2 MG AND 4 MG)

The strength on the container is hard to see and can be revised to be easier to identify.

3.3 'WARNING STATEMENTS

The warning statement “Do not chew or swallow lozenges” can be added to the principal display
panel to help minimize the risk of patients chewing or swallowing the lozenges.

Adding a warning statement to the principal display panel that alerts patients not to use this
product for a time period greater than 12 weeks unless recommended by a physician will help
minimize the possibility of patients using the lozenges more than 12 weeks.

3.4 AERS RESULTS OF MEDICATION ERROR CASES

The AERS search preformed on October 28, 2008, yielded 340 reports. Afier identifying
duplicate reports and reports that did not contain a medication error relevant to this review 22
cases remained (see Appendix F).

Two (n=2) of the cases involved accidental pediatric exposure, sixteen (n=16) involved wrong
route of administration because the patient either chewed or swallowed the lozenge, and four
cases (n=4) involved the wrong duration of treatment.

3.3.1 Accidental Pediatric Exposure

The ages of the patients in the cases of accidental pediatric exposure were 16 weeks and 3 years
of age. The first report in 2003 involved a 16 week old ingesting half of a Commit lozenge. The
patient was taken to a hospital, given activated charcoal and recovered. The second case reported
in 2007 involved a 3 year old ingesting one, 4 mg Commit lozenge. The patient vomited and
recovered. Causality was not reported for either case.

3.3.2 Wrong Route of Administration

Of the 16 cases that involved the wrong route of administration, 12 patients swallowed the
lozenge and 4 patients chewed the lozenge. One case was reported in 2003, 5 cases were reported
in 2005, 9 cases were reported in 2006, and 1 case was reported in 2007. Causality was only
reported in 2 of the sixteen cases. The first case reported causality as the patient “mis-read the
directions” and the second cases reported causality as a knowledge deficit. Only one case did not
report an outcome. Fourteen cases reported adverse events such as nausea, diarrhea, burning
sensation in the throat, or burning sensation in the stomach. One patient required hospitalization
after vomiting two cups of blood. That patient recovered.



Although causality was only stated in two cases, 15 cases reported that the patient accidentally or
mistakenly swallowed or chewed the lozenge.

3.3.3 Wrong Duration of Treatment

All four cases that involved the wrong duration of treatment were reported in 2006. Each patient
used the lozenge longer than 12 weeks. The patients used the lozenges from 16 weeks to two
years. None of the cases reported causality and only 1 case reported the outcome of feeling dizzy
and nauseous.

4 DISCUSSION

As part of the label and labeling review we conducted a search of the FDA AERS database for the
product Commit to determine if there were any problem areas with the lozenge dosage form that
may be applicable to this review. The search of the FDA AERS database identified three issues
with the currently marketed Commit lozenges that may be indicative of issues that will arise
when Nicorette mini lozenges are marketed. The problem areas include accidental pediatric
exposure, wrong route of administration, and the wrong duration of treatment. Accidental
pediatric exposures for the Nicorette Mini Lozenge may be minimized because the lozenges will
be marketed in a child resistant container and the carton labeling has a warning statement that
reads “Keep out of reach of children”. :

With respect to the problems associated with administration beyond 12 weeks and patient
chewing or swallowing the lozenge, the carton labeling could be improved to increase the
prominence of warning statements to help minimize these problems.

Additionally, we noted needed improvement with respect to the presentation of the established
name and the size and prominence of the strength on the container labels.

4.1 ESTABLISHED NAME

The established name is presented in a small print. This should be increased to a size reasonably
related to the most prominent printed matter on the principal display panel to ensure identification |
of the active ingredients.

4.2 CONTAINER LABEL (2 MG AND 4 MG)

The strength on the container label is hard to see. It is embedded in the established name in a
small font size. Once the container is removed from the carton it will be difficult to identify the
strength of the product. The font size of the strength can be increased so that patients and
healthcare providers can easily identify the strength.

4.3 WARNING STATEMENTS

The warning statement “Do not chew or swallow lozenges™ can be added to the principal display
panel to help minimize the risk of patients chewing or swallowing the lozenges. During this
review we identified postmarketing medication errors involving patients swallowing and chewing
the lozenges (see Section 3.3.2). Although the proposed carton labeling contains a warning
statement not to chew or swallow the lozenges, the warning appears on the back of the labeling
and may be overlooked by patients. Placing the warning on the principal display panel will help
minimize the risk for patients swallowing or chewing the lozenge.



Additionally, the search of the FDA AERS database identified medication errors involving
patients using the lozenges longer than 12 weeks (see Section 3.3.3). Including a statement on the
principal display panel that alerts patients not to use this product for a time period greater than 12
weeks unless recommended by a physician will help minimize the possibility of patients using the
lozenges more than 12 weeks.

5 CONCLUSIONS AND RECOMENDATIONS

The Label and Labeling Risk Assessment findings indicate that improvements can be made to the
presentation of the established name, the size and prominence of the strength on the container
labels, and inclusion of certain statements to the principal display panel of the carton to help
minimize the risks of the postmarketing concerns of chewing or swallowing the lozenge and use
of the product beyond 12 weeks. The Division of Medication Error Prevention and Analysis
believes the risks we have identified can be addressed and mitigated prior to the approval of this
product.

5.1 COMMENTS TO THE DIVISION

Please include DMEPA on any communication to the Applicant with regard to this review. If
you have further questions or need clarifications, please contact Cherye Milburn, Project
Manager, at 301-796-2084.

5.2 COMMENTS TO THE APPLICANT

The review of your labels and labeling noted the following areas of needed inprovments.

1. Established Name

The established name is presented in a small size as compared to the proprietary name. We
request that you revise the size of the established name so that it appears in a size reasonably
related to the most prominent printed matter on the principal display panel.

2. Container Label (2 mg and 4 mg)

The strength on the container label is hard to see because it is embedded in the established
name in a small font. Once the container is removed from the carton it will be difficult to
identify the strength of the product. We request you increase the size and the prominence of
the strength on the container label so that patients and healthcare providers can easily identify
the strength.

3. Carton Labeling

A. Include a statement on the principal display panel that warns patients not to chew or
swallow the lozenge whole. Although the proposed carton labeling contains a
warning statement not to chew or swallow the lozenges, the warning appears on the
back of the labeling and may be overlooked by patients. Placing the warning on the
principal display panel in addition to the warning on the back panel of the carton
labeling may increase the visibility of this warning.



Include the statement “Stop using the nicotine lozenge at the end of 12 weeks. If
you still feel the need to use nicotine lozenges, talk to your doctor.” on the principal
display panel to bring attention to the length of therapy. Although this statement
appears on the back of the carton, a patient may overlook the statement.
Postmarketing reports indicate that the product is used beyond 12 weeks of therapy.
Therefore, placing a warning statement on the principal display panel that alerts
patients not to use this product for a time period greater than 12 weeks unless
recommended by a physician will help minimize the possibility of patients using the
lozenges more than 12 weeks. ‘



REFERENCES

1. Adverse Events Reporting System (AERS)

AERS is a database application in CDER FDA that contains adverse event reports for approved
drugs and therapeutic biologics. These reports are submitted to the FDA mostly from the
manufactures that have approved products in the U.S. The main utility of a spontaneous
reporting system that captures reports from health care professionals and consumers, such as
AERS, is to identify potential postmarketing safety issues. There are inherent limitations to the
voluntary or spontaneous reporting system, such as underreporting and duplicate reporting; for
any given report, there is no certainty that the reported suspect product(s) caused the reported
adverse event(s); and raw counts from AERS cannot be used to calculate incidence rates or
estimates of drug risk for a particular product or used for comparing risk between products.
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This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.

Zachary A Oleszczuk
4/8/2009 12:19:16 PM
DRUG SAFETY OFFICE REVIEWER

Kellie Taylor
4/8/2009 12:46:24 PM
DRUG SAFETY OFFICE REVIEWER

Denise Toyer

4/8/2009 02:02:26 PM

DRUG SAFETY OFFICE REVIEWER

Also signing for Carol Holgquist, DMEPA Director, in her
absence



NDA # 22-360

Drug Product: NMe (fotmuly ‘
Comnm (Nmonne Polacnlex) Mini Mint

b(4'

This review is based on the Febiruary 10, 2009=ubmnonforNicorette(fomedyCommxt)2mg
and4mgmcohnepolamlemmmlomgea This submission provides for.a
for use r¢ mts for the nicotine polacrilex lozenges. Th:smbmxsswncontmrmsed b(4) -
labelmgforthenewN’worwengmd4mgmmll,;,. , 24, ——— and 108 count
cartons, along with 24 and 27 count vials. mmom2mgnﬂ4mgmxmlmgesm
considered to bea line extension of the current mzt lozenges which are available
mtbummhmdwmﬁwmmemgtedmmpohmlan  indication -
lsxdenucaltotheammﬂyappdeommnlmges mduccswuhdrawalsymptoms,

Thespomormmnthepmpoudhhdmg,mdudmgngndqﬁrdwNiMngand
4 mg mini lozenges is the same as that for the currently appraved and marketed Commit:L:ozen
(NDA21-330)mdﬂmmm(8002md8004) Theonlydnﬂ'umumthe‘_ ‘
respeamumetodmo : ; i sller

(module 5.3.1.2). Thcl’DPdesgnzsﬂnmhrtoﬂn deNiemmFreshMint
coated gum (approved Jiine 18, 2004), However, the cartons for the mini lozenges will have 2

clearﬁlmwmdowonthcﬂvntpmdthawmpsmmdmthcmpm Cmmswmeonhma
phmmymowhehmhwxﬂbom&ed.

In a January 9, zmmLtmthOSmanhnc(GSK)Mﬁmnﬂ asidering ~ -b(4) n

= T

T Rm:smadetothe.
ary 10, mmmwhthsxmﬁmedﬂwagmythnthepmy
mmouchangedﬁ‘om'(:omnhdim'mm The sponsor noted the “mini lo:
not part of the proprietary name. "Mini lozenge" willbemcludedonthopmmpaldmphypanel
as a form descriptor for this particular variant of Nicorette,

Fuﬂeolorprnﬂedhbehngforthongmd4mgNMmmpohaﬂummhmgsu
included in this submission (attached).




‘NDAZ3O e 2
Uﬂmmmitbm:mmmmmmmhhbdmgfm
boththe}mgmd4mgmcompohcrﬂa:dmgpmdum . . _
Steck Keeplng Ut (describo unit) b(a)
_“C:rthonsforthengaang.% mmdloummindudinngdﬂemmt
fUnleumd,thamnowingcommemuefcmﬂnM /_@.—-mmsmm . b@) .

Tbmmpd&sphypamlmhcdmgnmdmﬂnhtheﬁomﬂuhmsmmm
'thefollowmgmq)mw N . :

L mmwmwxsmmmemmdm

" The word "mini" nspanofthﬁ:mdowxpt«nm. Uﬁolduﬂdm«utheﬁxﬁmofﬂn
wmﬂ"mm‘ Make the words "mini" ud'lomga"tlnsamefommdsin

2 Ackuwmdowm&ﬂlgumwndmanDPmm.thewalofm

This ia scceplable. S - | |
3. T&Qms'habhwc&dehéhngedm'iwnémmmodmﬂnbmmhﬁ-
Cam-wel'nd. s

4 Under"'rommseyoummmqmw
A Paragraph 2. Inmﬂnmd'lomga mthomd'm'toeompletethefom

e B Fums mmmwmumm mmpmmﬁm
f vuuudzveom

5. mmwmbMumwﬁeMMthm Thovhl
hbolingxdumﬁuﬂnlwﬂwwum ‘

. This is accepable.
6 Deaunthofonmofthwad‘muﬁ inthe&mdaenm'mnﬁlomm. Mah"mim
mwmmmmmmamummmm .

“




User Guide o ' '
7. Cowpgaandl'ageu mﬁumdummmilomgc'maddedbdowthemmof
identity, .

]

leword 'mini"® upartoftlnfmmdenipwrm Unboldmddeuuscﬂwfontauoftbe
word "mini®. l\hhﬂxewords"mml md'bm!ge'ﬂumfoﬁmd-o

- 8. Covarpage. Capitahmthelett«'M'mthwmd"mini‘mthcfolbwmghudmg:
' 'HowtoUuNieormMimeudenpsdemethsm

9. Thewvtd'm upmofthcfnrmdumpmtmme. Unboldthowad'mmdupudize
the"M'whuwerthowuds'MmLom appnrinthoUm’sGmd& 7.

110, deﬂnmd'nhi’whonnumtﬁﬂlmdhythewmlw _
'11. Page5; paragraph 3, bullet 1. Deletaﬂnphrm Thcphnseanpt

» nqnﬁndmdmgmﬂOlﬂ(c)andnismtmcludodmtbpmpomd'DmgFm carton -

'nngrmspmm
_ lzmmmdspoaﬁcmﬁrthcbmgthbduppwmbewmplmwuh§20L66
n‘ : . l I . ) . . ~

mwbmmhbelhgnnotmnbh. Infomduspomorthnﬂbmmduuibed
abovempmgnplul 4,6-11mbemlde. :
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