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AVOID MEDICATION ERRORS

Medication errors have occurred involving LAMICTAL. To reduce the
potential for medication errors, please write and say "LAMICTAL" clearly.

Patients may receive the wrong medication for several reasons, including medication errors,
miscommunication between the physician's office and the pharmacy,
or misread handwriting on a patient’s prescription.

LAMICTAL Chewable LAMICTAL Tablets
Dispersible Tablets

2mg 5mg 25 mg 25mg 100 mg 150 mg 200 mg

berry-flavored tablets scored tablets

Initiating treatment with easy-to-follow Starter Kits may help reduce
medication errors. Starter Kits are now available by prescription.

For patients NOT TAKING For patients For patients TAKING
(LAMOTRIGINE) Carbamazepinen Phe”YtOi"h (LAMOTRIGINE) TAKING Va/proate carbamazepine, phenytoin,
phenobarbital, primidone, phenobarbital, primidone, or
rifarpin, or valproate rifampin and NOT TAKING
valproate

IMPORTANT NOTE:

Medication errors have occurred between LAMICTAL and other medications, most commonly
Lamisil®,* lamivudine, Ludiomil®,* labetalol, and Lomotil®.* Patients who do not receive LAMICTAL
would be inadequately treated and could experience serious consequences. Conversely, patients
erroneously receiving LAMICTAL, especially high initial doses, would be unnecessarily subjected to
a risk of serious side effects.

If you become aware of a prescription medication error involving these products, please
contact GlaxoSmithKline at 1-888-825-5249; the USP Medication Errors Reporting Program at
1-800-233-7767; or the US Food and Drug Administration’s MedWatch program by phone at
1-800-FDA-1088. You may also contact MedWatch by fax at 1-800-FDA-0178, via the Internet at
www.fda.gov/medwatch, or by mail at: MedWatch, 5600 Fishers Lane, Rockville, MD 20852-9787.

At GlaxoSmithKline, we know that your priority is to ensure that every one of your patients receives
optimal care. That is why we are committed to increasing awareness about the importance of
preventing medication errors. Please remind patients to verify that they have received LAMICTAL.

*Lamisil (terbinafine HCI tablets) and Ludiomil (maprotiline HCI) are registered trademarks of Novartis Pharmaceuticals Corporation.
Lomotil (diphenoxylate HCI, atropine sulfate) is a registered trademark of G.D. Searle LLC.

Please see Brief Summary of full Prescribing Information on adjacent pages, and please see the complete
Prescribing Information for LAMICTAL at www.LAMICTAL.com for appropriate use of Starter Kits based
on indications and concurrent medications.

LAMICTAL.

@GlaxoSmithKline o MT?;I.I.REITGSI NE)
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LAMICTAL® (lamotrigine) Tablets
LAMICTAL® (lamotrigine) Chewable Dispersible Tablets

BRIEF SUMMARY
The following is a brief summary only; see full prescribing information for complete product inf

receive careful monitoring during treatment.
Pabems (and caregivers of patients) should be alered about the need fo monitor for any worsening of their condition (including

AS ADJUNCTIVE THERAPY FOR EPILEPSY AND 0.3% (3/1,000) IN ADULTS ON ADJUNCTIVE THERAPY FOR EPILEPSY. IN
CLINICAL TRIALS OF BIPOLAR AND OTHER MOOD DISORDERS, THE RATE OF SERIOUS RASH WAS 0,08% {0.8 PER 1,000
IN ADULT PATIENTS RECEIVING LAMICTAL AS INITIAL MONQTHERAPY AND 0.13% (1.3 PER 1,000) IN ADULT PATIE|
RECEIVING LAMICTAL AS ADJUNCTIVE THERAPY. IN A PROSPECTIVELY FOLLOWED COHORT OF 1,983 PEDIATRIC
PATIENTS WITH EPILEPSY TAKING ADJUNCTIVE LAMICTAL, THERE WAS 1 RASH-RELATED DEATH. IN WORLDWIDE
POSTMARKETING EXPERIENCE, RARE CASES OF TOXIC EPIDERMAL NECROLYS!S AND/OR RASH-RELATED DEATH HAVE
BEEN REPORTED IN ADULT AND PEDIATRIC PATIENTS, BUT THEIR NUMBERS ARE TOO FEW TO PERMIT A PRECISE
ESTIMATE OF THE RATE.

OTHER THAN AGE, THERE ARE AS YET NO FACTORS IDENTIFIED THAT ARE KNOWN YO PREDICT THE RISK OF
OCCURRENCE OR THE SEVERITY OF RASH ASSOCIATED WITH LAMICTAL. THERE ARE SUGGESTIONS, YET TO BE
PROVEN, THAT THE RISK OF RASH MAY ALSO BE INCREASED BY (1) COADMINISTRATION OF LAMICTAL WITH VALPROATE
(INCLUDES VALPROIC ACID AND DIVALPROEX SODIUM), {2) EXCEEDING THE RECOMMENDED INITIAL DOSE OF
LAMICTAL, OR (3) EXCEEDING THE RECOMMENDED DOSE ESCALATION FOR LAMICTAL. HOWEVER, CASES HAVE BEEN
REPORTED IN THE ABSENCE OF THESE FACTORS.

NEARLY ALL CASES OF LIFE-THREATENING RASHES ASSOCIATED WITH LAMICTAL HAVE OCCURRED WITHIN 270 8
WEEKS OF TREA INITIATION. HOWEVER, (SOLATED CASES HAVE BEEN REPORTED AFTER PROLONGED
TREATMENT ( g MONTHS). ACCORDINGLY, DURATION OF THERAPY CANNOT BE RELIED UPON AS A MEANS TO
AL RISK HERALDED BY THE FIRST APPEARANCE OF A RASH.

ALTHOUGH BENIGN RASHES ALSO OCCUR WITH LAMICTAL, IT IS NOT POSSIBLE TO PREDICT RELIABLY WHICH
RASHES WILL PROVE TO BE SERIOUS OR LIFE THREATENING. ACCORDINGLY, LAMICTAL SHOULD ORDINARILY BE
DISCONTINUED AT THE FIRST SIGN OF RASH, UNLESS THE RASH IS CLEARLY NOT DRUG RELATED.
DISCONTINUATION OF TREATMENT MAY NOT PREVENT A RASH FROM BECOMING LIFE THREATENING OR
PERMANENTLY DISABLING OR DISFIGURING.

of new and/or the of suicidal id or thoughts of harming themseives and to seek

SERIOUS RASHES REQUIRING HOSPITALIZATION AND DISCONTINUATION OF TREATMENT HAVE BEEN REPORTED IN | medical achice immediatly i hese symploms preserd, Cons should be given to changing the therapeutic regimen, including
ASSOCIATION WITH THE USE OF LAMICTAL. THE INCIDENCE OF THESE RASHES, WHICH HAVE INCLUDED STEVENS- | possiby the n patents who cinical worsening (including development of new symptoms) andior the
JOHNSON SYNDROME, IS APPROXIMATELY 0.8% (841,000) IN PEDIATRIC PATIENTS (AGE <16 YEARS) RECEIVING LAMICTAL of suicidal id ior especially if these symploms are severe, abrupt in onset, or were not part of the patiants

presenting symptoms. Prescriptions for LAMICTAL should be written for the smallest quantity of tablets consistent with good patient
management, in arder to reduce the risk of overdose. Overdoses have been reported for LAMICTAL, some of which have been fatal (see
OVERDOSAGE).

Addition of LAMICTAL to a Muttidrug Regimen That Includes Vaiproate (Dosage Reduction): Because valproate reduces the
dlearance of lamotrigine, the dosage of lamotrigine in the presence of valproate is less than half of that required in its absence (see
DOSAGE AND ADMINISTRATION section of full prescribing information).

Use in Patients With C itant liness: Clinical experience with LAMICTAL in patients with concomitant fliness is limited. Caution is
advised when using LAMICTAL in patients with diseases or conditions that could affect metalbolism or elimination of the drug, such as renal,
hepatic, or cardiac functional impairment. The maintenance dose of LAMICTAL should generally be reduced for patients with slgntﬁcam
renal impaimment. Because there is limited experience with the use of LAMICTAL in patients with impaired liver furction, the use in such
patients may be associated with as yet unrecognized risks (see CLINICAL PHARMACOLOGY and DOSAGE AND ADMINISTRATION
sections of full prescribing information).

Binding in the Eye and Other Melanin-Containing Tissues: Because lamotrigine binds to melanin, it could accumulate in
melanin-rich tissues and may cause toxicity in these tissues after extended use. Accordingly, prescribers should be aware of the possibility
of long-term ophthalmologic effects.

Intormation tor Patients: Prior to initiation of ireatment with LAMICTAL, the patient should be instructed that a rash or other signs or
symptomns of hypersensiivity may herald a serious medical event and that the patient should report any such occumence to a physician
immediately. In addition, the patient should nofify his or her physician if worsening of seizure control occurs. Patients should be advised (1}
that LAMICTAL may cause dizziness, somnolence, and other symptoms and signs of central nervous system (CNS) depression; (2) not fo
drive a car or operate cther complex machinery until they have gained sufficient experience on LAMICTAL to gauge whether or not it
adversely affects their mentai and/or motor performance; (3) of the possibilty of bood dyscrasias and/or acute muttiorgan failure and to
contact therr physician lmmedla!ely if they experience any signs or symptoms of these condifions (see WARNINGS: Blood Dyscrasias and
Acute Mutti Failure} (4) to notify their physicians if they become pregnant,

CONTRAINDICATIONS: LAMICTAL is contraindicated in patients who have ity to the drug or ts ing
WARNINGS: SEE BOX WARNING REGARDING THE RISK OF SERIOUS RASHES REQUIRING HOSPITALIZATION AND
DISCONTINUATION OF LAMICTAL.

Serious Rash: Pediatrics: The incidence of serious rash with h i and di ion of LAMICTAL in a
prospectively foliowed cohort of pediatric patients with epilepsy receiving ad]uncnve therapy was approximately 0.8% (16/1,983). When
14 of these cases were revrewed t&a expent ogists, there was as to their proper classifi To
fustrate, one dermatologis red nong of the cases 1o be Stevens-Johnson syndrome; another assigned 7 of the 14 to this
diagnosis. There was 1 rash related death in this 1,983 patient cohort. Additionally, there have been rare cases of toxic epidermal
necrogsrs with and without permanent sequelae andior death in US and foreign postmarketing expemnce It bears emphasis that
LAMICTAL is oniy approved for use in patients below the age of 16 who have partial seizures or g lized seizures iated with

t, intend to beoome pregnant, or intend to breast feed or are
breast-feeding an infant dunng therapy; (5) to notfy their physicians if they plan to start or stop use of oral contraceptives or other female
hormonat preparations. Starting estrogen-containing oral contiaceptives may significantly decrease lamotrigine plasma levels and stopping
estrogen-Containing oral contraceptives (including the “pilfres” week) may significantly increase lamotrigine plasma levels; (6) to notity their
physician if they experience adverse events or changes in mensrual pattem (e.g., break-through bleeding) while receiving LAMICTAL in
combination with these medications; (7} to notify their physician if they stop taking LAMICTAL for any reason and not to resume LAMICTAL
without consuiting their physician. Patients should be informed of the availability of a patient information leaflet, and instructed to read the
leaflet prior to taking LAMICTAL. See the PATIENT INFORMATION section of full prescribing information.

Laboratory Tests: The value of monitoring plasma concentrations of LAMICTAL has not been established. Because of the possible
pharmacokinetic interactions between LAMICTAL and other drugs including AEDs, monitoring of the plasma levels of LAMICTAL and
concomitant drugs may be indicated, particularly during dosing adjustments. In general, clinical judgment should be exercised regarding

the Lennox-Gastaut syndrome (see INDICATIONS section of full prescribing information). There is evidence that the inclusion of
valproate in a mutidrug regimen increases the risk of senous, potentially life-threatening rash in pediatric patients. In pediatric patients
who used valproate 1.2% (6/482) d a serious rash compared to 0.6% (6/952) patients not taking valproate.
Adults: Serious rash iated with hospitali ion of LAMICTAL occurred in 0.3% (11/3,348) of adult patients
who received LAMICTAL in premarketing cfinical tnals of eprleps In the bipolar and other mood disorders clinical triais, the rate of
serious rash was 0.08% (1/1,233) of adult patients who recaived LAMICTAL as initiaf monotherapy and 0.13% (2/1,538) of adit patients
who received LAMICTAL as adjunctive therapy. No fatalities occurred among these individuals. However, in worldwide postmarketing
experiencs, rare cases of rash-related death have been reported, but their numbers are too few to permit a precise estimate of the rate.
Among the rashes leading to hospitalization were Stevens-Johnson syndrome, \oxrc eptderrnal necrolysis, angroedema and a rash
associated with one of more of the following: fever, fymphadenapathy, facial swelling, h and There
is evidence that the inclusion of vaiproate in a multiorug regimen increases the risk of serious, potentially life-threatening rash in adufts.
, of 584 patients administered LAMICTAL with valproate in epliepsy clinical irials, & {1%) were hospitalized in association with
rash; in cnntrast 4{0.16%) of 2,398 clinical trial patients and volunteers administered LAMICTAL in the absence of valproate were
lized. Other examples of serious and potentially iife-threatening rash that did not lead to hospitalization also occurred in
premarketing development. Among these, 1 case was reported to be Stevens-Johnson-like.
itivity reactions, some fatal or lile-threatening, have also occurred. Some of these reactions
have included ciinical 1eatures of mulnorgan hllure/dysfunctlon including hepatic abnomaliies and evidence of disseminated
intravascular coagulation. It is important to note that early man of h e.q., fover, | may
present even though a rash is not evident. If such signs or symptams are present, the patient should be evaluated immediately.
LAMICTAL should be-discontinued if an alternative etiology for the signs or symptoms cannot be established. Prior to initiation of
treatment with LAMICTAL, the patient should be instructed that a rash or other signs or symptoms of b ivity may

of plasma levels of LAMICTAL and other drugs and whether or not dosage adjustments are necessary.

Drug Interactions: The net effects of drug interactions with LAMICTAL are summarized in Tabie 1 (see full prescribing information for
additional information).

Oraf Contraceptives: In 16 female volunteers, an oral contraceptive preparation contamlng 30 meg ethinylestradiol and 150 mog
levonorgestre! increased the apparent clearance of lamotriging (300 mg/day} by appi 2old with a mean decrease in AUC of 52%
andin C_, of 39%. In this study, trough serum lamotrigine concentrations gradually increased and were approximately 2-fold higher on
average at the end of the week of the inactive hormone preparation compared to trough lamotrigine concentrations at the end of the active
homone cycle. Gradual transient increases in lamotrigine plasma (evefs {approximate 2-fold increase) occurred during the week of inactive
hoimone preparation (‘pilHree” week) for women not also taking a drug that increased the clearance of lamotrigine (carbamazepine,
phenyloin, phenobarbital, primidone, or nfampm) The increase in lamotrigine plasma levels will be greater if the dose of LAMICTAL is
increased in the few ays before or during the *pillfree” week. Increases in lamotrigine plasma levels could result in dose-dependent
adverse effects (see PRECAUTIONS: Concomitant Use With Oral Ci nthe sarme study, co-administration of LAMICTAL (300
mgday) in 16 female volunteers did not afiect the pharmacokinetics of the efhinylestradiol of the oral

There was a mean decrease in the AUC and C,_ of the levonorgestrel component of 19% and 12%, respectively. Measurement of serum
progesterone indicated that there was no hormonal evidence of ovulaion in any ofthe 16 volunteers, although measurement of serum FSH,
LH, and estradiol indicated that there was some loss of of the I pituitary-ovarian axis. The effects of doses of
LAMICTAL other than 300 mg/day have not been systematically evaluated in controlled "dinical rials. The cliical significance of the

be  observed hormonal changes on ovulatory activity is unknown. However, the possibility of decraased contraceptive efficacy in some patients

glaer;ng b)e excluded. Therefare, patients should be instructed to promptly report changes in their menstrual pattern (e, break-through
ing)

herald a serious medical event and that the patient shoutd report any such foap

Acute Multiorgan Failure: Multiorgan failure, which in some cases has been fatal or imeversible, has been observedin pabems receiving

LAMICTAL. Fatalities associated with mut falure and various degrees of hepalic failure have been reported in 23,796 adut patients
and 4/2,435 pediatric patients who received LAMICTAL in clinical trials. No such fatalities have been reported in bipolar patients in clinical

trials. Rare fatalities from mutiorgan failure have also been reported in compassionate plea and postmarketing use. The majority of these

deaths occurred in association with other serious medical events, including status epilepticus and overwhelming sepsis, and hantavirus,

making it dificult to identify the initial cause.

Dosage ad !I be necessary for mast women recefving estrogen-containing oral comracepuve preparations (see DOSAGE AND
ADMINISTRATION: Special Populations: Women and Oral C of full

Other Hormonal Contraoepfrves or Hormone Heplacemenmlerapy The effect of other hormonal contraceptive preparations or

homane rep therapy on the p igine has not been systematically evaluated. It has been reported that

. increased th iging up to 2-fold, and the progestin only pills had no effect on lamotrigine

plasma levels. Therefore‘ adlustmems tothe dosage of LAM|CTAL in the presence of progestogens alone will likely not be needed.

Table 3. Summary of Drug Interactions With LAMICTAL

Biood Dyscrasias: There have been reports of blood dyscrasias that may or may not be associated with the hypersensiivity Drug Plasma Concentration Lamotrigine Plasma Concentration
syndrome. 1|"hes|e have included anemia, penia, p and, rarely, aplastic anemia and Drug With Adjunctive LAMICTAL With Adjuncfive Drugs'
pure red cell aplasia. .
Withdrawal Setzures: As wih oiher AEDs (anfiepiepti crugs), LAMICTAL should not be abrupty discontinued. I patiens with epiepsy | Oral contracepiives (e, = ’
there is a possibility of i mcreasr&g seizura frequency. In clinical trials in patients with Bipolar Disorder, 2 patients exp seizures
shorty after abrupt withdrawal of LAMICTAL. However, there were conlounding factors that may have contributed to the occurrence of | Bupropion Not assessed —
seizures in these bipolar patients. Unless safety concems require a more rapid withdrawal, the dose of LAMICTAL should be tapered over | Carbamazepine (CBZ) — 1
a period of 2t feast 2 weeks (see DOSAGE AND ADMINIST ATION section of full prescribing information). CBZ epoxide’ "
PRECMONS Felbamate Not assessed R

Use With Oral ( Some estrogen-containing oral contraceptives have been shown to decrease serum Gabapentin Not assessed -
concentrations of lamotrigine {see PRECAUTIONS: Drug Interactions). adjustments will be necessary in most patients who ape
start or stop eemgen-conuimng oral contraceptives while taking LAMICTAL (see DOSAGE AND ADMINISTR JON: Special | Levetiracetam e —

jons: Women and Oral Contraceptives: Adjustments to the Maintenance Dose of LAMICTAL of full prescribing | Lithium A Not assessed
information). During the week of inactive hormone preparation (‘pill-free” week) of oral contraceptive therapy, plasma lamotrigine levels | Olanzapine Ad !
are expected to rise, asdrzud\lop as dou!lafljmg at the end of the week. Adverse events consistent with elevated levels of lamotrigine, such Oxcarbazepine — P
as drzzmess ataxia, and diplopia, coutd occur. 10-mon ovcarbazepine metabolite' -
ical Events (see BOX WARNING, WARNINGS): Serious rashes associated with hospitalization and di of | pp 0 ohyvdroxy' i P - 1

LAMICTAL ave been reported, it is not possrble o predict refiably which rashes wil prove to be serious ordife threatening. Caution Phento PHr -
should be used when treafing patients with a history of allergy or rash to other antiepileptic drugs, as the frequency of nonserious rash e”V‘°",‘ (PHT) 1
atter treatment with LAMICTAL was approximately 3 times higher in these patients than in those without such history. It is recommended Pregabglrn - -
that LAMICTAL not be restarted in patients who discontinued due to rash associated with prior treatment with LAMICTAL unless the ( Rfampin Not assessed l
potential benefits clearty outweigh the risks. If the decision is made to restart a patient who has discontinued LAMICTAL, the need to | Topiramate ot —
restart with the inial dosing recommendations should be assessed. The greater the interval of time since the previous dose, the greater | vajproate 1 1
consideration should be given to restarting with the iniial dosing ions. If a patient has discontinued LAMICTAL for a period Valproale + PHT andior CBZ Not assessed -
of more than 5 halt-lives, it is recommended that initial dosing recommendations and gurdehnes be followed. The haif ffe of LAMICTAL Zonisamic Not od —
is affected by other concomitant medications (see CLINICAL PHARMACOLOGY: s and Drug Metabolism, and LZonisamide ot assess
DOSAGE AND ADMINISTRATION sections of the full prescribing information). *From adjunctive clinical trials and volunteer studtes. "Net effects were estimated by comparing the mean clearance values obtained
Use in Patients With Epilepsy: Sudden Unexplained Death in Epilepsy (SUDEF): During the ing devel of in adjunctive clinical trials and volunteers studies. *The effect of other hormonal or hormone
LAMICTAL, 20 sudden and unexpiained deaths were recorded among a cohort of 4,700 patients with eprlepsy {5,747 panem years therapy on the p igine has not been evaluated in clincal tials and the effect may not be similar

of exposure) Status Epilepticus: In cinical trials, at a minimum, 7 of 2,343 adult pafients had episodes that could unequivocally be
described as status. In addition, a number of reports of variably defined eprsodes of seizure exacerbation (6.g., serzure clusters, seizure
fiurries, etc.} were made.

Use in Patients With Bipolar Disorder: Acute
treatment of mood apisodes has not been established.

Children and Adolescents (less than 18 years of aga) Treatment with antidepressants is associated with an increased risk of
suicidal thinking and behavior in children and with major ive disorder and other psychiatric disorders. It is not known
whether LAMngTAL is associated with a similar risk in this populanon {see PRECAUTIONS: Clinical Worsening and Suicide Risk
Associated With Bipolar Disorder).

Safety and effectiveness of LAMICTAL in patients beiow the age of 18 years with mood disorders have not been established.

of Mood Safety and eff of LAMICTAL in the acute

f
o that seen with the ethinylestradiolfevonorgestrel combinations. *Modest decrease in levonorgestrel (see PRECAUTIONS: Drug
Interactions: Effect of LAMICTAL on Oral G "Not d, but an active metabolite of ine. "Slight
decrease, not expected o be clinically relevant. *Not administered, but an active metabolite of oxcarbazepine. ** Slight ncrease not
expected to be clinically relevant. «— = Ng significant effect. ? = Conflicting data.
Known Inducers or Inhibitors of Glucuronldatron Drugs other than those l|sted above have not been systematically evaluated in
combination with LAMICTAL. Since i by gi drugs that are known 1o
induce or inhibit glucuronidation may affect the apparent clearance of famotrigine and doses of LAMICTAL may require adjustment based
on clinical response.
Drug/Laboratory Test Interactions: None known.
Carcinogenesis, Muiagenesls, Impairment of Fertility: No eviderce of carcinogenicity was seen in 1 mouse study or 2 rat studies
foliowing oral of for up 10 2 years at maximum lolerated doses (30 mg/kg per day for mice and 10 to 15 mgkg

Clinical Worsening and Suicide Risk Associated With Bipoler Disorder: Patients with bipolar disorder may experi
worsening of their depressive symptoms andior the emergence of suicidal ideation and behaviors (suicidalty) whether or not they are taking
medications for bipolar disorder. Patients should be closely monitored tor clinical worsenmg {including development of new symptoms) and
suicidality, especially at the beginning of a course of treatment, or at the time of dose changes.

In addition, patients with a history of suicidal behavior or thoughts, those patients exhibiting a significant degree of suicidal ideation
prior fo commencement of treatment, and young adults, are at an increased risk of suicidal thoughts or suicide attempts, and should

https://doi.org/10.1017/51092852900019970 Published online by Cambridge University Press

per day for rats, doses that are equivalent fo 90 mg/m and 60 to 90 mg/ ¥, respectively). Steady-state plasma concentrations ranged from
1 to 4 mogiml. in the mouse study and 1 1o 10 meg/mi in the rat study. Plasma concentrations associated with the recommended human
doses of 300 to 500 mg/day are generally in the range of 2 to § mogimL, but concentrations as high as 19 megml_ have been recBrded.
Lamotrigine was not mutagenic in the presence or absence of metabolic activation when tested in 2 gene mutation assays (the Ames test
and the in vitro mammalian mouse ymphoma assay). In 2 cytogenetic assays (the in vitro human lymphocyte assay and the in vivo rat bone
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row assay), famotrigine did not increase the incidence of structural or | abnormalities. No evick impaimnent
01 fertiity was detected in rats given oral doses of famotrigine up to 2.4 times the highest usual human maintenance dose of 8 33 mghg
per day or 0.4 times the human dose on a mg/’ basis. The efiect of lamotrigine on human fertifity is unknown.
Pregnancy: Te Effscts: Pregnancy Category C. No evidence of teratogenicity was found in mice, rats, o rabbits when
lamotrigine was orally administered! to pregnant animals during the period of orgar at doses up to 1.2, 05, and 1.1 times,

nogenesis
respactivly, on a moin? basis, the highest usual human maintenance dose (i, 500 mg/ay). Howeer, materal toxicty and secondary placebo grou

f.?lal w producing reduced fetal weight andior delayed ossification were seen in mice and rats, but not in rabbits at these doses.
eral
at dams administered an intravenous dose at 0.6 times the highest usual human maintenance dose, the incidence of intrauterine death
withouit signs of teratogeniclty was increased. A behavioral mmm study was conducted in rats dosed during the period of
organogenesis. At day 21 postpartum, offspring of dams receiving 5 per day or hsghef dlsplayed a slgmﬁcanﬂy longer latent period
for open fiekd exploration and a lower frequency of rearing. In a swimming maze test performed on days 44 postpartum, time to
completion was increased in ofispring of dams receiving 25 migkg per day. These dosas represent 0.1 and 05 fimes the clinical dose on
2 mg/’ basis, respectively. Lamotrigine did not affect fertiity, teralogeness, or postnatal development when rats were dosed prior to
during mating, and throughout and lactation at doses equivalent to 0.4 times the highest usual human maintenance dose on a
mg/mt basis. When pregnammiswereomllydosedatm 0.14, or 0.3 times the highest human maintenance dose {on a mg/’ basis)
during the latter part of gestation {days 15 to 20), maternal toxicity and fetal death were seen. In dams, food consumption and weight gain
ware reduced, and the gestation period was slightly prolonged (22.6 vs. 220daysmmeoomro|gmp) Stillborn pups were found in all 3
drug-treated groups wrlh the htghesl number in the high-dose group. Postnatal death was also seen, but only in the 2 highest doses, and
occurred between day 1 and Someomesedeaﬂwappeanobedmg relatedandnotsewmdarytomematemaltomy Ano-observed-
eﬂealaml(NOEL)m;;notbedmenmmbr study. Although LAMICTAL was not found to be teratogenic in the above siudies,

| folate

are no adequate and wel-controlled studies in pregnant women. Because animal reproduction studiies are not always predictive of human
response, this drug should be used during pregnancy only if the potential benefit justifies the potential risk to the fetus.
Non-Teratogenlc Effects: As with other amlepalepnc drugs, physiological changes during p may affect igine concentrations
andlor therapeuti effect. There have been reports of g ions during pregnancy and ion of pre-partum
concentrations after delivery. Dosage adjustments may be necessary.
Pregnancy Exposure Registry: To faciftate monitoring fetal outcomes of pregnant women exposed 1o lamotrigine, physicians are
encouraged to register paﬁems before fetal outcome (¢.g., ultrasound, results of amniocentesis, birth, etc.) is known, and can obtain
information by calling the Lamotrigine Pregnancy Reglstry at {800) 336-2176 (toll-free). Patients can enroll themsehves in the North
American Antiepileptic Drug Pregnancy Registry by calling (888) 233-2334 (toll-free).
Labor and Delivery: The effect of LAMICTAL on tabor and defivery in humans is unknown.
Use in Nurslngiuomen Preliminary data indicate that lamofrigine passes into human milk. Because the effocts on the infant exposed to
LAMICTAL by this route are unknown, breast-feeding while taking LAMICTAL is not recommended.
Pediatric Use: LAMICTAL is indicated as adjunctive therapy for partil seizures, the generalized seizures of Lennox-Gastaut syndrorme,
and primary generalized tonic-clonic seizures in panecns above 2 years of age. Safety and effectiveness in patients below the age of 18
years mthrgipolar Disorder has not been established.
Geriatric Use: Clinical studies of LAMICTAL for epllepsy and in Bipolar Disorder did ot include sufficient numbers of subjects aged 65 and
over to detarmine whether they respond differently from younger subjects. In general, dose selection for an elderly patient should be
cautious, usually starting at the low end of the dosing range, reflecting the greater frequency of decreased hepatic, renal, or cardiac function,
and of concomitant disease or otter drug ther
ADVERSE REACTIONS: (see BOX WARNING ragardlng the incidence of serious rash).
Epilepsy: Most Common Adverse Events in Alf Clinical Studies: Adjurictive Therapy in Adults With Epilepsy: The most commonly
observed (25%) adverse experiences seen in association with LAMICTAL during adjunctive therapy in adults and not seen at an equivalent
frequency among placebo-treated patients were: dizziness, ataxia, somnolence, headache, diplopia, blurred vision, nausea, vomiting, and
rash, Dizziness, diplopia, ataxia, blumed vision, nausea, and vomiing were dose related. Diziness, diplopia, ataxia, ang blued vision
occurred more oommmiy in patients receiving CBZ with LAMICTAL than in patients receiving other AEDs with LAMICTAL. Clinical data

suggest a higher incidence of rash, including serious rash, in patients receiving concomitant valproate than in patients not receiving
valproate (588 WARNINGS). Approximately 11% of the 3,378 adult patients who received LAMICTAL as adjunctive therapy in prernarkenng
clinical trials discontinued treatment because of an adverse experience. The adverse events most commonly associated with
discontinuation were rash (3.0%), diziness {2.8%), and headache (2.5%). In a dose respanse study in adults, the rate of discontinuation
of LAMICTAL for dizziness, ataxia, diptopia, biued vision, nausea, and vomiting was dose related.
Monotherapy in Adults With Epliepsy: The most commonly observed (25%) adverse experiences seen in association with the use of
LAMICTAL during the monotherapy phase of the controlled trial in adults not seen at an equivalent rate in the control group were vommng
coordination abnommality, dyspepsia, nausea, dizziness, rhinitis, anxiety, insomnia, infection, pain, weight decrease, chest pain,
dysmenonthea, The most commonly observed (>5%) adverse experiences associated with the use of LAMICTAL during the conversion to
monotherapy (add-on) period, not seen at an equivalent frequency low-dose valproate-treated patients, were dizziness, headache,
nausea, asthenia, coordination abnormaliy, vomiting, rash, somnolence, diplopia, ataxia, accidental injury, remor, blurred vision, insomnia,
nystagmus, dlanhea anhadempathy prurtus, and sinusis. Approximately 10% of the 420 adult patients who, received LAMICTAL as

stiudies were also conducted Using bolus intravenous administration of the isethionate salt o lamotrigine in rats and rabbits. In Phot

in rats, an effect known to be associated with teratogenesis in animals and humans. Thefe  yreament-amer

Incidence in Controfled Adjunctive Trials in Pediatric Patients With Epilapsy: Listed below are adverse events that oocurred in at
least 2% of 339 pediatric patients with partial seizures or generalized seizures of Lennox-Gastaut syndrome, who received LAMICTAL up

to15mglkgperdayorammumoﬂSOmgpetdayLAMICTALwasaamstefedasaduncM msepanems, 71panams
received adunctive placebo, Adverse Event In In Placebo-Controlied in Pediatric
Patients Epilepsy(Everminatleutf%dpaﬁummmumMMnumwwmmmmmu

by body with the fotlowed by placebo): Bodguammwm
(20.17), fever(lsu) accidental inury (14,12), abdomnalpam(105b as?ma(atig , flu syndrome (7.,6), pain (5,4), facial edema (2,1
Cardlovuswllr Hemonhage (2,1); ) diarhea (11 9), nausea (102) m’sapetm {42),
dyspepsm(ﬂ)toohd\smder(m)ﬂunlcmd and nutritional: Edema (2,0); Nervous
system: Somnolence (17,15), dizziness (14,4), ataxia (113 tremor (10,1), emotional Ialxll!y( 2), gait abnomalty (4.2), thinking
it (32)cormlsoons , nervousness (2,1), vertigo (2,1); : Phal (1411)brondms(75) msasedwm
(7.6), si (21)brond10wasm(21)5ldnﬁash(1412)ecwm(21) pruntus(21) lal senses: 1), blued vision
1), eard:somer(21),vtsualabnonnahw(20)Urogen fract infection {male and female patients) 30)pen|sdsovder(20)

Du ringﬂwnmmrawpiusedmedoubb-bl , placebo-controled trials of 18 months' duration, 13% of 227 patients who recaived
LAMICTAL (100 to 400 mg/day), 16% of 190 patients Wwh received piacebo, and 23% of 166 patiens who received itium disconfinued
ﬂwrapybecauseofanadverseemenmmmmmmmlyledwdswmmmmdummummmsh(m
andmanlamypomanlalnmdmoodadversemns(?/o) Approximately 16% of 2,401 patients who received LAMICTAL (50 fo 500 mg/day)
belpOIaansordermpfmm frials discontinued therapy because of anadversesxpenenoe.moacorm\orlyduemrash(s%)am
man ixed mood adverse events (2%).

mmmmmmwmmwmwummmmmmdwlmmmm

mmmmmmws%ummmrmmmwwmmm
(10010400mglday) the disconinuation of dru’gr 2 double-blind, triais of 18 months’
duration and weremwmﬁymorefrequemﬂ\mmmemmgw AL was administered as monotherapy to 227 patients; 190
mmplaoebohmmmesesnmswe e wmwoommwday)u%m\ehmgmm
therapy r psychotropic medicafions. Pafients may mutiple adverse exper nng paients
geMmmore(lEfmonecam&m?m A%FUEMAILMMWMSM% v'm
isorder (Events in at 5%paﬂantstmted UMCIMM numerically more frequent than
placebio group are listed by body system with the incidence for L AL )Genenl'wpam(&s);hbg.le
(8,5), abdominal pain (63),D|geﬂm Namea(1411),consnpanm(5,2) vormiting (5,2); Nervous System: Insomnia (10,6), somnolence
(9,7).xef0stom(dfym:ﬂw)( 4); Respiratory: Rhinitis (7.4), exacerbation of cough (5,3}, pharyngitis {5,4); Skin: Rash (non serious) (7.5).

Adverse tratmnedmatleasts%ofpahemsammnwmnwlyn\omoornn\ondu the dose escalation phase of
LAMICTAL in these trials (when mymm iving conoomitant psychotropic medications) compared to the monotherapy
phase were: headache (25%), rash {11%), (10%), dianhsa(B%) draam abnormality (6%), and pruritus (6%).

%ermmsmatoocunednn5%wwspahentshﬁequaﬂyornmhsquy1nmeplacebogmwww dizziness, mania,

and Bipotar Disorder:

?

headache, infection, 1nﬂuenza,pa|n,acudemall_|zMr{ and dyspepsia. Adverse events that ocourred with a frequency of less than

%andgreatermam%of feceiving CTALandmmemaIyrnorafranemmanp(aoebowsfe : Fever, neck pain.
Mugrame ; Flatulence. MmollcnndWNuwtrmoml Wesyﬁgann;\é!edema mﬂ&wm , myaigia

Respiratory: Sinusts. Umgenlml Unnaryi

Adverse Events Dboamnmamlnhe?mamsnwmals there was no increase in the incidence, orryped

adversewentsmﬂpola! ICTALﬂ\erw/ In clnical rials in patients with Bipolar

wen«nedsammstmdyaﬂefdam %CTALHMMI,MMWEWWIQ ﬁatrnayhave
mmw)tomeowmenoedsqmmsnmesebpdarpanems(seeDOSAGEANDADMINISTRAﬂONsewmofMprmmg

information
ManiaMypomaniaMixed Episodes: During the ind, placebo-oontrofied nmlmlsm&poiarlbnsordemvmhpanemswere
wwenedmLAMICTAmew(mtDMmgldayﬁomolm medications and followed for duraions up to
18 months, the rate of manic or hypomanic o mixed mood episodes s adverse experiences was 5% for patients treated with
LAMICTAL (n-= 227), 4% for patients treated with ithium (n.= 166),md7%brpamtreaﬁedwnhplacebo(n 190). In all bipolar controfied
trials combined, adverse events of mania (including hypomania and mixed mood epmdes)wmreponedqns%dpanentsnaawdmm
LAMICTAL {n = 956), 3% of patients treated with ithium {n = 260), and 4% of patients treated with placebo (n = 803).
The overall adverse event profile for LAMICTAL was similar between females and males, between eldrly and nonelderly patients, and
among raciaf groups.

Other Adverse Events Observed During All Clinical Trials For Podiatric and Adult Patients With Epilepsy or Bipolar Disorder and
Other Mood Disorders: LAMICTAL has been administered 1o 6,694 individuals for whom complete adverse event data were
during all clinicat trials, listed above,

o:\%mofwhidlmmuawmmdledﬂlreponedmamindudedmmmdmady

those 100 general 1o be informative, and thase nat reasonably associated with the use of the drug. Fraquent events occunred in 21/100
patients; infrequent events occurred in 1/100 to 141,000 patients; rare events oocumed in <1/1,000 patients.
Body as a Whole: Infrequent: Allergcreawon chrlls halitosis, and maleise. Rare: Abdomenenlarged absoess and suicide/suicide

g clinical treatment because of an adverse experience. The advarse events most
assoaa:edwma:soonvnuahonwererash(lis%) headache (3.1%), and asthenia {2.4%).
Adjunctive

y attempt. ¢

taohycartia, and vasodiaton. Bm Angnapectons ammbnuatm deepmronbopmebms, ECG abnormalny and -mm .nm
Acne, alopecia, hirsutism, maculopapular kin discoloration, and urticaria.

Therapy in Pediatric Patients With Epilepsy: The most commonly observed (=5%) adverse experiences seen in i
with the use of LAMICTAL as adjunctive treatment in pediatric patients and not seen at an equivalent rate in the control group were infection,
vomiting, rash, fever, somnolence, accidental injury, dizziness, diarthea, abdominal pain, nausea, ataxia, tremor, asthenia, bronchitis, fiu
syndrome, and dipl %pﬂ In 339 patients age 2 to 16 years wilh partal seizures or generalized seizures of Lennox-Gastaut syndrome, 4.2%
of patients on LAMICTAL and 2.9% of patients on placebo discontinued due to adverse experiences. The most commonly reported adverse
expeﬂemas that led to dtsconnnuanon were rash for patients treated with LAMICTAL and deterioration of seizure controd for patients reated 1Ong

ith placebo. Approximately 11.5% of the 1,081 pediatric patients who received LAMICTAL as adjunclive therapy |n premarketing clinical

erythema, exioliative dermatiis, fungal dermatits, herpes zoster, leukodema mdubrme erythema, petachial rash, pustular rash

seborhea, Stevens-Johnson Syndrome, and vesiculobullous rash. Digestive : infrequent: Dysphagia, eructation, gastrits,

gingivitis, increased appetite, meased salivation, iver function tests abnormal, mouth ukeration. Rare: Gastrontestinal

glossms eg:m hematemesis, 00||hs hepatitis, melana, stomach ulcer, stomatitis, thirst, av

ma. Endocnne : Rare: Goiter and hypothyroidism. and Lymphatic System: Infraquent; Ecchymosis

and leukopenia, Rare: Anemia, eosunophlha fibvin decraase, ﬁbnmgendemase iron deficiency anermia, leukacytosis, iymphocyiosls.
and th

mals discortinued treatment because of an adverse expenience. The adverse events most commonly were
rash (4.4%), reaction aggravated (1.7%), and ataxia {0.6%).

Incidence in Controlled Adjunctive Clinical Studies in Adufts With Epilepsy: Listed below are treatment-emergent signs and
symptoms that occurred in 22% of adult patients with epilepsy treated with LAMICTAL in placsbo-controfled trials and were rumencally
mare common in the patients reated with LAMICTAL. In these studies, either LAMICTAL or placebo was added o the patient's current AED
therapy. Adverse events were usually mikd to moderate in intensity. LAMICTAL was administered as adjunctive therapy to 711 patients; 419
patients received adjunctive placebo. Patients in these adjuncive studies were receiving 1 to 3 of the foliowing concomitant AEDs
{carbamazepine, phenytoin, phenobarbital, or primidone) in adation to LAMICTAL or placebo. Patients may have reported multiple adverse
experiences during the or at discontinuation; thus, patients may be included in more than one category. Treatment-Emergent
Adverse Event incidence in Placebo-Controlled Adjunctive Trials in Adult Patients With Epilepsy (Events in at least 2% of patients
freated with LAMICTAL and numerically more frequent than in the placebo group are listed by with the i

ylic anemia, petechia, Disorders: Aspartate transamit

increased. Rare: Alcohol inolerance, alkaliné phosphatase increase, alanlne ransaminase increase, biirubineia, general edsma
gamma glutarnyl idase increase, and hyperg! Musculoskeletal System: mfmqumt:kmmslegcmmpsmyas&ma
and twmhmgmm Bursitis, joint disorder, muscle atrophy, pathological fracturs, and tendinous contracture. Nervous Systen:

fusion and paresthesia. Infrequent: Akathisia, enaﬁvnanhas&a NS depression, depersonalization, ,dywﬂma,
dyshnesca euphoria, hallucinations, hostilty, hyperkinesia, ido decreased, !
disorder, myoclonus, panic attack, parancid reaction, personality disorder, psychosis, sieep disorder, shipor,
Cerebellar syndrome, cerebrovascular accident, cerebral sinus thrombosts choreoathetosis, CNS stimulation, delirium, delusnns
dysphoria, dystonia, extrapyramidal syndrome, fainness, grand mal ; hemiplegia,
hypotonia, manic depression reaction, muscle spasm, neuraigia, neurosis, pamlyas and | psnphera! neuss. Wnbrysnun
Infrequent: Yawn. Rare: Hiccup and hyperventilation. Special Senses: Frequent: . Infrequent: Abnormaiity of

body system e

for LAMICTAL followed by placebo): Body as a whole: Headache (29,19), fiu syndrome (7.6), fever (6,4), abdominal pain (5,4), neck
pain (2,1), reaction aggravated (seizure mmmn) {2,1); Digestive: Nausea 19,10), vomiting (3,4), diahea (6,4), dyspepsia (5.2),
constipation {4,3), tooth disorder (3,2), anorexia (2,1); Musculoskeletal: Arthralgia (2,0); Nervous: Diziness (38,13), ataxia (22, 6)
somnolence {14,7), incoordination (6,2), insomnia {6,2), tremor (4,1), depressmn {4,3), anxiety (4,3), convulsion (3 1), |rrnab|I|1y {3 2)
speech disorder (3,0), concentration disturbance (2,1); Respiratory: Rhinis (14,9), pharyngits (10,8), cough increased (8,6, Skin and
appendages: Rash (10,5), pruritus (3,2); Special senses: Diplopia (28,7), blurred vision (16,5), vision abnormaity (3, 1) Urogennal
{female patients only): Dysmenonthea {7,6), vaginitis (4,1), amenorrhea (2,1).
Dose-Related Adverse Events From a Randomized, Placebo-Controlled Trial in Adults With Epilepsy: In a randomized, pamhel shudy
oonvanngplaceboandSOOandSOOmgldayofLAMICTAL some of the following dru adverse events were dose refated. The adverse
events are listed by adverse experience by incidence in piacebo first, LAMICTAL 300 mg dose second, andLAMlCTALSOOmgdose
third: ataxia (10,10,28), biurred vision {10,11,25), diplopia (8,24,49), diziness (2731 ,54), nausea (11,18,25), vomiting (4,11,18). Other events
that occurred in more than 1% of patients but equally or more frequenty in the placebo group included: asthenia, back pain, chest paln,
flatulence, menstrual disorder, , paresthesia, respuatory disorder, and urinary tract i . The overall adverse experience profile for
LAMICTALwassmlarbeMesn males and males, and was independent of age. There are insufficient data to support a siatement regarding
by race. Generalty, females receiving either adjunctive LAMICTAL or placebo were move [ikely to
report acverse experiences than males. The only adverse experience for which the reports on LAMICTAL were greater than 10% more frequent
infemales than males (without a corresponding difference by gender on placebo) wasdlzzm(dﬂerence 16.5%}. There was fittle difference
between ferales and males in the rates of discontinuation of LAMICTAL for individual adverse experiences.
Incides 4 Controlied ‘Trial in Adults With Partial Seizures: Listed below are treatment-emergent signs and symptoms
that ocourad in af least 5% of patients with epiepsy treated with monotherapy with LAMICTAL in a double ind trial following
discontinuation of either concomitant carbamazepine or phenytoin not seen at an equivalent frequency in the control group. 43 patients
recsived monotherapy wnh LAMICTAL up to 500 mglday 44 received low-dose VPA monumeram at 1,000 mg/day, Patients in these studies
ware convertad to LAMICTAL or VPA monotherapy from mempymmCBZorPHTPanemsmyhavereponedwhple
experiences during the study thus, patients may be incuded in more than one category. Treatment-Emergent Adverse Event Incidence
in Adults With Partial Seizures in a Controlled Monotherapy Trial (Events i at least 5% of ts treated with LAMICTAL and
numerically more frequent than in the valproate group are listed by body system with the incidence for LAMICTAL followed by
valproate): Body as a whole: Pain (5,0), infection (5,2), chest pain (5.2); Dlgsﬂve Vomiting {9,0), dyspepsia (7,2), nausea (7.2);
Metabolic and nutritional: Weight decrease (5,2); Nervous: Coordination abnonnalny (7,0), diziness {7,0), anxiety (5,0), insomnia (5,2);
Respiratory: Rhinitis (7,2); Urogenlial {female patients onty): Dysmenorhea (5,0)

Adverse events that occurred with a frequency of less than 5% and greater man 2% of patients receiving LAMICTAL and numerically
more frs?cuear:,td than placebo were: Body as a Whole: Asthenia, fever. : Anorexia, dry mouth, rectat hemorrhage, peptic lcer.

i dryeyesearpmnphomphobta.tastepewersmamunm Deafnesslaumhondsorder
oscillopsia, parosmia, mm strabismus, taste loss, uvets, and visual fiekd defect, Urogenital Syslam Inhoqamt;AbnormaJ gjaculation,
breast pain, hematuria, polyuna, urinary y and uring abnormality. Rare: Acute kidney failure,
anorgasnia, breast absoess, breast neoplasm, creatinine increase, cystits, dysuria, epicidymitis, female factation, kidney failure, kidney
pain, nocturia, urinary retention, urinary urgency, and vaginal moniliasis.
Postmarketing and Other Experience: In addition to the adverse experiences reported during clinical testing of LAMICTAL, the following
adverse experiences hawg been reported in patients receiving marketed LAMICTAL and from worldwide noncontrolled investigational use.
Theseadverseexpenenoeshavenmbeenhstedabove and data are insufficient to support an estimate of their incidence of to establish
causation. Blood and L, > Agranulocytosis, aplastic anemia, disseminated intravascular coaguiation, hemolytic anemia,
neutropenia, pancytopenia, red cell aplasia. Gastrointestinal: Esophag'ms Hepmbmarg Tract and Pancreas: Pancreatitis.
Immunologic: Lupus-fike reaction, vascults. Lower Respiratory: Apnea, habdomyolysis has been observed in
patients experiencing hypersensitivity reactions. Neurology: Exacerbation of parkinsonian symptoms in patients with pre-existing
Parkinson's disease, tics. Non-site Specific: H reaction, failure, p
DRUG ABUSE AND DEPENDENCE: The abuse and dependence potential uf LAMICTAL have not been evaiuated in human studies.
OVERDOSAGE: Human Overdose Experlence: Overdoses involving quantities up to 15 g have been reported for LAMICTAL, some of
which have been fatal. Overdose has resulted in ataxia, nystagmus, increased seizures, decreased level of consciousness, coma, and
intraventricular conduction defay.
Management of Overdose: There are no specific antidotes for LAMICTAL. Following a suspected overdose, hospitaization of the paient
is advised, General supportive care is indicated, including frequant monitoring of vital signs and close observation of the patient. tf indicated,
emasis should be induced or gastric lavage should be periormed; usual precautions should be takan to protect the airway. It shoukd be kept
in mind that lamatrigine is rapidly (see CLINICAL PHARMACOLOGY section of full prescribing information). % is uncertain
whether hemodialysss is an effective means of removing lamotriginie from the blood. In 6 renal failure patients, about 20% of the amount of

adverse 1amoiriging in the body was removed by hemodialysis during a 4-hour session. A Poison Control Center should be contacted for information

on the management of overdosage of LAMICTAL.

@GlaxoSmithKline

GlaxoSmithKline
Research Triangle Park, NC 27709

Nutritional: Peripheral edema. Nervous System: Amnesia, ataxia, depression,

reflexes, increasad reflexes, nystagmus, imitability, suicidal ideation. Respiratory: Epistaxis, bronchts, dyspnea. Skin and Appendages:
Contact dermatitis, dry skin, sweating. Special Senses: Vision abnormality.
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DID SHE TELL YOU ABOUT
HER POOR METABOLISMz?

AmpliChip CYP450 Test

The first FDA-cleared test that reliably detects
variations in the CYP2D6 and CYP2C19 genes
with greater than 99% accuracy for detection
and genotype call rate.!

With the AmpliChip CYP450 Test results, you may
achieve improved patient outcomes by using
your patients’ metabolic profiles as a guide to
medication and dosing.

. For more information, visit www.amplichip.us.
1. AmpliChip CYP450 Test Package
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