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‘ 'kangl, Mark

. From: Matthias, Mary
Sent: ' Wednesday, February 20, 2002 2:44 PM
To: Kunkel, Mark
Subject: AB 672
Hi Mark-

The sub should require DHFS to prepare informational sheets (8.5 by 11 inches) that cdhsist
. information contained in the labeling of the substance under 21 USC 352(f). What h€ wanits.i
folded up piece of paper that is stuck inside the box or bag the piils come in" reprinted in larger size print and he wants the ,
physician-to_hand it directly to the patient (or parent or other adult). The package insert that was handed out to the

committee, which is what he wants the sub to require the MD to hand out, was written by Novartis and is titled "Prescribing
Information”. | will fax you a copy. | want to make sure the USC cite is accurate to identify this piece of paper he is talking:

about. - S : _ '
- thanksi!! . '
- \ (e(gu\,u\ st g met, K -
Mary Matthias ; i ) .
" Senior Staff Attorney W 7S (s S "o Vs 'Ee; 1< Q e e~
Legislative Council Staff 1 | - -

ph.(608)266-0932;fax (608)266-3830
mary.matthias @legis.state.wi.us - [V} "QV S ety T ~f

- y\mﬁz\miy '(’b( -+ .

gf):/regﬁ)duction of all of the -
*éverything on the little -
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Ritalin® nydroctiloride
methylphelh:da(e hydrochlorite G Post-it® Fax Note 7671 |Date |,;:,355> =
tablets USP =
. ™ Ml i Eef From N g M,@j&@g]_
Ritalin-SR® Co/Dept. Co. { / N
mathylphenidate hydrochiofide USP G
stustalned-release lablets Phone # Phone # )
RAx only Fax# - Fa' * q&? ('[S/

Presciibing Informalion

DESCRIPTION '

Ritalln hydrothloride, melhylphenidale hydrochionde USFE; fa B mild central ner-
voua systemn (CNS) stimulan, avalifhls as tablets of 5, 10, and 20 myg for aral
administration; FAllaliSR Is availabls a8 sustalned-releass Inblsls of 20 mg for
oral administration, Methylphenidate hydrechionde Is methyl a-phenyt-2-
piperidinocacstate hydrochlotide, andits stiuetural formula [z

, GOOCH,
o5
Y

Methyiphenidate hydrochiordde USP fa a white, odorless, fine crystelline pow-
der. Its sokuttons are acid 1o limus. It is freely solublé in water and by methano,
soluble In alcobol, and slightly sofuble In chioroform and in acstone. Ha'molecy-
lar welght 18 269.77. . ‘ RLEN

Inactivo Ingredients. Ritalin tableti: DAC Yailow No, 10 (5-mg-and 20-mp
fablets), FDAC Green No. 3 (10-mg tablets), lectose, magnesium stearale,
polysihylene glycol, starch (6-mg and 10-mg tablsts), suoruse, talc, and traga-
canih (20-ng tablets),  *

Fitalin-SR tablets: Celluloge compounds, celastaary) alcohol, L
nresium siearto, minesal ofl, pevidens; Htanlm: Jo, and Zolrc~ -

CLINICAL PHARMACOLOGY .
Ritalln Is a mild central nervous system stimalant.

The mode of action in man Is net complelely undersiood, bt Altalin presum-
ably aciivates the braln stem arousal system and corlex lo prochwce ie stimulant

There 2 nelther speciiic evidanco which cleanty establishes the mechaniem
whereby Ritalin produces its memal and behaviom! effects I childran, nor con-
clusive evidence regarding how thesa effects relate to the sendition of the caq-
tra) nervous system. )

Aitalin in the SR tablats Is more slowly but as ebsomed nain the
vegular tablets, Relativa bioavailabifty of te SR tablet compared to the Ritalin
tablet, measured by the utinary excration of Ritalin major metabolite (o phoryl-
2-plparidine acatio acid) was 105% (49%-188%) In children and 101%
(85%-152%) In adults, The time to peak rate In ohildran was 4.7 houts
(1.8-8.2 hours) for the BR Lablets and 1.9 hourg (0.34.4 hows) for the tablets.
An everage of 67% of S lblal doss was excroted in childsen 65 comparsd 1o
88% In adulls.

In & clinical sludy Involving adult subjects who received SR ablets, plasma
CSoncentrationa of Rltalin's major metabolite appearsd to be grealer In lemaleg
than In males. No gender differencea were obsarved for Ritalin plasma concen-
lration in the same subjects.

INDICATIONS
Attention Defich Digorders, Narcolepsy
Attentlon Defickt Disorders (praviously known as Miakmal Braln Dysfunction in
Children). Other lerms belng used to desaribe the bahavioral syndrome bslow
include: Hyperkdnutic Child Byndrome, Minimal Brain Damage, Mirma) .
Corebral Dysfunction, Minor Cerebrel Dyshunction.
Ritalin i indicated as an lmwnlpandatqaluaannemmmn
lypically Includes other remedial meastres (psyshological, educational, social)
for a stabilizing cifect in children with a behavioral syndrome charsttorized by
tho Tollowing gmup of developmentally Inappropriate symploms: moderate-to-
Bavere dishacibliity, short attertion span, hyperactivity, emotional lability, and

1298 Novartis

, Mag- ..

kmpulsivity. The diagnosis of 1his syndrome should aot be mada with finality
when theze symploms are only of comparatively recent origin. Nonlocallzing
(solt) neurlogical elgns, leamning disabliity, and EEQ may or may not *
bo preesnt, and A dlagnosis of.central nervous system dystunction may or may
nol be warranted. . -

Special Diagnoetic Considerations
Specific etology of this ayndrome iz unknewn, and there i no single diagnostic

test diagnosls requires the use not only of medical but of spedal
peychelogical, educational, end soclal resourcos.
Ch - o ly repontod include; chronlo history of short wltmution

span, disiractibliity, smaSonal 1abifty, Impulsivil, and moderats bo-sovere hyper-
n EEQ. Leaming may or may not

ﬁonol'lhechlldandmlqulymmapmsonwdoneormofﬂﬁaad\am
‘Drug krealmemt Is not Indicatad Tor afl chiidren Wik this syhdrome.
Sﬁmulanfsarenothlandedfwuselnmed\ildwhumﬁhmptomsm
orctary to environmenial factors and/or primary psychlatiic disorders, Incuding
mmmmmplmmmbmmwmmwl
intervention e g by r ary. When Yeninlia) nicasurea alone aro
nadﬂdemmodaﬁdonmpmscﬂheaﬁmwammedcaﬂonwnldependuponma

)
- physiclan's nascssmentof the chronldity and sovardly of the child's symproms. )

CONTRAINDICATIONS

Marked ancdely, tenslon, and aghiation are cartraindications ta Ritalln, since the
dnyg may aggravala these symptoma. Ritalin ks contraindicated nlso In patienta
known te be hypersensltive 1o the drug, In paients, with plaucoma, and In
pationls with motor ties or with a family higlory or diagnosis of Tourette's sym~
droma. i

WARNINGS _ ..
Fitalin should not be used in children under six years, since safely and sfficacy
In this age group have not been estabiished.

&:fﬁdemdamonsaisiyandomaqurbng—tam use of Ritalin in clildren
&re ot yot avaliable. AfGUgh a causal relallonship hag not been established,
suppreagion of growth (Ls., welght galn, and/or helght) has been reported with
the long-term use of stimutants Tn chiidren. Thersfors, patients requiring long-
o therapy should be carefully monitorad. )

Ritalin shoukd not be used tor severe depresalon of olthor sXOgenous or
endogenous origln. Clinlcal experionce suggests that'in peychotic children,
adminlstration of Ralln may sxacerbate symptoms of behavior disturbance and
thought disorder. . '
Bjamaﬂn should not be used for the praventon of lreaiment of nomal fatigue

les.

There Is some clinical evidonce that Ritalin may lower the convulsive threshe
old Jn pallents with priot history of selzures, with prior EEG abnomnalitles In
absenca of selzuras, and, very rarely, in absence of history of seizures and no
prlor EEQ evidence of seizures, Safe concomilant uee of anliconvulsaniz and
Ritalin has not been establizhod. In the [ of seizures, e drug should .
be discontinued. .

Uza cautiously in pallents with hyperiension. Blood presaure should be mon-
Kored at appropriate intervals In alf patientts {aking Ritalln, ospeclally thoss with
hypertension.

Symptoms of visual distubancea have been encouniered In rare cases.
Difficulties with accommodation and blurring of vision have been reported,

4001/003
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Drug Interactions |

Hitalin may decreass U hypoleishe uliend ol guancihkding, Uso cartious

with pressor agents and MAG inhibltors. .
Human pharmacologlo studles have shown that Ritalln may Inhibit the

melabolism of coumarin anticoagulanis, antconvuisants (phenobardital; -

diphenyihydantein, primidons), phenybulazone, and ticyclic drugs (Imipramine,

domipramine, deslpramine). Downward dosage adjustments of these drugs

may be rextdred when given concomiiantly with Rilin. -

Usage In Pregnancy 2
Adenuate anlmal reproduction studies to establish salp yse of Ritalin during
pregnancy have nol been conducted. However, in a recently conducted study,
pbanmhsbea\shw«nhhun\emlogaiceﬂmhmbmm
given In doses of. 200 mg/kg/day, which s approximalely 167 timea and 78
{lmes the maximum recommendsd human dose on & myky and a mg/m? basls,
respectively. In mats, foratogenic effects were not sean when the dnig was glven
In doses 61 75 mg/kp/day, which i epproximalely 62.6 and 13.5 imes the maxi-
mum recominendad human dosa on & mg/kg and a mg/m® basls, respectively,
Therefors, untl mora Information Is avalisble, Fltalin should not be presciibed
for women of chilbearing age unless,.In the opinion of the phyzician, the
potential benefiiz outwelgh the possible risks. -

Drug ndepce L e x o

Ritalin ahotld be given cautiously to emoiionally unstable patients, such ba
thoss with a hislory of drug dependence or alcohoism, becouss such patients
may Increaes dosage on thelr own lnitiative. .

Chronlcally abusive uso can-Jead to marked ioletance and psychlc depen-
dence with varylng degreea of abmormal behavior. Frank psychatic episodes
cah ocour, sapecially with parenieral ebusa, Careful supervision la required
during drug withdmwal, £ince severe jon as well aa the effects of
ehronlc overadlivity can be unmasked, Long-ierm follow-up may be required
|pocausa of the patient's baslc personalily distubances.

PRECAUTIONS .
Pationts with an slsment of agitalion may react adversaly; discontinue therapy If

necesaary. -

Porlodic CBC, differential, and platelet couhls are advisad during profonged
therepy. ;

Drug Ueatment s not Indicated In all casos of this behavioral syndrome and
should be considerad ohly In light of the complste hisiery and evalualion of the
cild, The dacision to préscribe Ritslin should depend eoh the physiclan's
asgsessmen Of the chronichy and sevetity of tha child's symploms and their
appropriateness for hlaher aga. Presaription should not dapend goisly on the
presenics of one of more of the behavioml characleristics.

Wnen these symploms are associaled with acute siress reactions, ireatmont
with Ritain Is usually not Indicated, i

Long-tenm eflscts of Fitalin In children have nol besn well estabfished.

Carcinogonesis/Mutagenesls .
I a Katma carcinogenichy study carried out In BECSF1 mice, methylphenidale

caused an Increase in hepatocsilular adenomas and, In males only, Bn Increase .
In hepatobiastomas, ata dally dose of approximatsly 60 my/kg/day. This dase -

i approximately 30 Emes and 2.5 1imes the maximum recommended human
tess on & ma/kg and mg/m? basls, repactively. Hepatoblasioma t= a rolalively
rare rodonl malignart tumor type. Thore wae no incraass bn total malignant
hepatic tumora. The mouss straln used la sensitive to the developrrent of
heputis lumors, and the elgnificancs of thess reaulta lo humans ls unknown.

Molhyiphenidata did nol caise diy Incréssos in umoys in a ot carcino-
approdriately .

godichy shudy carled ou In FRAA ri: the Fighest dose used

45 m/kgiday, which Is approximately 22 fiives.and 4 times the.meximuni
recommended human doss.on A thg/kg and mg/me basis, respectively, . .
- Methylphenldate was not miaganic Inthe ln vitp Asmeg rovorse mutstion
ssspy of In the in'vitro mous 5 imphorna cefl forwald Thutation assay. Shkter. .,
chromalid exchangea and chromosoine abafrations wers Increased, Indicalive
ol a wealk clastogonic. rasponse, In an Jn Vitra.aasay in cultured Chinéss .
Hamater Ovary (CHO) cella. Tha genotoxic potential of methylphgnidsais haa not
beon eveluated in an in vivo assay. : : ! :

crt

-ADVERSE REACTIONS - . , . G e, :
Nawamwssamhn{pm'laqhﬁéhb:tnmnaqvqmggaﬂgmpmw o
ustally controled by recucio dssage,and pifing e dra i thaffemoon of
evening. Other reactins, Intlude Hiypsisensitivity, {ineluding eldn rash, wricarla, .
fover, arffiraigia, exibillative dermafitls, agthomd pritiforme Wit histopathologl:.
cal b Igso‘l' t2ing o (AT ) ); inorexiag

nauses dizziness; palpitations; hesdache; dyskinasla; drowsiness; plood pres-. -
aure and pulse, changes, both Up apd down: tachycaddia; anglna; canla.- . -
amhyhmia; abdomihal paii; weight Kss during prolonged therapy. Thefs,have |
been rare raparts of Touratte's syndrome. Toic peyighosis hay i reported.
Although a deitnito causal relalionship has.né) bégn getablisfied, e fullwrng
have been repairbed fn pallentsidakiog this duxg: ins}sncbs of abnommal fver, .
fuirclion, fanging from trabéariinase ejgvelion fo hopatic doma;lqolafod oxeae .
i om

of corsbral ansritie andlor occlusion: IeukGpenta dndior enemiiaz rans)

depressed meed: a few Instances. of Bl halr tosz, Very fars wports of nauy ..

roloptic malignant syrdrome (NMS) have bepn facpived, and, in most of thesp; ™.

patients were concurrently receiving theraples ssocjaled With NMS, Ina elij-
gle report, a ten year okd boy who had besn taking msthiyiphebldate for approxt- -
mately 16 moniha sxperienced an NMS-fka evaxit within'4$ minites of

Ingesting N flrst dose of venlataxine, It s uncertein whether this'case ropre-

- sonted a drug-druginteraction, A respones 10 elther dnig alone, of some other,

cause. .. .
In chidren, less of appelite, abdominal pain, welghl loss during prolonged

thorapy, fnsomnie;-and tachycardia may ocour more frequently; howsver, any of

the othar advarsa resctions lsted absve may slso occur. .. '

. L

DOSAGE AND ADMINISTRATION .
Dosage should be individurlized eccording t¢ {ha neerds and.responsss of the
Adulls
Thblels: Administer In divided doses 2 or 3 times dally, preforably-30 io 45 mins .
utea belore meals. Avarage dosage i 20 to SO mg dally. Some patlents may
require 40 to 60 mg dafly. In others, 10 1o 15 g dally will be adequals,
Patlentz who are unable 1o sleep if medication iz taken late In the day should
1ake the kst doss before 6 p.m. . L .
SR Tablots: Ritalin-S tableta have i turation of sction of apprximately. -
8 hours. Therefors, Rltalin-SR tabléts may be used in place of Ritalin teblels
when the 8-hour dosage of Rlialin-SR coresponds to ths filraled &-hour dosage
of Ritelin. ARAlN-SH 1ablet muat be awallowed whole and never qustzd g -
chewad .

Children (6 yearz and over) :
Rialin should be Inftialed ln small doses, with gradual weeldy Increments, Dally -
dorage above 60 mg s not recommended. L

i Improvement ls not observed after apgroprats dosage adjustment oVers

4002/003
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. . Bltalin® hydrochloride

methylphenldate hydrochloride tablety uUsp
Rialin-SR® mothylphemidate hydrochioride USP
sustalnedHialeass tablets

one-month puriod, the drug sr-ouldhe discontinued,

Tablor: Start with 5 mg twice dally (before breakdct and lunch) with grad-
uallnmmentsolsmwmgweeldy

SR Tables: Ritelin-SR tablotahaveadumﬁonofacﬂonofapp
amumﬂwmhm.mwesnnybeumdm laca of Ritalln tablote
whunmmuraongoomltaunsmemspgﬂﬂg' 2 tilrated 8-hour dodage
dmmmmummmmﬁwmmqw'

I paradoxical aggravabion of symptoms or sthbradverse éffects oceur,
Teduyca dasage, o, If necassary, discritrive

aummqnmpégmgny@nnmédmmwuﬂmm )
lmpmd_émom_@gybamhedhﬁenﬂ#dmgl& lsmporamyorpem
hantly discontintiod. ’

Dmgﬁeammmjdrmandneadmbaméﬂnnemﬂuauanymbe
discontiriued iter pubbrly. N

OVERDDSAGE ; ) . "“'h.
Sgnmsymplomaofwneoveldm leslﬁlngpﬂﬂﬁpaﬂy. Trovi overstinl-
hhoofﬂawﬂmmmfs anr g thémimate -

— ﬂnfﬁlﬂnﬂ: tromor, hyporefléxta,
maymylude Be"éhow;'%?qnai eupharls, contusion,

taehpar-
eafdla:mmyhﬂlas hyperlambn, mydmsm.arddlyrms of-

% FDAC Green No. 9 (ﬂ'Hns\ Consittnjth a Cenmaa Folsnn Conbol Demermgardlny !reaﬁnom for yp-1o-

’ Mmﬂwm(mmmegm

bl w‘ et m'ﬁ" ﬁ""’:g‘“‘“ Mmeasures; The patient must b6
. ‘n-SR tablals: Cellulose - | agalhag g
- - stcarae, minoral Epw :VOM rrui Hﬂl\"l wf agalnst w S’lmu{; ':: would aggm

lavage, In Ihe’plhasli:i o aeygre,lrmuﬂb;ﬁuq,, Uso | cdrefylly titrafed gosage of

B N Sontacting basblurato betore porfdiming Gastic laviige, Other medares to '

_Nnténsive arammboprwldod*bmmahadnqyaha elmuarﬂmnrﬂleapl-
: wwumm@mdhgwmdmsmmgbanmmdmhypemm
&Eﬁmy itoneal didlysis of extieco) heradialysks for Ritali

nan on po lysis for in over.

HOW SUFPI.IED : h te
Smg = Iouna, yeliow (imprinted C1BA7)

BoeE o100 1y e A OBAT) -..NDC mmm

Tiplotn 10 rhg rvund,pebgrmm[lrrpnmadClBAS)
Botloo of 100 . \uuenoviia v e
Tablein 20 mg — round, pale yellow, Bwrad (|mprlmod C)BA 34)

Botes o100 ,..._......._.., el +'NDC D0Bi3-0034 86
Do nol store above 20°C (B6°F). Project trom Jight. ’
Dlspamelnbbhtltghhesldantmlalnar(usw.
SBTablo&rZumg—round whrb.coaled(imprhdelBA‘ls) T

Bolﬂesofi ................. peemreraiaa,, NDG 0083:0016-30

Donotskoraabaveao%(se' meecurommume
annansehmliahr-mslsw?comlherrusm '

- o T1900-70
FEV: NOVEMBER 1999 Printed in U,S.A. 89002402
&b NOVARTIS .

Nevadis Phamaceuicals Gorporaﬁun
Esst Hanover, New Jarsey 07338
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7o 2001 ASSEMBLY BILL 672 / ¢
Dec . COUNNL. Referred to

1 AN ACT to amend 448.02 (SWreate 115.357 and 448.35 of the statutes;

2 relating to: requiring physicians to provide certain information when issuing
3 prescription orders to treat children with attention deficit hyperactivity
4 disorder.

ive Reference Bureau
timate, which will be printed as

The people of the state of Wisconsin, represented in senate and assembly, do
enact as follows:

PREFATORY NOTE: This bill was prepared for the joint legislative councilSE
committee on use of prescription drugs for children.

Drug

ATE Hagnoses a child (any person less than 18
with attention deficit hyperact1v1ty disoTdertA DHD) and issues a prescription
order for treatment of the disorder to provide certain informatian to the parent or




. 2001 — 2002 Legislature _2- LRB-35871 7
' MDK:cjs:rs /
ASSEMBLY BILL 672

basis)\the physician must provide the information when issuing the initial
order apd at least once every 2 years thereafter. A physician is not requi
the infohmation in an emergency or if the physician reasonably helieves that another
physician\has issued a prescription order for the child for the same prescription drug
within the Rast year.

Under\the circumstances described above, a physician muét provide all of the
following infoxmation:

1. An explanation of the method of diagnosis used, includi
or evaluations.

2. Informatign on alternative modes of treatment, as/provided in s. 448.30, stats.,
which provides as follows:

“448.30 Inforiyation on alternate modes of {featment. Any physician who
treats a patient shall iRform the patient about the ayailability of all alternate, viable
medical modes of treatmgnt and about the benefits and risks of these treatments. The
physician’s duty to inform\the patient under this sgction does not require disclosure of:

(1) Information beyond what a reasonably/well-qualified physician in a similar
medical classification would Rpow.

(2) Detailed technical iNformation that in all probability a patient would not
understand.

(3) Risks apparent or knowh to the patient.

(4) Extremely remote possibikties that might falsely or detrimentally alarm the
patient.

(6) Information in emergencies #Xere failure to provide treatment would be more
harmful to the patient than treatmexnt.

(6) Information in cases where the pqtient is incapable of consenting.”.

3. A printed copy of the infgrmational Yaterials pertaining to the assessment and
treatment of ADHD prepared by the departmeént of health and family services (DHFS).
The requirement for DHF'S to prepare those ma¥erials is described below.

Treatment of ADHIYWith a Schedule II Sontrolled Substance
‘ In addition to providing the materials describeN ahave, a physician who diagnoses
a child with ADHD and prescribes a Schedule II controlled substance for treatment of the
disorder must provide g/printed copy of any materials pektaining to the substance which
have been prepared by DHFS.

A physician who is required to provide any of the infoPspation (as described above)
must obtain certification in writing from the parent or guardidy of the child or the adult
to whom the inforfmation is provided, if any, that the physiciat\has provided all of the
required information. :

Penalty/for Failure to Provide Information; Exemption

Under £urrent law, a physician who, after investigation and a '} earing, is found
guilty of unprofessional conduct is subject to disciplinary action by the meyical examining
board. The bill provides that an allegation that a physician has failed g provide the
required /information or obtain the required certification is an alegation of
unprofessional conduct. However, the bill provides that it is not unprofession] conduct
for a physician to fail to provide the informational materials prepared by DHFS , if the
physician made a reasonably diligent effort to obtain the materials from DHRS and

DHF'S did not make materials available at the time the physician was required to proyide
thém.

PREPARATION OF INFORMATIONAL MATERIALS BY DHFS
Materials Pertaining to the Assessment and Treatment of ADHD
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The bill requires DHFS to prepare informational materials on the assessment and
treatment of ADHD. These are the materials which must be provided by a physician who
prescribes any prescription drug for the treatment of ADHD in a child. The materials
must contain the following:

1. A summary of the practice parameters for the assessment and treatment of
children and adolescents with ADHD published by the American Academy of Child
Adolescent Psychiatry.

2. A statement that a parent or guardian may seek treatment other/than
prescription drugs for a child with ADHD.

Malerials Pertaining to Schedule II Controlled Substances

In addition to the materials above, the bill requires DHFS to prepay€ informational
matertals on certain Schedule II controlled substances. These aré the additional
materials that must be provided by a physician who prescribes any Se¢hedule II controlled
substance far treatment of ADHD in a child. DHFS must, in consuftation with the State
Medical Socidty of Wisconsin, determine which Schedule II gpﬁtrolled substances are
routinely presciibed by physicians in this state to treat ADHD in children. For each of
these substances\DHFS must prepare materials containing the following information:
1. A statement that the substance is a Schedule II/ controlled substance under s.

2. A summary of ipformation included in the ]dbeling of the substance required by
federal law pertaining to the safety and effectiveness of the substance when used to treat
ADHD in children, includihg any information/ll'elating to the potential for abuse or
development of dependence uppn the drug.

3. A statement that use ofa the Schedule II controlled substance to treat ADHD
may affect a person’s eligibility to\gerve irf the U.S. armed forces, if the DHFS so finds.

4. A statement that the use ofa Schedule II controlled substance to treat ADHD

~may affect the cost of a person’s heal#h insurance.

DHFS must prepare all of fHe informational materials within approximately 5
months after the effective date of the bill\ Physicians are first required to provide the

required information beginni g’ approximately 9 monthg after the effective date of the
bill. ,

Dissemination of Materials by the Dep nt of Public Instruction
The bill requh:p the department of public instruction (DPI) to disseminate the
als prepared by DHFS to appropMate public school staff,

informational mate:
SECTION 1. },457 of the statutes is created to Pead:

Vi
115.357/Information on attention deficit hypergctivity disorder. The

department/shall disseminate to appropriate public school Staff the information

and family services under s. 448.35 (2).

. NoTE: Requires the DPI to distribute the informational materials prepared by
DHFS to appropriate puplic school staff. )

d

alth

|

SECTION 2. 448.0%3) (a) of the statutes is amended to read:
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448.02 (3) (a) The board shall investigate allegations of unprofessional conduct
and negligence in treatment by persons holding a license, certificate or limited
permit granted by the board. An allegation that a physician has violated s. 253.10
(3), 448.30, 448.35 (3), or 450.13 (2) or has failed to mail or present a medical
certification required under s. 69.18 (2) within 21 days after the pronouncement of |
death of the person who is the su_bj ect of the required certificate or that a physician
has failed at least 6 times within a 6-month period to mail or present a medical
certificate required under s. 69.18 (2) within 6 days after the pronouncément of death
of the person who is the subject of the required certificate is an allegation of
unprofessional conduct. Information contamed in reports filed with the board under
s.49.45 (2) (a) 12r,, 50.36 (3) (b), 609.17 or 632.715, or under 42 CFR 1001.2005, shall
be investigated by the board. Information contained in a report filed with the board
under s. 655.045 (1), as created by 1985 Wisconsin Act 29, which is not a finding of
negligence or in a report filed with the board under s. 50.36 (3) (c) may, within the
discretion of the board, be used és the basis of an investigation of a person named in
the report. The board may require a person holding a license, certificate or limited
permit to undergo and may consider the results of one or more physical, mental or
professional competency examinations if the board believes that the results of any

such examinations may be useful to the board in conducting its investigation.

NQTE: ends the statute which authorizes the mediizl/e@uinhrg’m
1nvestig e_allegations of unprofessmnal conduct and ipo pcnalties against a

allegation that a phys1c1an Viotated 18-8573), stats. requlrmg physmlans to prov1de
certain informational materigls; B
unprofessional condu CTION 3 of the bill also creates Amresemption which provides
that a physician-iS not guilty of unprofessional conduct for failure—to—p ovide the
informationdl materials prepared by DHFS if the physician made a reasonably diligent
effort to obtain the materials from DHFS and DHEFS did not make the mafm'lals available.

SECTION 3. 448.35 of the statutes is created to read:
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1 448.35 Attention deficit hyperactivity disorder. (1) DEFINITIONS. In.this‘
2 section:
3 (a) “Child” means a person under 18 years of age.
4 (b) “Department” means the department of health and family services.
5 (c) “Prescription drug” has the meaning given in s. 450.01 (20).
6 (d “Prescriptioﬁ order” has the meaning given in s. 450.01 (21).
7 (e) “Schedule II controlled substance” means any substance included under s.
8 961.16. e
9 (2) INFORMATIONAL MATERIALS' (g P11e sh. are
10
11
12
13
14
15
17 Wisconsin, determine Which Schedule II controlled substances are commonl

> % CK Jve
@ prescribed by phys1c1ans in this state to treat attention deﬁcﬂ: hyperactivity dlSOI'deI/'{ ’

19 and shall prepare! 1nformat10na1 materials pertaining to each of those substances *

20 containing the follow1ﬁé FIAnformatl;;nm : b o
21 ' 1. A statement that the substance is a Schedule IT contolled substance.

29 2., M@Wwﬂw information included in the labeling of the substance

23 under 21 USC 352 ®, of th stanc

P, s s a0
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3. A statement that use of the substance to treat attention deficit hyperactivity

disorder may a rson’s eligibility to serve in the U.S. ang,e,d«»fo’ﬁ"é;'if the
el

1
2
3 department so finds.
4

4. A statement thataperson’s use of the substance to treat-attention deficit
peractivity disorder may affect the cost of health insurance for that person.

CL)@\\The materials prepared under pargg(a) #agAp)-shall be made available to

5
6
@ physicians and to the public on the department’s ;_r_lternet site. Upon the request of
8 a physician, the materials under par*)(a) Mm:hall be provided to the physician
9 ﬁrprinted'w on fl)%b\‘ frect & 8. whes wde 8\1& Wonehes lcms
10 (€ ) @& fThe materialy under parghy(a) #gJ68 shall be made available to physicians
11 and to the public no later than the first day of the 6th month beginning after the
12 effective date of this paragraph .... [revisor inserts date].

13 Cé )é}l‘he department shall periodically review the materials under parlo(a) and=

14 &8 and shall exercise reasonable diligence in providing materials that are accurate

15 and current.

16 - 3) REQUIREiSENTs FOR PHYSICIANS. (a) Exceptin an emergency and as provided
d) v

17 under par.4¥, a physician who diagnoses a child with attention deficit hyperactivity

18 disorder and issues a prescription orde T satiiont ol TeorIsPeRal sreovwta
™ » - S - S ) / ’
19 re-JolIoWITIE ormation to the persons.s pet ifiéd in par. (c):

.
.

20 1. An explanatian of the methed of diagnosi;. s€d;including the results of any
i \\"‘\~~\ i\
21 tests or evaluations. -~ ]
22 2 2. Inforrgatiﬁ;l on alterfiative modes of trémtment, as providgdin s. 448.30{.-/!
23 3. Axﬁi"int dCopy of the materials prepared under s, (2:a). (\
24 \\ by In addition to.-the-information requi _under par. (a), except~§i_an
25 émergency and as provided under par€), a physician who diagnoses a child with

~
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der for a Schedule

IT controlled substance for treatment of the disorder shall prov1de a printed copy of = |

a%}{fnateﬂals pertaim'ng to the prescribed substance w;bpekihave been prepared by
‘the department under sub. (2) @ ) the persons specified in par. igf. 4
(L)@A physician required to provide information under this section shall provide
the information to the parent or guardian of the child if the parent or guardian of the
child is present when the prescription order is issued. If the child is 14 years of age
or older, the physician shall also provide the information to the child. If the child’s
parent or guardian is not present at the time the prescription order is issued, the
physician shall provide the information to an adult who is With the child at the time
the prescription order is issued, if any. |

(c/) @A physician shall obtain from the parent or guardian of the child, or the
adult to whom the information is provided, if any, certification in writing that the
physician has provided the information required under this section.

@)@A physician who treats a child for attention deficit hyperactivity disorder
on a long—term basis with the same prescription drug shall provide the information
and obtain the certification required under this section when issuing the initial
prescription order for that prescription drug and at least once every 2 years
thereafter. A physician is not required to provide the information described under
sub. (2) if thephysician reasonably believes that another physician has issued a-
prescription order for the child for the same prescription drug within the past year.

(4) EXEMPTION. It is not unprofessional conduct under s. 448.02 (3) (a) for a
physician to fail to provide the materials required under this section if the physician

made a reasonably diligent effort to obtain the materials from the department and
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1 the department did not make the materials available at the time that the physician

2 was required to provide them.

when i 1ssu1ng a prescriptio

those informational materials, g : atory note.

Also creates an"éxemption to an allegation of unprofessional conduct as described
in the note following SECTION 2.

3 SECTION 4. Initial applicability. /

4 (1) The treatment of sections 448.02 (3) (a)/and 448.35 (3) of the statutes first
5 applies to prescription orders that are issued on the first day of the 10th month
6 beginning after the effective date of this subsection.
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Grznt, Peter

From: Matthias, Mary

Sent: Monday, February 25, 2002 4:15 PM

To: Grant, Peter

Cc: Whitesel, Russ; Emerson, James; Sweet, Richard
‘Subject: RE: LRBs0337 '

~ Peter: Glenn would like one small change to the sub: He would like it to specifically state that the informational materials
the physician must provide to the patient/parent must be printed on paper that is 8.5 x 11 inches in size. Could you make -
that one change? Underheim is planning to exec the bill on Thursday, so Glenn needs the sub by 8:30 Wed. morning.

thanks!
- MM
----- Qriginal Message-----
From: Grant, Peter
Sent: Monday, February 25, 2002 11:15 AM
To: Matthias, Mary

Subject: LRBs0337

Here you go:

<< File: 01s0337/1 >>
Peter
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o State of Wiscomsin——
2001 - 2002 LEGISLATURE

ASSEMBLY SUBSTITUTE AMENDMENT,
TO 2001 ASSEMBLY BILL 672

AN ACT to amend 448.02 (3) (a); and to create 448.35 of the statutes; relating

to: réquiring physicians to provide certain information when issuing-

prescription orders to treat children with attention deficit hyperactivity

disorder.

The people' of the state of Wisconsin, represented in senate and assembly, do
enact as follows: :

SECTION 1. 448.02 (3) (a) of the statutes is amended to read;

448.02 (3) (2) The board shall investigate allegations of unprofessional conduct
and negligence in treatment by persons holding a license, certificate or limited
permit grahted by the board. An allegation that a physician has violated s. 253.10
(8), 448.30, 448.35 13),. or 450.13 (2) or has failed to mail or present a medical
(':ertiﬁcation required under s. 69.18 (2) within 21 days after the pronouncement of
death of the person who is the subject of the required certificate or that a physician

has failed at least 6 times within a 6-month period to mail or present a medical

LBE 0337/
MDK/PG:cjs:pg
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SECTION

certificate required under s. 69.18 (2) within 6 days after the pronouncement of death
of the person who is the subject of the required certificate is an allegation of
unprofessional conduct. Information éontained in reports filed with the board under
S. 49.45 (2) (2) 12r., 50.36 (3) (b), 609.17 or 632.715, or under 42 CFR 1001.2005, shall
be investigated by the board. Information contained in a report filed with the board
under s. 655.045 (1), as created by 1985 Wisconsin Act 29, which is not a finding of
negligence or in a report filed with the board under s. 50.36 (3) (c) may, within the
discretion of the board, bé used as the basis of an investigation 6f a person named in
the report. The board may require a person holding a license, certiﬁcéte or limited
permit to undergo and may consider the results of one or more physicéi, mental or .
professional competency examinations if the board believes that the results of any
such examinations may be useful to the board in oonducting its investigation.
SECTIbN 2. 448.3‘5/of thé statutes is created to read:

448.35 Attention deficit hyperactivity disorder. (1) DEFINITIONS. In this

section:
(a) “Child” means a person under 18 years of age.
(b) “Department” means the department of health and family services.
() “Prescription drug” has the meaning given in s..450.01 (20).
. (d) “Prescription order” has the meani.ng given in s. 450.01 (21).
(e) “Schedule II controlled substance” means any substance included under s.
961.16. '
(2) INFORMATIONAL MATERIALS. (a) The department shall, in consultation with
the State Medical Society of Wisconsin, determine which Schedule II controlled

substances are commonly prescribed by physicians in this state to treat attention
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deficit hyperactivity disorder in children and shall prepare informational materials
pertaining to each of those substances containing the following information:

1. A statement that the substance is a Schedule II controlled substance.

2. The information included in the labeling of the substance under 21 USC 352.
(.

(b) The materials prepared under par. (a) shall be made available to physicians
and to the public on the department’s Internet site. Upon the request of a physician,
the materials under par. (a) shall be provided to the physician printed on paper that
is 8.5 inches wide and 11 inches long. | )

(¢) The materials under par;_ (aj shall be made available to physicians and to
the public no later than the first day of the 6th month beginning after the effective
date of this paragraph [revisor inserts date]. |

(d) The department shail periodically review the materials under par. (a) and |
shall exercise reasonable diligence in providing materials that are aécurate and
current. ,

- (3) REQUIREMENTS FOR PHYSICIANS. (a) Except in an emergency and as provided
under par. (d), a physician who diagnoses a child with at’r.enti.o'n deficit hyperactivity
disorder and issues a prescription order for a Schedule 11 controlled substance for

treatment of the disorder shall provide a printed copy of the materials pertaining to

- the prescribed substance that have been prepared by the department under sub. (2)

(a)/ o0 the persons specified in par. (b).
N
(b) A physician required to provide information under this section shall provide

the information to the parent or guardian of the child if the parent or guardian of the

child is present when the prescription order is issued. If the child is 14 yearsof age . -

or older, the physician shall also provide the information to the child. If the child’s

and Yaak been Fr»'\“‘ec\ on %A per
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parent or guardian is not present at the time the prescription order is issued, the
physician shall provide the information to an adult who is with the child at the time
the prescription ordéris issued, if any. _

(c) A physician shall obtain from the parent or guardian of the child, or the adult
to whom the information is provided, if any, certification in writing that the physician
has provided the information required under this section. o

@ A physician who treats a child for attention deficit hyperactivity disorder

on a long-term basis with the same prescription drug shall provide the information

. and obtain the certification required under this section when issuing the initial

prescription order for that prescription drug ‘and at least once every 2 years
thereafier. A physician is not required to provide the information described under
sub. (2) if the physician reasonably believes that another physician has issued a
prescription order for the child for the same prescription drug within the past year.

4) EXEMPTION. It is not unprofessional conduct under s. 448.02 (3) (a) for a
physician to fail to provide the materials required under this section if the physician
made a reasonably diligent effort to obtain the materials from the department and
the department did not make the materials available at the time that the physician
was required to provide them.

SEcTION 3. Initial applicability.

(1) The treatment of sections 448.02 (3) (a) and 448.35 (3) of the statutes first
applies to prescription orders that are issued on the first day of the 10th month
beginning after the effective date of this subsection.

. (END)




