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Detfinice

» Predpis nebo podani 1éku jinak, neZ zptisobem
schvalenym regula¢ni autoritou a uvedenym v
registraCni dokumentaci

> Nejtypic¢téji jiné indikace

> Ale pravdépodobné mnohem c&astéji
» Jiny zpsob davkovani
» Podani jiné vékové skupiné

> Jina aplika¢ni cesta



Pouzivate leky off-label?

Davkovani a zpusob podani

Davkovani je mdividualni podle hladiny kalia v séru. Parenteralni aplikace kalia vyzaduje velké
opatrnosti. Kalium chloratum Léc¢iva se podava vzdy v roztoku glukézy nebo fyziologickém roztoku,

nikdy samostatné.

Davku piipravku Kalium chloratum Lé¢iva vypoéteme podle hladiny sérového drasliku a télesné
hmotnosti nemocného a poddvame pomalou infuzi za kontroly EKG rychlosti nepiesahujici 20 mmol
za hodinu. Koncentrace kalia v infuzi nema presahnout 40 mmol/1.




Podminky v CR

» Tento zpusob pouziti umoznuje zakon (§ 8 odst. 4 zakona
&. 378/2007 Sb.)

» v pripadg, Ze tento zpusob pouziti v souladu s védeckymi
poznatky

> apokud neni distribuovan 1é¢ivy pfipravek potiebnych
terapeutickych vlastnosti

> je nutné ohlasit tuto skuteénost SUKL, a to nejpozdéji do
7 dnu

» Lékai musi na 1ékai'ském piedpisu vyznacit skutecnost, Ze
jde o off-label pouziti

» povinnost seznamit pacienta



Charakter off-label predpisu

» Kanadska studie
> 5let, 113 PL, 50 823 pacientu, 253 345 piedpist
> Vysledky
» Prevalence off-label piedpisu 11 %
» Z toho 79 % bez dostate¢né védecké evidence
> Nejcasté&ji 1éky CNS

» Méné¢ Casto u 1éku s vice, nez 3 registrovanymi
indikacemi

Y e\w/

Eguale T et al. Drug, patient, and physician characteristics associated with off-label
prescribing in primary care. Arch Intern Med. 2012 May 28,;172(10):781-8



COMMENT & RESPONSE

In Defense of Off-label Prescribing

Ta the Editor The study by Eguale and colleagues’ demon-
strates that off-label use of prescription drugs sociated with
increased ADEs (adverse diug events) only when such use lacks
strong scientific evidence. Specifically, off-label uses ot drugs
with strong scientific evidence had the same risk of ADEs as
on-labeluse. This finding implies that the extreme expense and
delay caused by the process of US Food and Drug Administra-
tion (FDA) approval of an already-approved drug for a new in-
dication may not be necessary if strong scientific evidence sup-
ports such use, The take-home message of this study isnot that
we need to crack down on off-label prescribing but that we need
to crack down on unscientific prescribing.” Electronic health

records should be programmed to discourage unscientific

prescribing; not off-label prescribing. Because off-label
prescriptions backed by strong evidence are just as safe as pre-
scriptions for FDA-approved indications, the FDA ban on pro-
maotion of the former denies patients the benefits of safe and
scientifically proven medications. The focus should shift to
suppression of off-label prescribing only when it is not backed
by strone evidence.

David L. Keller, MD

Author Affiliation: Independent Internist, Lomita, Califomia




Piedpis 1¢kt off-label v CR
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Incidence of unlicensed and off-label prescription
in children

Petra Langerova, Jifi Vrt

mmaon

antihistamines

Conclusions: Thi

not as high asin o

Keywords: Prescribing habits, Offabel drug use, Pediatric outpatient clinics




Pokus o reSeni — evropsky zpusob

Off-label Prescriptions: how to Identify Them,
Frame Them, Announce Them and Monitor
Them in Practice?
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TUR: temporary use recommendations; UR: use of recommendation,




Pokus o feSeni — racionalni zpusob

REVIEW
‘Off-label’ drug use: an FDA regulatory term, not a negative
implication of its medical use

WA Meadows and BD Hollowell

Reminger & Reminger Co., LPA., Cleveland, OH, [USA

As physicians continue Lo prescribe more and more drugs, plaintilf™s attorneys in the wake of Lort
reform are attempling to carve oul or create informed consenl cases based on the Food and Drug
Administration’s (FDA) labeling requirements and the doclors’ communications with their patients
as il relates to those requirements. The theory of tort litization revolves around whether the doctor
disclosed to his patient the fact that he prescribed a druog in an ‘off-label’ manner, or for a purpose
nol approved by the FDA's testing process. This arlicle argues thal the doctor’s decdision Lo inform
Lhe palient of the ‘off-label’ status of the prescriplion is nol relevant Lo the physician’s standard of
care for an informed consenl case. Firsl, the FDA has specifically stated that its procedures and
requirements have no effect on the practice of medicine and that the FDA does not prohibit doctors
from prescribing drugs in an ‘off-label’ manner. Second, the FDA’s approval of a drug is inunaterial
lo the effectiveness in the drug's ‘off-label’ use. In facl, prescribing medicalion in an ‘off-label’
manner can constitute the standard ol care in many cases, Third, a doclor’s duly is lo praclice
medicine and treat his patient, not inform the patient of the FDA’s non-medically related labeling.
Therefore, doctors should not be branded with the additional duty of disclosing non-pertinent
information, such as the FDA'S medically irrelevant distinction, to their patients.

International fournal of Impolence Research (2008) 20, 135-144; doi:10.1038/s).1jir.3901619;
published online 15 November 2007




Specifika off-label pouziti antibiotik

» Antibiotika jsou — na rozdil od jinych 1ékt — schopna
nemoc zcela vylecit

» Zejména u kriticky nemocnych jde ¢asto o Zivot
zachranujici farmakoterapi

» Ucinnost antibiotika lze prokazat in vitro testovanim,
ktere je vSeobecné€ povazovano za prukazne

> Registrovat formou uiedniho dokumentu vSechny
mozne situace, pri kterych muze byt antibiotikum
pouzito neni mozné



Oft-label z opacCne perspektivy

Therapeutics and Clinical Risk Management Dove

REVIEW

Ethical and legal framework and regulation
for off-label use: European perspective

However, the lack of approval does not automatically mean
a departure from the “standard.” This standard can also be
met 1n the case of an off-label use when there is sufficient
practical proof.'” In this case, the nonuse of the drug can lead
to liability, and even to a criminal punishment for assault by
omission (OLG Kdln NJW-RR 1991, 186:"® the verdict claims
in individual cases a duty for off-label treatment even beyond
the foreseen standard treatment: BGH NJW 1991, 1543).%




Zavery

» Pouzivani 1éku off-label je v moderni mediciné zcela
b&zne

» Pouziti mimo schvalené indikace vSak musi byt
oduvodnéne a zdokumentované
» Sporna otazka je rozsah dokumentace a souhlas pacienta

» Antibiotika maji oproti jinym lékiim zasadni vyhodu
— moznost prukazu ucinnosti in vitro

» Problém off-label je v zdsadnim sporu mezi politikou
a medicinou.

» Rozhoduje o lécbé [ékar nebo statni urednik, ktery nema
za nic zodpovédnost?
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