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nenecss Reporting of ADRS

 Rare and unexpected ADRs mainly
identified in post marketing phase

 Health care professionals — major source
of spontaneous ADRS reporting

 Underreporting of ADRs — identified
problem
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Extra source of information
Underreporting could be reduced
New and novel ADRs can be detected
Detection much sooner

Unexpected benefits also reported

To be considered as complement, not
alternative to health-care professionals



. Patient reporting offers
valuable Information

OTCs, herbal medicines, problems with
excipients and potential interactions

First hand experience with drugs
How drugs are actually used

Highlight issues of lack of adherence
(compliance)



Patient reporting
drawbacks

Incomplete reports
Clear medical diagnosis seldom reported

BUT:
Lack of medical knowledge can be an
advantage — less biased

— Patients would report reactions that seem
unlikely from the medical point of view



i What to report?

e Recommended NOT to set any restrictions
on the type of medicines and/or ADRs

» All suspected ADRs (known or not)
serious/non serious are welcome and
useful



Agency for Medicinal Products

e Patient reporter(s)

e For him/her personally

e Parent for child

e Children for parents

e Spouse for spouse

e Caregiver for person in care

—>Note: if any of the above is medically qualified
person — considered as health professional reporting
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HALMED prvi u svijetu poéeo koristiti on-line aplikaciju UMC-a, suradnog centra WHO-a, za
prijavu nuspojava od strane pacijenata

Agencija za lijekove i medicinske proizvode (HALMED) prva je U svijetu zapocela s koristenjem aplikacije Uppsala
Monitoring Centra, suradnog centra Svjetske zdravstvene organizacije koji vodi Svjetsku bazu nuspojava.

Croatia 1st country in the world
to start using UMC application for patient
reporting

Farmakovigilancijski uspjesi i medunarodna priznanja HALMED-a kao hrvatskog g =

nuspojava u velikoj su mjeri rezultat dugogodisnjega intenzivnog rada ravnate’

Sarini¢, dr. med. spec., koja je prije prelaska na trenutnu funkciju dugi niz - «

odsjeka za farmakovigilanciju te je dovela hrvatski farmakovigilancijski su

smjestila u sam europski i svjetski vrh na podruéju pracenja nuspojava. e = E

djelotvorne i kvalitetne lijekove. U tu svrhu HALMED kontinuir:
njihova stavljanja na trZiste, pri ¢emu su prijave sumnji na m
Prijave od strane pacijenata su osobito vrijedne jer pacijenti
nego zdravstveni radnici te njihove prijave obi¢no sadrZavaju

Prijavitelj moZe prijaviti nuspojavu koja se dogodila njemu osobno,
prijavitelj skrbi, primjerice majci ili supruZniku. Osobni podaci koje
koriste se jedino u svrhu utvrdivanja sigurnosti primjene lijekova. O
bez izriitog odobrenja pacijenta/prijavitelja.

HALMED ce do kraja godine omoguciti i zdravstvenim radnicima on-li
posebne aplikacije, a do tada mogu koristiti trenutno dostupnu verziju
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PRVI U SVIJETU Agencija za lijekove otvorila on-line aplikaciju

GodiSnje se prijavi dvije
tisuce nuspojava lijekova

Pacijenti odsad svaku sumnju mogu prijaviti na www.halmed.hr

PRVI U SVIJETU B AGENCIJA ZA LIJEKOVE OTVORILA ON-LINE APLIKACIJU ZA PRIJAVE NUSPOJAVA
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5 x e fe nuspojavu lijeka mogu pri-  krili upravo pacijenti, a li- izazvale smrt pacijenata, B
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iekih studija
u Hrvatskoj

Za 23 nuspojave sur
da su izazvale smirt pa
ta, 161 je bio hospitali
kod 44 su nuspojave bile te
ke i ugrozile Zivot pacijenta

srca, vrtoglavica, mucnina ili neka teza nuspojava, mogu prijaviti
putem interneta na internetskim stranicama HALMED-a
(www.halmed.hr)
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Pacijenti odsad svakun sumnju u nuspojavu lijeka, bio to osip,
lllllHIlJ( srea, vrloglaviea, muénina ili neka tez IIll\p()Jll\il mogu
prijavili putem interneta na internetskim stranicama HALMED-

a (www.halmed.hr)

Od ukupno 1.; prijava nuspojava
na lijekove, koliko ih je Agencija za
lijekove 1 medicinske proizvode
(HALMED) evidentirala  tijekom
2010. godine, samo sedam sluéajeva
nuspojava prijavili su sami pacijenti.
Ovakva praksa (ne) prijavljivanja
nuspojava  od  strane  pacijenata
postaje proslost, jer je Agencija ovog

tedna, prva u svijelu, zapocela s
koristenjem  aplikacije  Uppsala
Monitoring Centra, suradnog centra Svjetske zdravstvene organizacije

(WHO) koji vodi Svjetsku bazu nuspojava. Pactjenti odsad svaku sumnju u
nuspojavu lijeka, bio to osip, lupanje srea, wrtoglaviea, muénina ili neka
teza nuspojava, mogu prijaviti putem interneta. Aplikacija kojom se to
omogucile dostupna  je na  internetskim  stranicama HALMED-a
(www halmed hr) u dijelu Za paecijente/On-line prijava summnje na
nuspojavi. Veé u prva dva dana primjene nove aplikacije, svoje je summje
u nuspajave lijekova prijavilo deset pacijenata.

Dojena sigurnosti

HALMED je u ofujkn ove godine u Nizozemskoj izabran u uzi krug od
nekoliko zemalja koje ¢e prve imati priliku testirati 1 implementirati
aplikaciju Uppsala Monitoring Centra (UMC) za on-line prijavljivanje
sumnji na nuspojave od strane pacijenata. Ovog tjedna iz UMC-a je stigla
potveda da je uprave hrvatska agencija za |
implementacijom aplikacije UMC-a 1 pocela je koristiti.

lijekova wavrsila s

prva

- Ponosni smo na ovaj uspjeh i pozivamo sve korisnike lijeka koji summjaju
da su iskusili nuspojavu na lijek da je prijave HALMED u - porudila je
ravnateljica HALMED-a Viola Macolié Sarinié, zadoveljna time &to je
Hrvatska time smjeétena u sam europski i svjetski vrh n pradenju
NUSPOJaviL,

U HALMED-u istién kako im je eilj zadtititi javno zdravlje, a hrvatskim
pacijentima osigurati sigurne, djelotvorne i kvalitetne lijekove. U tu svrhu
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Effect ?
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e In 2010.only 7 patients reported ADRs
* In 2011. 16 patients’ reported ADRs

e Since UMC on-line application started:

-2 45 patients’ reports received in 2012 (more then
85% of reports received in 4 month’s time)

- Almost 3 fold (!) Increase In patient
reporting compared to 2011
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Increase In patient ADRS reporting
since on-line application started

No.of Patient's ADR
reports/month
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2010 2011 Period
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Population analysis

Female (N=27) 60%
Male (N=18) 40%

Reporter N

Patient 38
Parent for child 5
Daughter for parent 1
Other

TOTAL 45



AALMED - patient reports — Age

and Medical Devices of Croatia
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ADRs YES NO

reported

Serious 60% (27)  40% (18) The main motives for

patients to report their
ADRs to a PV centre?:

Expectedness of serious ADRs

o Severity of the ADR

e Need to share
SERIOUS experiences

UNEXPECTED
m SERIOUS EXPECTED

67%

1. van Hunsel et al (2010) Eur J Clin Pharmacol 66(11):1143-50.d0i:10.1007/s00228-010-0865-7
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ADRSs by patients in the 2012

ADR Number of reports % of total amount of
ADRs
1 Headache 6 3%
2 Nausea 4 2%
3 Rash 3 2%
4 Diarhoea 3 2%
5 Dizziness 3 2%
6 Fever 2 1%
7 Malaise 2 1%
8 Drug ineffective 2 1%
9 Weakness general 2 1%
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ADRS - comparison

From patients in 2012
ADR
1 Headache
2 Nausea
3 Rash
4 Diarhoea
5 Dizziness
6 Fever
7 Malaise
8 Drug ineffective

9 Weakness general

From HCPs Iin 2012

ADR

1 Nausea

2 Diarhoea

3 Headache

4 Itching

5 Redness

6 Vomiting

7 Rash

8 Limb oedema
9 Fever
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e s . MIOST frequently reported per
ATC classification
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reporting

« Data often missing:
— Start/Stop date of the medication
— Start/Stop date of the ADRs

— Dosages of the medication (or wrongly reported)

—>usually don’t remember or mentioned: ,as per
doctor’s advice”

e Mostly not medically confirmed

 Name of the curing physician not mentioned at
all (only upon Follow up request)



. DIFfETENCES DEIWEEN
patlent and HCP reporting

 Patient’s narrative is more ample compared to

HCP ‘s narrative

* Most of the relevant information in patient’s reports is picked
up from narrative

* Boxes in the structured part of the report are often not ticked
or ticked wrongly

e Often there is an additional ADR hidden in the narrative (not
mentioned in the structured part of the form) or for another
person (spouse or parent who used the same medication)

This could be subjective, but should be taken into consideration

*HCP - Health Care Professional



T eChallenges in implementing
patient reporting

* Low reporting rate when only paper version
available

* On-line application is quite user-friendly and
easy to use

e |tis possible for HCPs to use patient on-line
application, but

 Information on type of reporter often not
completed correctly (e.g. ,patient or other non-
HCP” is ticked and the reporter is, in fact, HCP)



i Soon on-line reporting
from HCPs

e Taking the positive experience with patient
on-line reporting, HALMED will start with
HCP on-line reporting this year
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« HALMED staff from pharmacovigilance
department is divided per ATC classification in

ADR management

e Each assessor handles ADR reports from
patients and HCPs In his/her ATC class

 This enables them to get the whole picture of the
ADRs reported in specific class of medication



reporting

Media campaign about on-line application

Information on patient reporting available on HALMED'’s
web page
Booklet ,ADR reporting — Guide for Patients” distributed

to patient organizations, available on HALMED’s web
page for downloading

Lectures delivered in Patient organizations - 7th
European Transplant & Dialysis Games (August, 2012)

Link to on-line patient ADR reporting available from one
of the most popular healthcare web portals in Croatia
(Cybermed.hr)



e Actions D lanned

* Booklets ,ADR reporting — Guide for
Patients” will distributed to Pharmacies
and Doctor’s walting rooms

o Campaign for Patient ADRs reporting
planned in 2nd half of 2013
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e Patient reports are very valuable as they give us
more detailed information and often are reported
sooner then by HCPs

 The goal of HALMED is to protect public health
ensuring safe and effective medications and of
high quality

e Having the ,whole picture” In hand, enormously
contributes to this goal
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