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ErKYKAIOZ

Oéua  ZuAAoyn oToixeiwv yia Tn dSnuioupyia «Apxeiou Pappakwyv
He Maidiatpik Xpnon» (Kavoviopég EK 1901/2006, apBpo 42)

‘Exovrag uméyn

1) Tov Kavoviopo (EK) ap 1901/2006 tou EupwTraikou KoivoBouAiou kai Tng
Emrpotrrc Tng 12" AekepBpiou 2006 yia Ta TTaIdIQTPIKG GAPUAKA KAl Yid TNV
TpoTroTTOinNCN Tou Kavoviouou (EOK) ap 1768/92, tng odnyiag 2001/20/EK,
NG odnyiag 2001/83 /EK kai Tou kavoviopou (EK) ap 726/2004
PAPHAKEUTIKA TTPOIGVTA hE TTaIdIaTpikn Xpron (apBpo 42)

2) Tnv Odnyia yia 1o TePIEXOHEVO KAl TO OXEDIO TWV OTOIXEIWY TTOU TTPETTEI va
OUYKEVTpwWOOUV atrd Ta Kpdtn MEAN yia 6Aeg TIG UTTAPXOUCES XPHOEIS TWV
PAPHAKEUTIKWYV TTPOIOVTWYV OToV TTaidIaTpiké TTANBucuéd

(Doc. Ref. EMEA/503973/2007)

3) Tnv Arégaon AYT3(a) 83657 « Evapuovion tng eAAnviIkrg vopoBeaiag
TTPOG TNV AVTIOTOIXN KOIVOTIKF) OTOV TOUEQ TWV PAPUAKWY TTOU TTpoopidovTal
yia avBpwTrivi xpron»

4) Tov Népo utr apiBu 1316/1983 « 1dpuon, opydvwon kal apuodIdTnTEG TOU
EBvikoU Opyaviopou ®apudkwy , TNG EBvIKARG PapuakoBiounxaviag, Tng
Kparikng ®apuakamobikng Kal TPOTToTroinon Kal CUNTTARpWON TNG
®PappakeuTikiig NopoBeoiag kai dAAeg diardgeig



YUppwva pe 1o GpBpo 42 Tou  Kavoviopou (EK) ap 1901/2006

0! KATOXOI TWV adeIWV KUKAOPOPIag PapUAKEUTIKWY TTPOIOVTWY , TA
Noookopeia Maidwv (dnudcia kal IBIWTIKA), Ta aoPAAICTIKG TaHEIA, YIATPOi
KQl papUAKOTTOI0f KAl KAOE AAANOG EUTTAEKOUEVOG HE TN XOPNYNON QAPHAKWY,
UTTOXPEOUVTAI

«VO CUYKEVTPWOOUV OAa Ta S1a0éoipa dedopéva OXETIKA HE OAEG TIG
UQIOTAPEVEG XPAOEIS TWV QPAPHAKWY OTOV TOHEA TNG TTAIBIATPIKAG

Kol v Ta Kolvorroinoouv oTov EBvikd Opyaviopué ®apudkwy Kal oTov
Evpwraiké Opyavioud ®appdakwy (EMEA) éwg 11 26/01/2009»

Zup@wva pe Tov Kavovioud (EK) No 1901/2006 civar avaykaia n culoyn
OTOIXEIWV YIa OAEG TIG XPNOEIS TWV PAPHAKEUTIKWY TTPOIOVTWY TTOU
XOpnyouvtal o€ Taidikoug TANBUOHOUGS , GUYKEKPINEVA OE NAIKIEG aTTd TNV
vévvnon £wg 17 e1wv (oupmepIAapBaveTal kai To 17° £€10¢)

Ta oToixeia Tpétel va avapépovral o OAeC TIC  uTToouddeg Tou TTaIdIKOU
TTANBUGHOU KAl aQOpPOUV O OAEC TIC UQITTANEVES XPRoEIS dnAadr]

Q) XPrion EYKEKPIMEVWV TTPOTOVTWY OTIG  €VOEiEEIg TTou TrepIAauUBAvovTal

atnv adeia KukAoopiag, aAAd kai o evdeifeig rou Oev epiAapBavovTal atnv
adeia KukAopopiag

B) Xprion @apHAKEUTIKWY TTPOIGVTWY TTou Oev €xouv AdBel adeia KUKAOPOpPIag

o H ouykévipwon/kardBeon Twv dedopévwyv Ba yivel NAeKTpovIKAG oTnv
dielBuvon  ped-inv@eof.gr
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EAENS APTYPONOYAO

2UvVnNHuEVa EvTutra
1) Doc. Ref. EMEA/503973/2007 1o otroio mepIAapBavel avaAuTIKEG
odnyieg yia Tov TPOTTO KAl Ta OTOIXEIO KATABEONG
2) umodelypa ivaka ouAoYAC oToIxEiwv
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& European Medicines Agency
Pre-authorisation Evaluation of Medicines for Human Use

London, October 2007
Doc. Ref. EMEA/503973/2007

Guidance on the content and the format of data
to be collected by the Member States
on all existing uses of medicinal products in the paediatric population

INTRODUCTION

Regulation (EC) No 1901/2006 of the European Parliament and of the Council on medicinal products
for paediatric use, as amended, (referred to here as The Paediatric Regulation) aims to facilitate the
development and accessibility of medicinal products for use in the paediatric population, to ensure that
medicinal products used to treat the paediatric population are subject to research of high quality and
are appropriately authorised for use in the paediatric population, and to improve the information
available on the use of medicinal products in the various paediatric populations.

One of the legal requirements to achieve the objectives of the Paediatric Regulation is the
establishment of an Inventory of Therapeutic needs, in particular with a view to identifying research
priorities. The Paediatric Committee is in charge of providing guidance on the content and format of
the data to be collected by the Member States. The responsibility to establish the Inventory of
Therapeutic needs lies with the Paediatric Committee, following the collection of data on all existing
uses of medicinal products in the paediatric population by the Member States. The guidance of the
Paediatric Committee takes into account discussions held by the members of the Paediatric Working

Party (PEG), the EMEA/CHMP’s former temporary expert working party on paediatric medicines.

LEGAL BASIS

Article 42 of Regulation (EC) No 1901/2006 of the European Parliament and of the Council on
medicinal products for paediatric use, as amended, states that “Member States shall collect all
available data on all existing uses of medicinal products in the paediatric population and shall
communicate these data to the Agency by 26 January 2009. The Paediatric Committee shall provide
guidance on the content and the format of the data to be collected by 26 October 2007.

TIMELINES

26 October 2007: Paediatric Committee to provide guidance on the content and format of the data.
26 January 2009: Member States to communicate data collected according to the guidance to the
Agency.

GUIDANCE ON DATA TO BE COLLECTED BY MEMBER STATES
Principle

The Paediatric Regulation states that the data needs to be collected on all existing uses of medicinal
products in the paediatric population, which is referred to as the survey in the following. The
paediatric population means from birth to adolescent (up to and including 17 years old), and
information needs to be collected on all subsets of the paediatric population. All existing uses include
use of authorised medicinal products within as well as outside the terms of the marketing authorisation
and use of unauthorised medicinal products.

7 Westferry Circus, Canary Wharf, London, E14 4HB, UK
Tel. (44-20) 74 18 84 00 Fax (44-20) 75 23 70 40
E-mail: paediatrics@emea.europa.eu http://www.emea.europa.eu
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The data to be collected need to be such that they are of added value with a view to establishing - at
the level of the Community - unmet needs and an inventory for research priorities. Use outside the
Terms of the marketing authorisation and of unauthorised medicinal products is of higher interest for

identifying the needs.

It is recognised that different Member States might have different sources of information and tools to
collect part or all of this information, which will vary in its level of detail and completeness. For
efficiency reasons, existing sources of information at the Member State level should be considered
when collecting the data. Results should be consolidated by the Member State. The survey is expected
to provide general statistics on the frequency and extent of use, and the survey should also take into
account public health priorities. Information should be collected where such uses bear the highest risk
to public health and with a view to informing the inventory of therapeutic paediatric needs.

Once consolidated and sent to the agency, this means that data provided by the Member States will be
merged into an inventory of existing uses of medicinal products in the paediatric population at the
level of the European Community.

Content and format of data to be collected

The information to be collected needs to be useful, bearing in mind the objective of the survey in

identifying unmet paediatric needs, determining research priorities.
This is the list of items on the paediatric use of a medicinal product to be collected in a Member State:

- Member State and source(s) of information
- Name of medicinal product (MP) (international non-proprietary name [INN], if not available,
active substance including salt, ester etc.)
- Is this an unauthorised MP in this Member State?
- Specification of use in the paediatric population (to be repeated for each product as necessary):
- Condition/disease
- Formulation (including extemporaneous preparations)
- Setting where product is used (hospital dispensing / in-patient, out-patient, subspeciality /
paediatrician / general practitioner etc.)
- Age group where product used
- Route of administration
- Dose and / or dose range
- Treatment duration
- Estimate of extent of use (e. g., according to number of treatment episodes, of paediatric
patients treated per year; or DDD [Defined Daily Doses] in total for the paediatric population
using the Anatomical Therapeutic Chemical (ATC) classification of the WHO Collaborating
Centre for Drug Statistics Methodology)
- Is the specified use according to an explicitly authorised paediatric indication (SmPC section
4.1) or an explicitly authorised paediatric dosing (SmPC section 4.1) in this Member State?
- Is the specified use outside the explicitly authorised paediatric indication (SmPC section 4.2)
and outside the explicitly authorised paediatric dosing (SmPC section 4.2) in this Member
State? (off-label)
- Information on safety as available
- Authorised indication(s) in children and adults, including age group(s)
(if not available in Eudrapharm)

For communicating the data to the Agency, a structured electronic format (using an Excel spreadsheet)
with a single table according to the preceding list of items should be used.

Sources of data to be collected, as examples

The tools used to collect information on use of medicinal products by the paediatric population can be
linked to the Healthcare System of each Member State. Each Member State will need to specify the

sources of information available within its territory as these will vary between different MS. It is
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recognised that it may be easier to collect information for hospital medicines and prescriptions rather
than ambulatory care or “over-the-counter” products[RHE1}. Other examples (not exhaustive) of sources
could hold information on off-label/unauthorised use of medicines in children:

IR - NV VO N}

9.
10.
11.

Databases in hospitals or held by hospital pharmacists (bulk prescriptions / dispensing for use
in paediatric and neonatal care units or patient-related dispensing data)

National compendiums, especially if paediatric (e.g., BNF for children in UK)

Periodic safety update reports (PSURs)

Compassionate use databases (e.g., ATU in France)

Controlled sales systems

Pharmaceutical industry sales databases

Healthcare insurance companies

Social security registers

Prescription databases (drug utilisation databases, e.g., General Practice Research Database)
Existing (national) surveys (e.g., one-day prescription survey)

National paediatric associations’ databases

If data on authorised medicinal products are in EudraPharm, the Member State does not need to
replicate this information and just needs to indicate it.

In view of the requirement on marketing authorisation holders to submit paediatric studies in respect
of products authorised in the community to competent authorities (Article 45 of the Paediatric
Regulation), Members States could take this opportunity to collect information on the paediatric use of
medicinal products from marketing authorisation holders.

The following examples were provided by members of the Paediatric Committee as sources of
information to collect such information. This only serves to exemplify potential approaches.

Austria Project on combining information from tertiary paediatric care hospital pharmacy,
social security institutions and other sources

France “1-day survey” in hospital pharmacies for paediatric or neonatal / intensive care
wards; information on “Autorisations Temporaires d’Utilisations” (ATU; docu-
mentation of early access to new medicinal products for serious or rare diseases)

Germany National committee and export groups on “off-label use”

. National committee “Complementary and Alternative Medicines”
Sweden Computerised population-based prescription database produced by the National

Corporation of Swedish Pharmacies

Adopted by the Paediatric Committee on 26 October 2007.
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