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BfArM and PEIl: General duties

(on the basis of the Federal Health Office Succession Act,
June 1994 (BfArM); Establishment Act, July 1972 (PEI ); and
successive development of legislation)

o performing legally specified tasks and tasks
assigned to the authorities by the respective
responsible Ministry

e supporting the Federal Government
o performing scientific research within own areas of
responsibility

* informing stakeholders and the general public



Federal Drug Authorities - scope of  responsibility

PEI
e sera, vaccines (human and veterinary)

* blood preparations, blood components (genetically engineered),
bone marrow preparations

» tissues and tissue preparations, allergens
e advanced therapy and xenogeneic medicinal products
e Invitro diagnostics

(BVL
* medicinal products for veterinary use, except vaccines)

BfArM

e any medicinal product not regulated by PEI or BVL
e narcotic drugs, psychotropic substances, precursors
 medical devices except in vitro diagnostics



PEl and BfArM : specific duties

scientific advice
approval of clinical studies

participation in approval of clinical trials (veterinary
vaccines)

authorisation of medicinal products

registration of homeopathic/anthroposophic and
traditional herbal medicinal products

batch release

post-marketing activities including pharmacovigilance
Inspections

monographs for EU- and national pharmacopoeias
surveillance of legal commerce of narcotics

medical devices: assessment of the medical and
technical safety, vigilance
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Basic budget figures

(M €; official MoH budget 2010)

BfArM PEI
revenue
fees 55.358 13.286
other 551 1.328
total 55.909 14.614
expenditure
staff 48.674 27.500
other 17.457 24.048
total 66.131 51.548
percentage
revenue of 85 28

expenditure




BfArM: Expenditures 2010

expected total: 66.131 M €

séchl,
Verwaltungsausgaben Personalausgaben
12142 T€ 48674 T€
18 % Td %

FuweisungenZ uschiisse Baumaknahmen Investitionen
3220 T 620 T€ 1475 T€
5% 1% 2%
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Salaries - how to attract qualified staff

Marburger Bund TVOD

physician 1st year 5th year 1st year 6th year

3.730 4.665 3.075 3.947
medical 1st year 11th year 1st year 10th year
specialist

4.920 6100 3.335 4.730
senior 1st year 4th year 1st year 11th year
physician

6.180 6.530 3.683 5.180




What is expected

fulfill duties correctly and within legal timeframes

decide using consistent, transparent and plausible criteria
provide state of the art scientific advice

communicate openly

charge fair fees

give drug safety highest priority

monitor standards of own performance, participate in
benchmarking

strive towards improving regulatory fundament
participate in official and scientific networks
perform task-related scientific research



What is necessary

build up clear operative structures

assign unequivocal responsibilities

have concise SOPs for all relevant tasks and procedures
establish high-performance IT systems

motivate staff

think twice when selecting senior staff

keep in mind that patients, doctors, industry and
authorities have closely related interests



What iIs fatal

being unaware of current safety issues

neglecting safety-related findings when
taking decisions

Ignoring the need of continuous performance
controlling

thinking you are the best anyway



CHMP (co-)rapporteurships, BfArM
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RMS in DCP/MRP-procedures, BfArM

EBAT OBEOBGEBCY mCZ mDE ODK ODEE mEL mES OoOFI oFR mHU mIE mIS
mIT Ll OLT oLU gLV oMToNL oNOoPL mPT mRO@SE oSl mSK OgUK




CHMP (co-)rapporteurships, PEI-regulated products [hum.
1995 - 2009
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| advanced therapeutics R.
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0O blood products R.

0O blood products C.

B vaccine R.
o vaccine C.

DE BE DK ES Fl FR IE IT NL NO SE UK HU AT PL
(=PEI)



CVMP (co-) rapporteurships, PEI-regulated products [vet ]
1995 - 2009

@ Co-Rapporteur B Rapporteur




RMS in MRP/DCP-procedures,
PEI-regulated products [hum.] 1995 - 2009

| allergene

O immunoglobulins
(polykonale AK)

B monoclonal antibodies

O blood products

O combination vaccine

Oviral vaccine

O bacterial vaccine

DE (=PElI) BE DK FR IT NL SE UK AT



RMS in MRP/DCP, PEI-regulated products [vet.] 1995- 2009

B MRP B DCP




Participation of NCAs in EMA activities, 2009

Number of meeting d ays

total

EMA 16.653
Belgium FAMHP:

684 684
France AFFSAPS: AFFSA:

705 179 884
Germany BfArM: PEI: BVL:

511 526 151 1188
Sweden MPA:

740 740
UK MHRA: VMD:

724 124 848




Commitments to NCAs (total, M €)

[ Germany
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B UK
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PEIl: Goals

« keep research focussed to task-related topics

« keep position in regulation
— speed up licensing procedures
— Increase efforts to improve IT systems
— request external evaluation

* provide to development of advanced therapies



BfArM: Goals

further improve position in regulation
— speed up licensing procedures
— improve quality of assessment reports
— increase efforts to improve IT systems

strive towards improving tools and procedures of
pharmacovigilance

Improve position in research

— focus on neurodegenerative diseases

— expand cooperation with academic environment
— Increase number of research-active senior staff

generally: apply any available option to attract highly
gualified staff



