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A - @ Lareb (the Netherlands Pharmacovigilance Centre

Lareb) 7] 4 RS
1. fiﬁ?ﬁn%?ﬂ
SlG # # W
Mrs. Agnes Kant
10:00 — 10:15 | Welcome and introduction Department manager, vaccine
department & teratology information
centre
Mrs. Linda Harmark
10:15 - 10:45 | Lareb introduction .
Department manager, reporting
department
10:45 — 11:00 | Vaccines: a matter of trust Mrs. Agnes Kant
o Mr. Hans Rumke
11:00 — 11:45 | Netherlands vaccination system
Coordinator, vaccine department
11:45 — 12:30 | Fharmacovigilance and Vaccine | 1, 01 colleagues
surveillance in Taiwan
12:30 — 13:30 Lunch break
13:45 — 14:15 Netherlands vaccine safety Mr. Hans Riimke
system
Case reports of Adverse Events Mrs. Leontine van
14:15 — 15:00 | Following Immunization in the Balveren
Netherlands assessor, vaccine department
15:00 — 16:00 | Round table discussion

2. ﬁﬁmﬁfﬁf_

(1) FbFJ ‘}ywl‘l¢

Lareb (the Netherlands Pharmacovigilance Centre Lareb) =% 477
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r=Hi MEB (Medicines Evaluation Board, MEB)%ﬁT'%:’ g ZEEERL S, f‘ééf‘ﬁji[ﬁ
# LRATHNE RIVM (National Institute of Public Health and Environment,
RIVM)F 2=V & O i B0 15 = B 2011 & RIVMUK] ik Au b B
FEFHE Db = BRI [ [ﬁ%‘?“f* Lareb #/+ o
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B - B DWP(Department of Work and Pension) i[5 3§

i

Fl

1. S
1*5&#‘ Room 1.34, Caxton House, Tothill Street, London WC2N 6HT
T?E f1 * Nada Balasingham (departmental policy lead for the VDPS)
Dr Raquel Rogers (senior Medical Adviser)
AGENDA
NoO ltem Topics Covered by Agenda Item
Include
1 Welcome and Introductions
e why the scheme was established
Background to Vaccine e what it provides
2 Damage Payments e what it covers
Scheme e why it sits with the Department for Work and
Pensions.
¢ aim and key principles of scheme
3 Vaccine Damage Payments | ¢ key policy issues
Policy ¢ role of medical advisers
e how the scheme is funded
¢ how change was introduced
4 Changes to the Scheme * a.Wa“? lamounts
o disability levels
e appeals procedures
e claims handling
Scheme Administration ¢ decision making / input of medical adviser
5 e payment of awards
o dispute process
o statistics
6 Relationship with the | e role and authority in scheme
Department of Health e level of interaction
7 H1N1 Swine flu and the | ¢ why was it covered by the scheme
scheme e any key issues
8 Looking Ahead o future of the scheme
9 Any Other Business

2. ?5%(‘ Jﬁ]ﬁﬁ}i
(1) FU‘FJ ‘}y,:l'\rﬁ—

EqEie ¢ 7S"iéiﬁl‘\éﬁ‘F‘ﬁB(Department of Work and Pension)* 2001 £ [ 155
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iF‘E»"sr I% Hili I/:ki@@ f b bﬂ—rﬁ—j, ?ﬁ[ FIF| f“% fi [,’r_f:lq J;;i, FI .i_%'\ —ylﬁ—k [JL—SFW]‘FF
il F’,—Fﬁ F[,FWJNPI:{«’EH%”E :Lpﬁfp-rm R EL S I[_HE b s qj}fﬁj (1o
(Jobcentre plus) ~ 32 (f £ Jf355(The Pension Service) =& [igrnﬁf{%%ﬁ %(The
disability and Carers Service, PDCS) - W%‘i[ﬁﬂﬁﬁ@?[% flﬁ |Emf SRRE IE',:F?,
HooE TF;,’:,ET?, L FEF*E (compensation) » Fr[’sr?i 1979 F spjH -t @F'[f%, ]
]’Eﬁ’%ﬁ‘ﬂ(Vaccine Damage Payments Scheme, VDPS)[F » JIF 1 i R R
W B D B R2b PDCS - (24 :EI;F@F, Wk

(2) VDPS 7t F I 4

1972 = E%ljf » PNEEEAR | Thalidomide(— 74 P8k - %FE??;V??‘J » FSIEER ) D
iﬁ,'éi o BB %F E rA"*{(Royal CommiSSion)FﬁJﬁF’Fﬂ‘?ﬁ% ’ i“’réﬂ‘ﬁ%%”w@?d%ﬁ%‘“
U o [ BRI RL A 2 L J?&EW\ 51T (U R B
TRV N PR (S PR PR O B A A PR
(B > &1 [fl"é%éJ EjjﬁlE'PZ F'liﬁ’?‘/ "?EF?:I% %’kFF ' K 1979 ?F;E]iﬁ}@“lff? ]
[#11F (Vaccine Damage Payments Act) » |Ni€fﬁf@‘g‘ A fsc?f;f?ﬁlﬁjg_

E Wl\ﬁ'JLFu S 7;’/%»—%.' F[U?f»}’ﬁt(;‘ %)Efilﬁ$§ﬂjﬁjﬂ@ ) %i[ﬁﬁ'ﬁfj VDPS —ré[j;:\j'%é
S B A (A ﬁﬁfﬂ/ ) T’S‘Wlf TR DR B IE’H‘“, ’ F?
T‘ﬂ’?ﬂggﬂj?ﬁﬁﬁﬁ@?ﬁ oy e VAT 2 EEE O ARV L
DG SR E ST R IR TE %’f&J fHILE

3) VDPS mﬁ‘

i VDPS [ DWP l%j’ v VDPU(Vaccine Damage Payments Unit, VDPU)
AR IPN FT‘E% S S REGE S T RS S 34 M (H 12~ =
) =P EE VIR L AR o E'}‘H'ﬁ% > Ffﬁ@?[%?ﬁﬂ/ ﬁ'%%‘[\?(ﬁ
(8 SEUTHTTRIE R Cat SR ‘u’ﬁ% o B ) H ORI S
[aszlr%,* v 60%)1] - EIH?—,% 12ﬂS (= MIEERAVE [ E - VDPS Y17 F 5
G RS T)  [11979 F UkZ 4 0 FHE) 5,700 B I © (P Rl
MMR @FII"E E{»J) » 111931 i iHE[ K[ E 1F,]—j JH|H 4 4EE 1,265 fﬁl‘ﬂ
FIGHRUEH 7 SR LN BRI B Y PIRR -~ kLN
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ng,JLugi A - 2R S PR
TR I TR
PRV AR L O T Z5 B ACIP V7 JCVI(Joint Committee on
Vaccination and Immunication) g &, » gt Iﬁ[ﬁ(Department of Health)ElfJ@F'IFf
P07 - VDPS &SGR B I s > (R s =
F1 PR s TR ?’FJB”%J/J%}T[‘J £PE 2 > J[' Diphtheria, Tetanus, Pertussis,
poliomyelitis, measles, mumps, rubella, Hib, Meningitic C, Pneumococcal
infection, HPV S2ET » /) TB(BCG Y& )HEMN T L sl sl e i B i 0 > 2030
P BT R (P T BT e S R T ﬂfﬁ 7]
%[ VDPS #ifilf]1 ¢
IR
[ 2 B0 -0 I SR e SASRES R 12 2% T
R SRR YRR [bfyﬁj?ﬁ 4 HI%M“? gzri 2 5%l - PR A
FI] I'EJ’%&/TFIJ ’ Fﬁyv HHY H‘%fﬁ,{@? 21 780N > i HER Gl 21 0 (]
PR 6 5 Ve B TRE T L 9 (41T HPV, Polio, rubella, Meningitic C,
Influenza A(H1N1) 2009 ) » 5y * b & gt 3% 18 5 - ) VDPS
oty [ SRS TR R B, f'
*EF (I) -

Reconsideratio
(within 6 years
Causation  Causation of date
accepted  not accepted of decision
Disability notification)
not accepted

First Tier
Tribunal
{no time limit for
making an appeal)

Award made

Upper
Tier Tribunal

Dispute process Judicial Review
exhausted

AP s VDPS E'H‘ﬁ%%%ﬁ%% [
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PR BB AT = ) VDPU SR T TH

B P VDPU}H (i AE R PRI 2 (A P (Y | (Medlcal
Advice) » i Fi T [ HiLH VDPU BRI S Sb b AR L. )
EEF IR VEGL MEIVDPU W 2 TR - Medical Advice £L DWP
. Fﬁ# BB ' DWP F[?“F‘ [‘—Er' l’ﬁlngﬁggn;% vq[]ﬂﬂj}ggﬂ P F‘j\
F 17 IZE=HT 5+ Medicines and Healthcare products Regulatory Agency,
MHRA V7 U sEAfRH N ) » 1) i drdse ¥ HHFEH% Medical Advice |i' !5
F ST - DWP S5 B3 7 SRS 6] < Medical Advice
L It

=91 WF'A'%%WF'@} & R PFT][FIJ?@F'IEKI@’FE'%%@T SR
ST R T (riggen) i~ AR A AR TRy >
T ﬁﬁ¢%ﬁjﬂd’ﬁd¥'ﬁ‘%§ﬁﬁﬁﬂﬁ°ﬁ3$wf FIRPET = 41 f[ﬁ?’*‘f@p
I S P PRI SR [ VDPU F1 1986 5 [+ 3 K
ICERRE o T A E e Jﬁpjf[lﬂl[ﬂi?ﬁdﬁ St e

ﬁﬁﬁﬁ%‘x‘ﬂiﬂl& ’ HI% PN ST VDPU Pk iadiil € PRI > il
PMRPRY F 1  ) VDPU SREPRRRES TS ENR § o irE il b=
PRI (G Biﬁj[J) P IEERRER A o T EETE]) 5%BE VDPU HiRPVE 1 ’F’A’f
ks YR R o

o R ffw ’ DIFFII% AT PN — ‘ﬂgt“’rﬁ ok 3l F7 R 'E'ﬁ‘ﬂflf/[‘ﬁK 3
VDPU 7 2 %H‘J 2 Fye Al [ﬁj?f”ﬁtﬁ%’fl’?%ﬁaﬂl’[ﬁ'i ﬁ‘ﬁTJ’F Eﬁﬁ[ > VR

' F|:= Medical Advice 3£ mﬂ!i,ﬁ,L SRR 2 P AE [legg o =5
 VDPU Fifs3 = Ak eI - & {5 H“""?:‘j: v I?F‘E*]F > = fol [ R
B RSN F [l R e 1 (e
R vﬁd’ &Kﬁ'%@%:};ﬂl_ 60%I"] - -

[’Zfiﬁﬁﬁi[aﬁlﬁ 3ol ﬁ’?’[ﬁ/]@“ R SR LI X S5 (Industrial Injuries
Scheme) - VDPS - {fi ¥ [ 4 Z A1 > EIRREF 157 F[r 2
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%‘4 i‘}'\r BIET st =,

Description of injury di[;(;%:grigl;t
\1. Loss of both hands or amputation at higher sites H 100 \
\2. Loss of a hand and a foot H 100 \
3. Double amputation through leg or thigh, or amputation 100
through leg or thigh on one side and loss of other foot
4. Loss of sight to such an extent as to render the claimant 100
unable to perform any work for which eyesight is essential
\5. Very severe facial disfiguration H 100 |
\6. Absolute deafness H 100 \
\7. Forequarter or hindquarter amputation H 100 \
IAmputation cases — upper limbs (either arm) [ |
\8. Amputation through shoulder joint H 90 \
9. Amputation below shoulder with stump less than 20.5 80
centimetres from tip of acromion
10. Amputation from 20.5 centimetres from tip of acromion to 20
less than 11.5 centimetres below tip of olecranon
11. Loss of a hand or of the thumb and four fingers of one hand 60
or amputation from 11.5 centimetres below tip of olecranon
\12. Loss of thumb H 30 \
113. Loss of thumb and its metacarpal bone | 40 |
\14. Loss of four fingers of one hand H 50 \
\15. Loss of three fingers of one hand H 30 \
\16. Loss of two fingers of one hand H 20 \
\17. Loss of terminal phalanx of thumb H 20 \
/Amputation cases — lower limbs [ |
118. Amputation of both feet resulting in end-bearing stumps | 90 |
19. Amputation through feet proximal to the 80
metatarso-phalangeal joint
20. Loss of all toes of both feet through the 40
metatarso-phalangeal joint
21. Loss of all toes of both feet proximal to the proximal 30
inter-phalangeal joint
22. Loss of all toes of both feet distal to the proximal 20
inter-phalangeal joint
23. Amputation at hip | 90 |
24. Amputation below hip with stump not exceeding 13 80
centimetres in length measured from tip of great trochanter
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25. Amputation below hip and above knee with stump exceeding

13 centimetres in length measured from tip of great trochanter, 20

or at knee not resulting in end-bearing stump

26. Amputation at knee resulting in end-bearing stump or below 60

knee with stump not exceeding 9 centimetres

27. Amputation below knee with stump exceeding 9 centimetres 50

but not exceeding 13 centimetres

28. Amputation below knee with stump exceeding 13 40
centimetres

\29. Amputation of one foot resulting in an end-bearing stump H 30 \
30. Amputation through one foot proximal to the 30
metatarso-phalangeal joint

31. Loss of all toes of one foot through the metatarso-phalangeal 20

joint

\Other injuries H \
32. Loss of one eye, without complications, the other being 40
normal

33. Loss of vision of one eye, without complications or 30
disfigurement of the eyeball, the other being normal

\Loss of fingers of the right or left hand H \
\Index finger H \
34. Whole L 14|
35. Two phalanges [ 11 |
\36. One phalanx H 9 \
\37. Guillotine amputation of tip without loss of bone H 5 \
IMiddle finger [ |
38. Whole I 12 ]
39. Two phalanges [ 9 |
40. One phalanx [ 7 |
\41. Guillotine amputation of tip without loss of bone H 4 \
\Ring or little finger H \
42. Whole [ 7 |
\43. Two phalanges H 6 \
\44. One phalanx H 5 \
\45. Guillotine amputation of tip without loss of bone H 2 \
\Loss of toes of the right or left foot H \
\Great toe H \
\46. Through metatarso-phalangeal joint H 14 \
\47. Part, with some loss of bone H 3 \
/Any other toe [ |
48. Through metatarso-phalangeal joint [ 3 |
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\49. Part, with some loss of bone H 1

\Two toes of one foot, excluding great toe H

|

|
50. Through metatarso-phalangeal joint [ 5 |
51. Part, with some loss of bone [ 2 |
\Three toes of one foot, excluding great toe H \
\52. Through metatarso-phalangeal joint H 6 \
\53. Part, with some loss of bone H 3 \
\Four toes of one foot, excluding great toe H \
\54. Through metatarso-phalangeal joint H 9 \
155. Part, with some loss of bone [ 3 |
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Signal detection at the European Mrs. Ana Hidalgo
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Distribution of the 25 more frequent adverse reactions included in serious and non
serious reports received for Celvapan™, Focetria™ and Pandemnriz™, 1st October
2002 to 30 April 2010,
Serious reports Mon-serious reports
Reaction{MedDRA % of all reactions Reaction (MedDRA % of all reactions
Preferred Term) (n=16365) Preferred Term) (n=20,159}
Pyrexia 4.4 Pyrexia 1.2
Headache 4.0 Hype rpyrexia 83
Mausea 26 Headache 59
Dizziness 24 Injection site pain 53
Myalgia 21 Vomiting 4.1
Paracsthesia 20 Mhyalgia 32
Vamiting 1.9 Mausea 3an
Chspnioea 1.9 Fatiguz 29
Fatigue 1.0 Diarrhoea 28
Malaise 1.9 Influerza-like 23
illness
Syncope 1.5 Pain in extremicy 1.9
Injection site pain -~ 1.4 Cough 1.7
Influenza-like 1.4 Dizziness 17
illness
Pain in extremity 1.4 Malaise 1.7
Chills 1.4 Rash LG
Arthralgia 1.4 Injection site L6
enythema
Asthenia 1.4 Injection site L5
swelling
Hypersensitivity 1.3 Chills 1.4
Cough 1.1 Abdominal pain 1.3
Diarrhoea 1.1 Decreased appetite 1.1
Anaphylactic 1.0 Arthralgia 1.1
reaction
Fain 09 Chrspnioea Lo
Hypoaesthesia 09 Paracsthesia 09
Hyperhydrosis 0.3 Injection site 0o
duration
Urticaria 0.3 Orophanymgeal 0o
pain
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=
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