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Prof Lowe reported that all Comprehensive Care Centres had been audited by 
the end of 2003 and copies of the findings had been sent to management in 

jp\c:\rn soff ce\winword\meetings\hdmins04.doc 

LOTH0000082_009_0001 



2~z 

the relevant Trusts. Other Haemophilia Centres had been audited according 
to a modified protocol. 
The results of the patient questionnaire on changing from plasma derived to 
recombinant products had been circulated. 

8 Prof Lowe asked whether SNBTS had pursued the provision dditional 
information for patients on the risks associated with plasma produc ith the 
Medicines and Healthcare products Regulatory Agency (M ). SN are 
looking into the possibility of generic information relating t a pro u s 
in conjunction with NHSQIS and are awaiting feedback. 
Prof Lowe would like enhanced information in a pa nt frie y f m o 
patients with acquired haemophilia. Mr Thompson i d wh i is it 
acquired haemophilia were treated with plasma e a duc r her than 
recombinant. Prof Ludlam explained that suc p Tents w us elderly 
and required large amounts of product. As from k n I ses is 
small it is reasonable to treat these patients la derived _ r  t. 

4. COAGULATION FACTOR WORKI PA (SC AND AND 
NORTHERN IRELAND) 16th AN 

4.1. 15th Annual Report 
Professor Ludlam's report h een ' c late d he spoke briefly on the 
topics covered. The membersh f e roup h mained much the same 
but he welcomed Mr Th o d repl d Mr Macmillan Douglas as 
National Director of S T

He welcomed th lopment o a fo r-factor Prothrombin Complex 
Concentrate and I oed clinical t i wou d be starting in the near future. 

He highlight d e it 
oVt JY

nd implicated plasma donations and 
recombine f ctor Vila,  both covered on the agenda. 

4.2. Appe .dix r d ct Us 
Miss Pe m e ed briefly on her paper on product usage and highlighted 
that the fiq fo vious years had now been adjusted following the finding 
I ~s tqear tha\i$u ~tq Yorkhill had been included in the Glasgow Royal 

el menthe f-tl~iat factor VIII usage is now at 5.71IU per inhabitant and 
ask 1ç'4 's compares with the EU and USA. Prof Ludlam confirmed that 
this fig r is o parable to other European countries and cited France as an 
example Pro Lowe notified the meeting that it was intended to submit a 

\\ proposal o\the Chief Scientist's Office within the next six months for funding 
a res a ch assistant to look at the factors affecting usage. 

4.3. demon SNBTS Product Range 

Reid spoke to her paper. The product licence application for Liberate®HT 
a been submitted in July 2003 but the MHRA have only just started the 

a sessment. 

A CTX has been granted for the four-factor concentrate and the protocol is in 
the process of finalisation. 
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The study of fibrinogen in congenitally deficient patients is ongoing but 
SNBTS planned to discuss the possibility of a biochemical endpoint for a 
study in patients with acquired deficiency with the MHRA at a meeting later in 
the month. 

5. vCJD INCIDENTS PANEL 

5.1. Update 
Dr Keel confirmed that SEHD were working closely v,~ith \ I H 
develop a coherent notification strategy. 

Professor Ludlam felt that a major issue was `t ciassi is atients 
should be placed in the notifiable group. If p i is who ceived 
implicated batches are notified then it is a st inevi bt that m'tr batches 
will be implicated in the future, which will r in ad ' ' al patients being 
notified jand. so r He was keen for all recipi t of Briti asma products 
to be notified as he considers this to e hrea ' g to th patients who 
fall into this group. Prof Lowe su o ' approach to treat all 
patients as high risk as it addre e two itio ssu ; individual patients 
desire to know whether they e receiv n imp ted batch and the 
problem that the data on w is patie ha ceived implicated batches 
may not be complete. Dr Kee s p h' ed wit is view but pointed out it 
would be preferable to d p c n 'stent p and it was clear that the 
clinicians treating im u i 'en tients re not in favour of this 
approach. In addi ' n the i s c c ation of infective dose and 
traceability are very fi It for so e f o er plasma products. 

Cq~ 
The judgemen on\\a'sproc curren y lies with theLincidents Panel and an 

lLti announceme as ' ipa for first week in July. Dr Keel enquired 
whether th u brella' oa d een agreed with Haemophilia Directors 
south of t e order. ro la i ormed her that it had and they would like 
all pati is / h d een fr ted for a hereditary bleeding disorder with a 
British ma d t since 1'9O included. Dr Keel asked if this has been 
communi d i iting to the Health Protection Agency and Prof Ludlam 
a ed to c ct ill to suggest this. 

k 1-

The I ch ounci4& condtictiri a study to gather information on 
p n ho r ceived implicated batches of plasma products. The 

a of Healt is to take forward a public consultation on the set up of 
a datt e atients who fall into the risk categories. 

5.2\ Future àtifiëation Strategy for New vCJD Implicated Donations 

he Prot c I agreed by the Coagulation Factor Working Party for adoption in 
'tbe t f future notifications had been circulated with the agenda papers. 

ro5F6ev(e wished it to be recorded formally that this had been discussed at 
Annual Meeting. Dr Armstrong commented that it made no mention of 

IEH or the Scottish Health Protection Organisation. Dr Reid responded by 
erving that the situation was evolving rapidly at present and the protocol 

ould be reviewed once guidance from the Incidents Panel had been 
published. 
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Dr Turner commented that in the past a significant proportion of the 
VA-S_S communication associated with such notifications had been managed by 

SNBTS and asked whether the Haemophilia Directors wished this to be the 
case in future. The Haemophilia Directors confirmed that they did. 

6. DATA TRANSFERIRECORDS - CONFIDENTIALITY 
Correspondence between Prof Ludlam, Dr Muir and Dr Swainson~ 
copy of the information leaflet for haemophilia patients regarding 
been included with the agenda papers. Prof Ludlam confirmed 
patients seemed happy with this.

7. HEPATITIS C 

7.1. 'Ex gratia' payment scheme 

nestj 
A letter from the SEHD on establishment of th iP 
for compensation was tabled at the 
his Hepatitis C positive patients inform'qg4m.4It

8. RECOMBINANT Vila USAG 

A 

I the scheme 
to write to all 

8.1. Haemophilia Use '7

This product is used t tr n inhi it s but is not funded through 
the contract with N . Dr B o n d that when last asked, the 
majority of Health Bo r did not ' h ' t be included but this view may 
change in future. 

Dr Armstron a quir h i i tors were a factor in the continuing 
upward tre d ' factor I us e Haemophilia Directors felt this was 
\mer-e~-likel t be d to a all mber of patients requiring high doses to 
cover 

Dr Foster d t incidence of inhibitors is recorded on the database and 
w r this i or n could be analysed to determine the reason for 
in ' i to nt. of Lowe explained that inhibitors are recorded but 
facto 'n r evelopment, such as a higher risk in some ethnic 
r s, not. ointed out that tolerisation as a treatment for inhibitors 

ha e n introduced in the last five years and this could have affected 

Non-Ha ophilia Us ge s v V-410 1
combi a t VII ` ` €-ef~eiee for emergency use in,4leeding 
ti sage at present throughout Scottish hospitals is small but could go 

op si, icantly. This could result in considerable expense for Health Boards 
Which is the reason for the questionnaire and audit. 

9. FACTOR VIII AND IX USAGE 
The present system for data collection is working well with figures available on a 
monthly basis to SNBTS and NSD. The usage of both factors VIII and IX is within 
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the predicted limits but the usage of factor VIII is still increasing and the Haemophilia 
Directors wish to investigate the reasons behind this. 

10. PROTHROMBIN COMPLEX CONCENTRATE (PCC) 

10.1. Four Factor PCC 
This had been covered in Dr Reid's report. 

FIBRINOGEN 
This had been covered in Dr Reid's report. 

1-2 - - FFBRIN-SE-ALANT --
This had been covered in Dr Reid's report. 

ADVERSE EVENTS 
No adverse events had been reported 

AOCB 
Professor Ludlam thanked Dr 

DATE OF NEXT M 
To be arranged. / 
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