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Dear Colleague, 

Re: Minutes of Meeting of CJD Incidents Panel, 22 — 23 February 2001 

Picac,: t ttd enclosed for a formation the lid. .signed minutes of the meeting of the 
UI) lhacidents Panel, lhelx.l on. 22%' - 23 1ebma:€yr 2001.. Many thanks to all of those 
who attended the meeting, and provided comments  on th :: draft minutes. 

.A. l those who attended the meetins of the Panel on the 4th June :should have received 
I copy of the draft m inutes o1 this meetwe for comment. Please contact Clare Mills 
liv rtae cl se of 31 ,. Italy with cm comments rou may have on these nitrates, if you 
have not already done so. A revised draft wil, be ci<culated at the m rt foIl meeting of 
the Panel for ratification ficatiorn. 

I would like to take this o portunitY to rc:tt7a:xcf you that the next full meeting of the 
Panel will tie held on ftursday 18  October , €01. from 1 { .00arn to approximately 
4.30lxna, in Avo.nmouth House, ti Avon nouth Stre:ct, London SE1. We look for and 
to seeing you there. 

Please feel free to contact Claire or myself ,t you have any queries. Claire can be 
co tat-tc l b'' phone on or alternatively by e- tail at: 

't, ours saaccre V 

GRO-C ; : -,-.---.---.---.---.---.---. 

I:) f'faali pa Ldwa.rds 
(dl) l.ucidcuts lea; ael Secretariat 
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Irate of Meeting of ,l) Incidents Panel 
22 23 February 2001, Hilton Bath City Hotel 

Attendees 
Chair man 
Professor l ii ban l Hai er F 1hicist, Professor of Moral and Social Theology, KIngs College, 

Llmversity of London 

members 
Professor Don Jeffries Vice Chairman, Viro ogist_, Si Bartholorr vc  's Hospital (iWO) 
Professor James Imnsidfe Neuropathologist, National CiC) Surveillance Unit (:IWO) 

r Tim Wyatt Consultant Microbiologist, Belfast (JWG) 
Dr Geoff Ridgway Consultant Microbioiogist, London (i W{..f 

Dr Noel Mill Pubic Health Laboratory +ervices,1 London 
Dr iii=land Salmon Public Health Laboratory Services, W es (I WO) 

,a ~Ms Sus acQueen Infection Control Nurses Association 

Professor Dame Lesley Royal Co  e of General Practitioners 
Soutir;iate 

Diana
~ -n

 Ki ss s
t

s Laws Faculty.
F  

of Manchester TMs 

Ms Jean ~n .3 E. n'. 

{University 

Lay Representative 
IIrr;fe ;sc>r- J hn 0'Neill Ethicist, Lan-as4er University 
ProfessorMike Bramble British Scckt5 ol`t_Jr tr cntcrcdogists: 
Professor Graham. Smith Royal. College ofAnaesthetists 
Mr Andrew Tu.11o Royal College of Ophthalmologists 
Ms Kate Woodh.ead !National Association of ,o atre Nurses 
Dr Pat Heewitt National Blood Authority 
Mr Henry Marsh Society of British Neurological Surgeons 
Professor I in ( ,:golce College of Obstetrician and z,ynaeeolog sts 

Secretariat 
Dr Pip Edrn arils t, J 0- DSP Policy Unit. DH 
Dr Nicky Connor t 1D! F SE Policy Unit, D1I 
Miss C I nrc IV ills (ID ;` LISP: Policy Unit, Dlf 

DN Officials. 
Dr Mary 0 Mahony Communicable Disease Branch, DII 
Mr Alan Harvey C.iD1 SSE Policy Unite DI.I 

Observers 
Dr Glenda Mock Department of Health, Social Services & Public Safety, Northern 

Ireland 
Dr Mike Simmons National Assembly of Wales 
Ms Carole Fry Communicable Diseases Branch, I 
Dr Martin Donaghv" Scottish Executive Health Directorate 

Expert Advisors 
Dr David Taylor Sedecon `itt(, 
Mr Charles Lister Blood Policy Unit, DI 
Mr John Bail'Barker instltote oI Sterile Sc rvice Management 

E 8/O61`OI 
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Mfr€ hwies 
M en hers 
Dr Mike Painter € utns trzeata in Co  nicable D se €s Control, ° Ianc,ltestc,r (,l `G) 

,'r Harry Cavton Lay ep£C%sz'. t't €€'.ie, tl 'heirraer s tLi  1v 

1':t c tc ssd r John Lwrkv Royal C4dkac a ` u, geori .;
Dr Steve Deacon Institute ofOceupati mai Health and Safety 
Dr H aster Ward . i atioeari C"11) Swveiilant e Unit 
PrL ldssur Peter l tutton Royal College of Anaesthetists 
Professor Len Doval Ethicin. Bartholomew's & Royal London School of 

; le lic inc & Dentistry 
Mr Luke Gormallvr I tI IE t.st, Lin acre Centre for Healthcare Ethics 

DL! Officials 
Mr Peter Jones CJDI BSE Policy Unit, DH 

Written comments were received from Dr Mike Painter (CJDIP 2/32). Professor Len 
Doyal (CJDIP 2/35t and Mr Luke Gormall ° (CJDIP 2/34). 

1. f"he ,'lair welcomed all present and thanked them for attending. The apologies 
,s ere a r.nounced as above. i`he group was i€mtar ied. that Professor John Collinge 
had rea geed (torn the Panel due to the pressures of time. He had however agreed 

to provide advice ttregr-iircd, 

2. The Chair expiunred that the pn=mmar ° purpose of the meeting was to discuss the 
main principles contained in the draft C_If.D Incident Guidance, which had been 
prepared  tr;rit:iag groups prior to the rureetin€g. The Guidance would then be 
redratted and presented to the Pauth at the next meeting in Jurte. :It would then he 
p<csented to the Si°IAG" ACI)P JWt a bath 'e a c ider consultation. 

he Panel was also requeste4l to advise on the management of the t cident; 
involving blood and biud products horn atr ou sons who later develop CJD. 

Sec -eta, is Pr visi n to ht21 CJ.P..:IY `341 
4. At the request of the Chairman the atterndir g DH officials withdrew from the 

n eettnofiat' the discussion of this item. (in tacit return, it was announced that the 
Chair would write to the CNIO renewing the r juest fir increased Liaison and eo-
33€dmanC3r'r between flee various bodies. eommiue,:'es and panels that advised on 

CI.I sues. 1[ was also requested ed that the Panel be supported by a dedicated 
Seere atiat with help 1:.a Other- utl"icaals. 

I iE~ ~ ref . irrtrtit; , _ t •a. S eetixa T iP '?1t1 
5. These were a.eteed >el j c;t to the fells inn tevi i.errrs; 
• Minute 11, LA: €¢"Ise€t snapshot between `Jastuies' and surv=ey' 

L. 6: replace ' would' with 'could' 
« Minute 21, L, 5: delete from 'trantsfusions' to end of sentence. 

Chairman's Initials;., GRO-C~ ,,.,...., Late', ~, <.' . ............ 

........... _ ..... 1 .. .. ....... .. I. ....... 

WITN4505128_0003 



L. .- insert DH and the between alert tire' and NBA' 
U. 8: insert as aap ropriale ate NBA' 

l 

att t t o z Oat v tared an I xat , ,gea i t -,.. 
i) Revised Terms of Reicrttice I{'oJf..t: I' i 02) 
6. 1 ;aese were agreed subcct to Clie : oi lowine revisions: s: 

Insert "der carts' a:adtct
Cnrxtc spelling o,' ̀ t:`rt.ttr:a lilt ,ira:l d Ia' 

ii) Indemnity 
7. Members were reminded that they had been provided with an iaadiernnity 9nraam to 

sign. '.Those roen'€he s who had not yet returned the signed :the m to the secretarial 
were regt.n'ted to do so. 

iifl Revised. Cade of Practice 
(camp 

2/ : ) 
8. It was requested that the document he amended to be appropriate the the whole of 

the I.': ... 
Action.; Secretariat 

9. The group was intbrmed that a Dee Declaration of interests them would he issued to 
members to c•,:araaplete and returt'a to t,ae seeretar aah_ 

Action. Members 

carart 

.Iaatrdst _tae ttrr€  C I1"),[n in # rtt.tctaaraa_ I  tI 1 I:. 
30 This had not been written by the drafting cutups and would needs extensive thither 

'revision prior to eonsrdd rat on at the next meeting 0f the Pand.. It was suggested stied: 
that it could he amended to include an outline of the pc')  rr context in which the 
Panel w as oiieratirr•_? this should include a clear explanation ti{gin of the cost said other 
issues that prevented adoption o.f'singlause instruments for all surgery'. 

11. 'The  ttt should also outline the broad principles and reussninc behind 
decisions reached in the guidancc. is should also be ';.wade clear that the document 
tsould be uva iii tie an ' s to :dl iw re ice ii r:i<Yt,• knook ledge 

e:toad 

r = 

:dl. 

12. There was a need to clarify the relationship between CJD and other health issues 
(such. as ISIVr, as we) as the difference between variant t, .: I.) (vt_.JI.)I and sporadic 

0111 

11. it %was 

important 

that issues st€ rounding. blood and 

blood 

products 

were not 

igraor'edl d.ie to the di  as ola' d. There was also a arced to recognise that 
deb ,ions r-ande =on blood orod.lucts vt'mildl ,rear ;s :ir,ternar ion a: in phea:atio as. 

- 

Cha:irrnar 

s 

initials 

- 

;_ . _ . _

GRO-C

. _ . _ . _ . _ . _ . _ . _._._. ........... 

D'at.e:

 .. . ..

. . .... .....
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Discussion rsf+ u€€ elines for CJl incident Risk ' ssessrnent +l '.TDII ? • JPI 
?12 t II 21 _L~9 
14. The group welcu rued Dr David Tudor and Mr John Barker who were attending 

the meeting as expert advisors, and had been members of the CJD Incident Risk 
Assess iie, ;t Drak!tir: Group. 

15. it was explained that the Risk Assessment Drahi ig Group, chaned by Dr Geoff 
Ridg vav, had met twice to revise and expand on the original nuidelines drafted by 
the DID Incident Expert Group (which had been chaired hY Professor Jeffries), 
The drafting grouri had also been asked to include assessment of the risk from 
blood and blood products. 

I6, A number of usefhl comments on the draft had been received from the Economics 
and Operational Research i ;nit of DH and these would be included in the revision. 

Risk Assessment 
17.  the Panel proceeded to discuss ttic document section by section. The changes and 

ciant cations proposed were noted by the secretariat and will be taken forward . 
with the Risk Assessment Drafting Group. 

i , (NOt; from the Secretariat: only the rrt r cr.s ues are inc'uccd in the minute) 

19, It as noted that the group had been intbrnied on infecth its, levels of ('51) by a:. 
number of experiments based on animal .models. It was believed that tissue 
itm#:ecti' tt ' levels ;_:-erg: ditforent for vCJD and the sporacie. t girt of the disease. 
Theref rre the draft guidance separated the two diseases. the guidance should 
clearly indicate the quality of- the data and. the source of the evidence (e.g. anima 
models) on which conclusions were reached. The quality of evidence should be 
€ escribed in Table I on tissue infeelivity, 

20. The introduction should also consider the type of surgery perfbrme - on 
subsequent patients (para. 13) 

21. Pie drab au,da,l€:;;`: as: urine d that the expimure leading to vCJD peaked 3r; 1{? 'f 
t .[,.e oars. .. f an ; washe Unease as thought to he linked to exposure to BSL, Th e 

gt oup was al Go ante:=rnied that i be incubation pen ioti Ii cures quoted i.n the guidar:lc - 
were irtiur-me i estnnates, and did net tare into account the possible role of genetic 
, s̀£!seept3hiity 

Rout.. of Transmission 
22,  It was requested t€ St the phra =... '-expe_funents have shown' In this section hr 

amended to wpenrucni's have seggres tee; or rir£l c: kte£1". as, th is phrrese kt"ore. 
accurately reflects the asvatlahie kiuii le€ he s'orduio of  i re E.iaoeunnei t as 

should be careful to reflect what is known and unknown. 

Dentistry 
23_ Table 2 included mnlho nation regarding the nilectivit„ levels of dental tissues. A 

GRO-C 
Chairman's  Initials

08/06/01 4 
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paper had been published which indicated that infectivity had been found in oral 
tissues in a hamster model. The drafting group had considered that dental 
operations involving € r.e tr"igei final weanglia and its nerve branches would have an 
equivalent risk of vCJD as t_ .NS operations. 

24, SF2AC had considered possible dental tissue infectivity and had requested a Risk 
Assessment  and further research 

22.5. Dental tissue from v'CJ 3 patients were. re. cununtly unavailable, It , as it was difficult to 

sample dental tissues at post nloitem without disfiguring the face. Studies would 
he conducted rx tiers less in -as  e methods o f tissue collection he ame available. 

26. It was suagested that root canal work on vCJD patients should viewed as, a clinical 
incident, which would have implications for the data gathering performed by the 
Ntid DSU and for incident management. It was also suggested that experts were 
needed to advise on the infectivity ty of dental  tissues. (See also minute 52) 

Instruments 
27_ I lie guidance stressed that cleaning, rather than autoclaving, is the key component 

ofdecontaminat_nip ini,lmr rants to prevent transmission of CID. 

28. lit was requested that this section of the guidance states that a major research 
programme is currently under way which co ki refine the figures quoted. Also, it 
should be stressed that disinfection t. ;cfimques were not applicable able to all 
appliances. 

Cleaning 
29. There was c id rr€: : to suggest that under r ideal conditions, bons, decontamination would 

produce a ltd reduction in coat um nation., rather than ip as quoted. Howe,, er,. 
there was evidence tf oni T7€ )eeo% tonne w,Fwn ofSdd t'( i` 1 4 d"i 333E tn s and Ui id s' 

ad?C act 1kv/icr, fiLlit.. ' (CJDIP 2/29) to suggest that current decontamination 

standards throu shout the health service were poor. Therefore, the guidance was: 
based on the more pessimistic estimate used in the Risk Assessment for Surgical. 
Ir:stran n's, "i'i: ; Panel requcstal to see the e 'id.ence from the Decontamination 
review perforused in England. 

Action.: Secretariat to seek permission to circulate the :Est lish 
Decontamination Review Survey to the panel 

[: outbin ed Effect of Decontamination 
?I I w an tr :f{ drs:_u..' e.(I the 'C. let>itt tlicaort' tp:-"ir~l"41.+n ''ii ,VtsiCI) 

suggested That contact alone with a contamina'ed instrument may be sudictent to 

result in intheticri. The Panel was irrltrrmed that, whilst the experiment was still ill 
progress, results to (late did not support this theory. Therefore, the Panel agreed 
that the draft >u dance need not take this hypothesis into account. 

31. There was also evidence of a 'plateau effect`, which assumed that at a certain 
point, deionta:miriailon does nothing, at all to r( ruo ieari(€iriir i inaterial, which is 

r 
G RO-C l 

Chairman's initials:. Date..
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fixed to the instrument in a very low quantity. Howe\-er, it was not known if it was 
st.ac;K onto the instrument i,adc[i rtely, : r if it r;rie?at eventually Come off when €ta 
contact with a patient. The graphs mu page 4 of the draft guidance were scenarios 
based on mouse models with very pcssiniistic assumptions. and some of wh ch 
took the plateau effect into account. The group agreed that the graphs should hL° 

included in the guidance, prcovrdad that they were fully explained. It v_ as noted 
that the title; on the 'Y' axis should be revised to likeli:hood of instrument bein g 
infective'. 

32. It was trotad that the risk assessments essments carried out by I:>CR and endorsed by SEA 
were poprrla roar based and thee could not be directly interpreted as risks in 
individual incidents. 

:,n doscopes 
33. 1 n group turned. to thscus,, flexible eridoscopes. which were known to he 

particularly hard to decrmtanunatc, as it was not possible: to suhiet them to 
autoc:lavinu. It was noted that au'iodaving reduces the 1 t expectancy of rigid 
scopes. and theraibr=e same trusts decontaminated these instruments in 
ulutaraldeirve which .s bellies d to fix the abnormai prior to instrurraerrts . This 
caused concern amongst some members col the group, and needed addr as; ng. 

Action: Secretariat to consider how to re-issue guidance regarding rigid 
endoseope decontamination 

Type of Operation — Categorisation by possible risk. 
34. This section had been taken from 'The Risk ;lymssm,.'iittbr Transmission of vCJD 

via Stirgh ai .lt.'.mu,nents: A Mode/lay tpprooeh aw Numerical Scenarios
(CJ..DIP 2/l.5g, which ':.cad been endorsed by S .Q .C. It was notad that the 
trigeminal nerves i erc cranial nerves and that tooth pulp contained trigeminal 
nerve branches. 

35. It was suggested that this section should be amended to include laryngeal masks to 
category 2 when used during tonsillectomy, as these were suhiect to heavy 
contamination with potentially infective material. The group also believed that the 
ocular classifications needed ;farther consideration. 

30, The group noted that CSF had been defined as medium risk by the JWG and that 
lamer puncture instruments should be single-use. 

37. Biopsy forceps used in the gastrointestinal tract could conic into contact with risk 
r-a ateriaai. and should therc,tbre be given to thc°r consid are t€on.. It was noted that 
these rr rgl€t. ,.an he traceable, even though the errdoscopes were. I.herc u%orc n;so 
some ,ynEaecological instrur.ients. such as, canulaae. which nay be used on 
lyrtrphoreticul€ar tissue and. which were drtlieu.lt to deeontan'imata and e vould need 
t`trrtl;er .he a lit. 

GRO-C 

0s 0601 

.......... ............................................... 
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38. The uroup agreed that the document as a whole should he amended ed to be more 
thorough regarding references, explan:;tio ns and reasoning behind decisions made. 
A prose form setting out the broad prinee.il, e points and the detafed ariiuments was 
needed. 

Annex 1 
39. It was agreed that the annexes ahould he amended to reflect the discussions 

outlined above regarding instrrrnnent decontamination, in consultation with 
specialists. 

'nnex2 
40. This section had been taken from (',DIP 2/I S, which had been endorsed by 

SE AC. The Panel ag_ec€t- that the ctrrsern, fist could be used as a framework and 
altered if considered appropriate, following advice from specialists and experts in 
the relevant areas. 

4l The Chairman indicated that there remained a lot of work to do en the ,guidance 
and that, although the Panel had no criticisms of the individuals comprising the 
current seere.anat, insrrti cierrt resources had been provided to deliver the work 
required by June. The DH would need to address the issue of the secretariat and 
coordination as a matte of urgency 
Action: D I officials to consider secretariat provision of Panel, and methods of 

increasing co-ordination of committees 

Draft guidance on Ci,l) Incident Risk Management (CJDIP 2/0oo- jDIP 2,:30).
42. lire risk management draP n£ group, chaired by Pmihssor Dame Lesley 

Southgate, had met t twice to revise the guidelines contained within the original 
guidance pre' iou 'y presented to the group. The drafting group had agreed the 
basic principles of incident management as. 

• To provide the public with as much in.iormation as possible about the risk of 
CJ.D in the healthca°e ieuuig 

• To aim to increase scientific understanding of the possible risks of 
transmitting CJD in the healthcare setting 

• "tin rrisc the possibility of doing harm to either society in general or to the 
individual

• Balance the individual's right to know' and `right not to know' about possible 
exposure to risk, 

4`;. `l he Panel s€ rnestecl that the principles of die Public Awareness should conic 
forward to th.e he :nnino of th is is section. 

ffi
-

Chair ri n's Initials...................t -.-.-.-.- . , ...... <. , .. _ . Date
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44. Written counrl:nts led been received from. Professor Doyal (CJDIP 2/35), who 
challenged the mechanisms rut] inert  in the draft guidance, but did not disagree 
with the main pruic°.iples. 

Public Health Action 
45. It b as suggested h..t 'he word Ezrsa35i~-e' medical procedure's in this section. 

needed defi in,e, R rev ink. the i..,c7ral r;f dc 4 eloped for H.IV iuci, e at management 
might be helpful in this. 

Investigation, Step f — Identifying possible ea posur•es to :lit in a healthcare 
setting 
46. It was agreed that paragraph 3,4 needed rewording to clarify who was responsible 

for contacting the local Consultant in Communicable Disease Control tt t;.t.)t 
with the details of an incident, as this r ::spon. ih litv did not fail within the remit of 
tIe National C D Surveillant Unit (, lCi1) t;l. It would also he beneficial to 
include a definition of a: < :uspecd case of eCJD. Professor Will of the NCJDSt: 
had recently written to the: secretarial  regarding this, and his letter would be 
circulated to the Panel. 

Action: Secretariat to circulate Professor 'Will,s letter 

47. The mode of keeping the devolved administrations informed of every incident 
needed further corrsacl rt do r 

Action: Chairman to meet with officials from devolved administration 

lnsestigaation, Step 2— Initial information collection 
4t, .l. he phrase '.medical devices' should be c laritied (possibly by using the definition 

prros'ided € r: the ' `licr.shioktrgy Advrtoty Cowin-tace '`FI a'ntal'). 

Investigation, Step 3 — Initial appraisal and control measures 
49, Paragraph raaph 3.13 should be amended to clearlr s=uite that instruments should be 

raterr?:i.t, ct and quarantined by a. '.f•rust as soon as a case ofCii) is suspected. it was 
anticipated that ira the tulure; local tearrr.s e:ouki manage the early stage of an 

incident. the wording sl ou d reflect the es olving nature of the gu.ideitnes. 

50. It was suggested that in order to telly implement the actions outlined in the draft 
rar,aaa>t e:rrac<at grntetrrnes, there should be 24-hour access to the Panel secretariat 
and that further thought should be given to this possibility. It was suygLsted :::scat 
the Cot€m un.icubic: Disease Surveillance Centre had an appropriate sat ulp for 2.4 
hour on calf rrnethca&l cover.. 

Investigation. Step 4 ..W Further information to characterise risk. 
51. It e as anticipated that a ptoidrrna would e i::.sued for each incident, t'lhe i IIS 

should ].e wade ful'rt an ne of the i.>:,u is end be, 1 i epared to n,aar.age an i.ra.cident if 

-•-•-•-•-•-•-•-•-•-, 
GRO-C 
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52. It was noted that dentistry remained au ai,:a of cwpernsc lacking on the Panel, and 
it visas suggested that a ralrt setatbit_wcr front the British Ocatal Association be 
included as a member. l'he B[ )A were currently, workuig on UI_t gu idat-rcc, and it 
somas iu pot-taot that all. guidance on this issue slicu.ld he consistent. (See also 
n nae2t; ), 

rct€tan: SecretarIat to request CIIO to appoint a representative of British Dental 
Association to the Panel 

Iaaw estigation. Step S..., Risk assessment 
53. Neurological erndosccpes women- recognised as an area al concern, as the were in 

contact wad high risk tissues, were ditties it to decontaminate ittaat eticctiv'ely and wuarc 
ottct< not traceable. The 1711 po iey- on tracing undoseopw needed clarifying and 
ii elude! in the -Lida:ice. 

54. It was proposed that quarantined instruments could be used iss tth informed patient 
consent l in sortie emergency ..its atiens, f ins issue caused concern amongst some 
members s of the Panel and needed further discussion. 

55. An explanation of as by it was not acceptable to subject instruments to further 
dccoratt.rnination civics and then return them to use: was also rcquirccl. 

Public .Health t Management 
Sic. , Following careful consideration of the balance between the pursuit of knowledge 

and individual patient cm-,  the gnmq) ltad. :suggested that a database of cohort 
patients could be des ised, the e istence: of which could be niaced in the public 
domain. The database wwould contain detail of patients who were considered to 
have possthl v been exposed to a ask of CII). Data could be t attc.r<d on these 
patients in order to gain knowledge about the risks from medical interventions. 

57. The .Patel agreed that the scientific c just-ifcat on. underling the general principle 
of et.ahiishirig a database o_ f coleus required t: iplaan::ation. This would be heinfu 
in the future tot' dctun €Ag: hiss pc;run `t.ers of risk' ssaaeiatesi With tins disease, 

5g, Where any of those patients was considered by the Panel to have been placed at a 
significant h igh risk ut :expo u:ra, tl€c;r would be actively contacted, They would 
b, iuibrmwxI of their possible :Cnsk ni egmsm'.. lit (uds'i to ads we them against 
d.or.uit.a. nt bloods organs, and to advise on prccauuous to be taken it they were to 
undergo,sutg.er  ., as iicy might  pose a t isl•, to others, ii as acknow led ed. that this 
mould be a burden of esicrination to die indisidual. but this was considered as 
usiiliable on general  public Stealth protection grounds.. 

51 , Some members of the Panel expressed concern over each' e:y, tnfbr.ming anV}.

patient. It was agreed that this would require further discussion. 

GRO-C 
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Instruments 
60. The k oup agreed that the number of cecontamin a ion cycles that would render an,

instrument fit for re-use would r-egeire further thought and discussion, ar,4 she=uld 
be seen togcthe ru th the risk assessniml gutdiance, It should be emphasised that 
these rules should be seen 5s gµuidrlh e and that ins€t ume_nt complexity should be 
taken into account when reaching decisions. 

61. It was suggested that it would be hclpthl to include a representative oli e Institute 
of Sterile Se:ry iec: Management (SSM l in a member of the 'Panel, who could help 
to advise on tIn s issue. 

Action: Secretariat to request C: € to appoint a representative of the Institute 
of Sterile Service MIanagenaetrt to the Panel 

62. It was suggested that views of the public on the guidance could be helpful, e_g. by 
a citizen's p=ane'. This should be further considered at the next meeting of the 
Panel in June. 

Locus€rf Re € nsihilrty for incident Foilrr  {C , M I l7t..€ I I_l 
(I t, 1 his paper- had been requested by Panel members arty.i clinicians in order to clr}=i v 

- ho is responsible for ensuring that appropt'iate action is taken renardin{3 t~iD 
incidents, it was ea<nla ted that the i'Osptt rl 

.l 
Dist, primary xy care provider was 

responsible for taking action suggested by the Panel. The hlealth. Authority has 
responsibility for ensuring thhat suitaLile measures are taken to protect public 
health, Panel advice should thcrcds e t;:: prro <ided to the Trust or primary care unit 
involved, hut copied to the governing Health Authority (or l-Jeali r 1.3oard). 

Report to the SEA .1-AC J _JW C _(C: Tf iL /0 's) 
64. 

'i 
he. framework: document was agreed as ,:gat sf, ctory and the Secretariat was 

requested to r roccod with the drafting of the. report on this basis. Members were-
requested to send civ comments in vsn t,inv to the Sec reran at. 

21J 7Ac.°,: 1)1 t 
65, The group was uifbnned that th is case i av°o:lvcd an appendnectomv on a v€ il. 

patient. The instruments were not. Taceannle and therefore the :,ohort of patients 
was large and Al dci ne€l. In the light caf this ,raf,€ aaattrata, the Panel agreed that 
there would be no possibility of a useful .follow-Lip. However, the. Panel reserved 
the right to consider whether the cohort of patients.; s Lou i be included on the 
database proposed in the draft Panel Guidance Docwnent. 

66. 1 he se incidents involved the same patient, who bad undergone procedures in two 
hospitals. The incident investigating team comprised members from both 
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hospitals, and had provided a de i ed analysis of lie incidetnt,, to the Pataeal. A sub 
group of the Panel had met to discuss the case, but outstandin,, questions remained. 
retarding, the identification of any 'at risk' groups and if i€nstrunie:nts, still in 
quarantine should be retunied to use. 

67. The group agreed that there were no patients who would be classified as being in a 
`high risk of being exposed' group, However, the Panel reserved the right to 
consider whether the cohort of patients should be included, on the database 
proposed in the drat Panel Guidance Doewneras, Therefore, a publicity campaign 
may need to be under €aken, 

tits; The W>dsnam forceps should be destroyed as an cxt€-a.-precaut.ionary measure, as 
these had been exposed to a 'nm.ediun .isk of possible contamination with 
h.-mphoreticular• tissue, were rather difficult to clean and the Panel were not 
e€nnf dent that they could be guaranteed to have undergone at least 10 
decontamination cycles. It was agreed that all remainin, instruments could be 
classified as ]esw risk' and could he returned to use. 

Vii, 7. + ;,,. l DI 1.. :`. lMl 

09. 1 t ie group had beery provided with tabled paper CJD P 211.1, and welcomed e Mr 
Charles Lister f•orn the Blood .policy .nit in DH, who was attending the meeting' 
as an ofik ial. 

ti

70, The incident involved pooled blood products derived, from plasma, winch 
included f lawn. donated in 19% and 1997 by a person who later developed 
vt..J1'), he possible size of the cohort could be up to 40, h.Ot;) patients. Other parts 
of the donor's blood may have been used in labile blood components. .Howe:,,,cr.. 
the NBA was not currently in a position to c.:oni'irni this as yet. 

71. The incident was reported in December 2000, 1 he MCA had instructed the 
product rxr anu facturers, B i 0 Products Laboratory, to in iorna hospitals of the 
implicated batch numbers. Na reca'l was necessary, as all products were beyond 
their expiry date. In January, the 1-Ittent€ophilia Societe and the Primary 
l€ n-m mndef ciencv Assoeia_io , had notified their members of the incident and the 
UK Haemophilia 1. octors Organisation had written to Haernophilia Centre 
Directors advising them on how to handle engwres from patients, Specific 
guidance in relation to alter patents had not been issued_ A draft  paper from the 
Deputy Chief Medical Officer was provided for cone-ne€ ° (tabled paper CJDIP 

t 1) and Panel advice seas requested regarding what infb.rnrat on should be 
provided to other patients regarrding, the risk: of transmission.. 

72. The Panel was inforaned that there was sonic experimental animal evidence to 
suggest vCJD infectivity in blood and that this should be noted in the letter. To 
date there is no epidemiological evidence in humans to support this, but it is too 
early in the course. of the epidemic to confirm. whether infectivity is present or not. 
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73. The Panel had a erred that the risk assessment in the Panel guidance do,curre u 
( d[HP 2105€ .fake€ d that haemophiliac recipients of the i pi caLed plasma 
dlert,.ed products, woukii not pose a sigi.ifie.ant risk to others. Therdbre special. 
precautions would not, be tcc!'•nime:id'ed tc 1 were to undergo ;sui ery. it was 
noted thaat one recipient lad already had surgery delayed •ad because of concerns over 
the risk to subsequent natl _rtts froru1 surgical instru:" tents. It was noted that the 
actions of the Harriaopuili<i Somety had resulted is directly informing patients 
without out alloying for a right not to knew". ffifn%aever, it was recognised that 
haemophiliacs represented a special group of patients who receive particular ,arc 
from their clinicians and who had already experienced the threat of in ̂ .ect ion Porn 
products. The Panel expressed concern over a number of poi ats in the draft letter 
bid cousirered it was not possible to cover all these in detail at the e €late.. It was 
pointed out that the term 'counselling' is as used inappropriately in pl aces. It was 
suggested that the Panel use the same definition as provided in 'Jlraa a;n 
. enidu ilicrn and 7`r rt t ,,Fkiev.,•Irdt ck am Cod' of`Practice'.. 

74 The Panel recognised the importance of providing advice on this matter in a 
ti.nelvr mariner, It was agreed that a subgroup of relevant experts on the Panel 
won  meet as soc ii as p'ssible to further discuss this incident and report back to 
Mr Listen and the NB. with their advice., The Deputy (,.'l ief Medical Officer and 
the I )H were free to pros ide advice in thetzmeantime without the Panel's comment, 
but this would not receive the support of the Panel. 

75. It was noted that this was the third incident involving blood products and it may 
he necessary to return to the Panel for ads ice on the two earlier incidents. 

7b. Ibis i:nctdent involved thoracte surgery on a ' N<'.11.) patient. l be instruments had 
been traceable, and the hospital had made the decision to destrot €:lean.. It was 
understood that the hospita l would be able to iderat iv the cohort. including the 
patient ini€i e liately fntiosstag the index case, . mallsubgroup of the panel had 
met with the incident team awl requested further intbrrnation to be collated on the 
Operations pet formed on subsequent patients. l he team were in the process of 
doing this. 

77. The Panel agreed that some patients could be in an. 'at risk' group, as there was a 
pdas hi it\ of contact with Ivmphoretictalar tissue, _t was suggested that a. subgroup 
of the Panel should meet tc discuss the case once the tnctdettt team ltad collated 
ii ' injuesred inihirnation, It was also :lade tested that the incident Leant be asked to y 
identi m tl'e Prst teN jai. ents to has  endern ne procedures using the implicated 
irist.rurnenta. I`he details o. the criteria on which the hit risk' group would be 
identified was to be decided. ed. 

. Fi-te Panel agreed €dial, as further public l.en tli action may need to be taken (i.e. 
in forming patients). the process of information gatoering should be expedited. 

-.-.-.-.-.-. 

Cfaai tna is ltsitials:_.l GRO-C I 

08 flab;}t 

WITN4505128_0013 



P121 (U 1MP 2A." .3)2,`131 
9. 1lie i aeident involved sporadic JD and re,-  useable prisms twhich are non-

a .tosclavaal le:l in contact wtth the cornea. The prisms were no loner in .t€se and 
were not traceable, 

59 'I ac Panel aaerced that it is not possible to exclude the ikeli o€ d that conical 
epithelial cells t; asp have contaminated the tonoweter, which might ;ltt therefore raise 
the possibility of Lontaarnination with < t, ansa:raissible agent Hiowever, tonometry 
hats not been a recognised risk thetor i ar sporadic CJf), and the amount of tissue 

hie a would. he likely to contaminate the t£ttoaa:e to head would be very small. 
indeed and may well he removed by area hang.. The risk was also reduced, as the 
st.rg :ry '%aas 1€9 Years prior- to the onset of symptoms, at which urla.e infectivity 
levels in t1le eye were expected to he considorabl lower than the aa,ai,it maim inlue 
tic this ti sue. However, the Panel reserved the right to consider  whether the 
cohort of patients should be included n the database proposed in the draft Panel. 
(Juidaarce document. 

(Note added Etter arae- rrr.gt See: 'M.rtters Arising' in the Minutes of the meeting of 
the t,JU lncidcr€t Panel in June 391 1.) 

Si . This incident highlighted the need for additional ee,nida=ace on the issue of ocular 
tissue itatecti\ ate°, it was aereed that the Secretariat vou1d write to the Chair of the 
JWG requesting advice. 

Action: Secretariat to write to Chair oIJWG 

P.1..
. The Panel agreed that this case would need caa,etal consideration and discussion. 
'lhe group was nlhrmed that work was in progress regarding the safety and risks 
posed from dialysis lcf<,is achines. It was agreed that a working party would look at 
this .issue at a later date, .I he Secretariat would write to the t "hair of the TWA 
requesting that a working party- look at dim t;<St=C and Provide advice. 

Action: Secretariat to approach Chair of, WG 

Utters.:Issued__from_thePanel i tc.e, .lNo ,ember 2000.__ _ ' ~sl! 3 p. x if 
3, Members ambers were content with the contents of the letters is sue .t to clinicians sine 

the last meeting of the Panel in Novettiber. i he Secretariat agreed to write to any 
outstanding cases to into rttt theca of. the ma tt decisions that had been reached in 
the meeting, 

Action; Secretariat 

.Database of Incidents (CJDIP 211.4 
84. I his item was not discussed at the meeting due to lack of tinge. 
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Any O hr t Business 
85. It was suggested that the ar awic a tl::e meeting e ntEia lm ,ar, :tr de av aiftble. to 

the public. It was ("ee 6 ted thu names  .$o'ulld b,.` euinved 'torn €.£ inum'ss 41

event.. 

date +f;Next a eel,t r 
86. it 'kY%as aucipated tint the ue\t meeting o4 t.ht full Pawi would !.w ,rcld in June 

2001. The recr etar l ax  r._sui t i?a1'i2r€r.r mcn.bes of the details em e a date had been 
arrw-Tod. 

ttrntrm :. f.: ction.. eoi: tts 
• the minutes of the meeting of November 2000 to be amended as requested by 

Pastel members 
• The secre°.anal to redraft guidance in consultation w]tb dra:ttng groups and re 

circ.late to the Panel for discussion in Jute. 
• A sub -group of the :l';: net to meet to further visa ass case :l i 

`I.7 

• Permission to €rc son eht to provide a copy of the \ flS t st.aoes Decontamination 
Review to Panel nnn he's, 

• Secretariat to request CMO to appoint a representative .from ISSM and BDA to 
the .Panel. 

• (hait°m.tn of Ps nell to meet with devolved administrations 
• Sec etw iat to contact the Chair of the 1WO, requesting advice regarding ocular 

t scuue i rfcctiv ity and dialysis machines. 

• CJD Instrument Risk. Assessment Summary (CJDIP 2/.I S1 
• ItSF. Inquiry Summary (C:JTMP 2/1161 
• Er ,J t,ten Lip list {t.: .) P 2/17) 
• Updated Cii) Incident I ist i(.' :11111' 2/18 & CJDI? 2118A) 
• Meeting attendees and. apo1 g e i(:°JDIP 2/23) 
• 1 f 

itel. horn .Dr Wf i P ::tc "sno  4C.J MP 2/25) 
• Lan act from Guanlia€r, I dli: "Ci.) risk- 'Right to .Know' plan" (CJOIP 2/20) 
• Paper: i atroge. aie t reutaidl It-.Iaa . rb Disease at the aullc.uuurn' (CJ I.P 2/22) 
• Letter to .' 1 0 recaardin{g donating eudosc.e es to developing countries (CJDIP 

2/31) 
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