CJIDIP 9/03

Draft minutes of Panel meeting
6" February 2003

Key facts

The draft has been circulated to members and amendments
included

Questions to the Panel

Members are asked whether any further changes are to be
made
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Minutes of the 8™ Meeting of the CJD Incidents Panel
6" February 2003, Department of Health, Wellington House, GG 16/17.
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L Welcome and apologies (CIDIP 8401

The Chair thanked members for aitending and smmounced the apolagies above, The Chair welcomed D
Peter Stnpsan who s attending today in the capacity of expert adviser on anaesthesin, The Chair
welcommed Dr Nicky Connor (Panel Medival Secrstariat) back froms maternity Ieave and thanked [
Peter Horby for his work covering tor Dr Connor. The chalr weleomed Helen Janecek who takes ap the
pest of Senior Administrator for the Panel Secretariat on 1 April 200% and is attending this meeting to

ohserve,

2. Changes s Panel Membership (CIDIP 842 &b}

The Chair said that Prof Smith has resigned from the Pane] as he i3 retiving from olinical practice. Prof
O reill has resigned from the Paned for family reasons. In Wis resignation Jetter Prof O Meill rafsed
some concerns about the wne of the Framework Document; this will discussed as part of Agenda tem
Yo, The Chair tharked both members for alf their hard work. Replacement Panel members will be
sought. The Chair reminded Members that they are appointed for their expertise, not as representatives

of particular groups.

ACTUIN: Secretariat/Chairman to seggest replacement Panel members to CMO

3. Hatification of the Minutes of the Last Meeting (CIDIP 8/43)

The minutes were agreed.

4, Matters ariging

4.1 Counselling Expert {CIDIP 8/04n)

At the last meeting members were asked to suggest names of experts who could provide formation
or the etfects of giving people bad news. The Secretariat reported that no further names had been put

forward for cansideration.
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The Secretariat had met the team looking after recipients of human growth hermone anid recommended

their counsetlor for consideration,

There was discussion as to whether the Panel requires someone with counselling expertise or with
expertse in breaking bud news. Members felt that these two areas of expertise were differemt, Whilsta
person witl individual experizace way being wseful skills, an academic approach might be more
helpful in advising the Panel on the best way o manage the breaking of bad news. Content expertise
was nol nesded so much as knowledge of principles and the general approach. {iher members
suggested approaching bodies such as hospice organisations or the Macmillan Trust,

The Chairman asked Members again 1o submit names for consideration to the Secretariat and he will
agree with the Secretariat a person speeification to ald the decision making,

ACTION: Chairman/Secretariat

4.4 Reuse of brain biopsy instraments {tabled papers: letters from Mr Marsh to Dr Edwards
and Mr Marsh to the President of the Society of British Neurvsurgeons (SBNS)

Mr Marsh explained that new guidelines are being drafied by SBNS on the reuse of brain biopsy
instraments. He will report back to the commitee in due course on the new guidelines, The guidelines
will recommend that theve are some situations in which instruments should not be re-used before »
definirive diagnosis has been reached. This will help ensure that brain bivpsy instrumsents are not re-

used after use on patients with CI0,

4.i#. Hospital Record Keeping {CIDIP 8/04h &¢)

The Secretarial wiote to the UMD who has replied agreeing that retaining hospital records for 8 vears is
inadequate given the long incubstion period of TSEs. The CMO has referred the matter 1o the
departmerntal records officer, Members were invited to send any further comments, If they wished,
directly to the records officer. One member felt that this request to retain recards for 20 years could

canse considerable logistival difficubties for some MHS Trusts, The general view was that the request

was reasonable and Inporiant, ACTHIN: Members
finalvirsion 8 meeting Page 3 of 13

WITN4505194_0004



4.iv. Haemophilia Dirvectors ¢CIDIP 8/044d)

The Secretariat presented the leiter sem to the Scottish Directorats and noted that haemophiliac patients
in Scotland hod been informed of porentinl exposure to conlaminated blood products.

It was agreed that there will be difficulties 25 everyone is working In a vacuam pending the completion

of the risk assessments on blood and plasma derivatives,

d.v. Post-mortem strategic brain blopsy (CIDIP 8/04¢ and tabled fetter from Prof Ironside to the
Secretariat).

The Seoretariat had baen asked to discuss with Prof [ronside the possibility of strategic brain biopsy as
an aliernative when a patient’s velatives have refused a fulf post-mortem, Prof Tronside said that
because of problems with sampling, one would need 10 do a craniotomy and open the shull anyway. He
said that another saggestion to blapsy the optic nerve would not help either since this can prodace a
false negative result, Prof ironside said that the only way 1o obtain a definite diagnosis s a fd {or

lmbtedy postanortem, and that a strategic biopsy Is not reliable.

4.vi. NHS Decontamination {CIDIP 8/1 1)
The Secretariat bas sent letters following PE 143 and this will be discussed under a later Agenda

et { i}

‘The Chairman asked if thers were other comments regarding matters arising from the last minutes, The
reprasentatives from the devolved administrations said they have not received letters putlining the new
arrangemnents for the Secretariat, DH observers sald that a public announcement will seed ta go out in
due course about the new arrangements which Dr Connor said should be in place in March,

ACTION: DE/Secretariat to inform all stakeholders about the new Secretariat arrangements

5. Public Summary (CIDIP 8/05)
The public summary of the October meeting was accepted with & minor carrection — that Panel
members are appotned by CMOs, not ministers.

ACTION: Secretariat to seek the agreement of the ACDPSEAC JWE 1o publish.
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B, Annual Report August T001702 {CIDIP 806)
This has been agreed by Panel Members and accepted by the ACDPSEAC Joint Working Group and
will be publishedt on the DH website. The Sevretarial will need o notify o wide range of people that

this hax happened.

One member asked for information from DH officials on the £260 million quoted in the Annual Report
as having been spent on decontamination. DM replied that this applied to England, snd thay the Panel
may find & preseniation on the current siauation in the 4 countries with regard o progress made an

decentamination wseful. This will be a future Agenda item.

it was noted, for future reference, that the Panel Terms of Beference no tonger reflect the
organisational structire of the WHE, It was agreed thatthe DH would identify generie terms that cover

alt UK health service arvangements which could be used to apdate the Terms of Reference.
ACTION: DH/Secretarint

7. Risk Assessments ~ oral progress reperts from the Department of Health

7.4, Blood and plasma derivatives

This has now been considered by expert commitiees and agreement is near 1o being reached on the
best approach. On plasma derivatives, three possible approaches to caloulating the risk were
eonsidersd, One has been rejested by the seientific committees and the second and third will be

presented n the final report,

A sub-grouap chaired by Prof Dame Lesley Southgate will meet on 10% April 2003 w ranslate the
existing risk assessments, and the uncertainty over which approach is best, into the Panel Framework
for advice, Invitees will be as follows:

The members of the sub-group:

Profs Banner, Jeffries, Ironside and Will and Drs Salmon, Wyatt, Ward and Hewie,
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The specialist advisers;

Mr David Gorsg OMSBTY, Mr Peter Foster (SHBTS), Mz Karen Pappenheim (Hoemophilia Soclety), Dr
Frank Hill {Heemophitia Cantre Doctors Qrganisation), Ms David Watters (Primary homunodeficiency
Association), Ms Helen Chapel (Primary Trmmunadeficiency Asseciation), Mr Tim Wallinzton {NBS).
Cservers from the devolved administrations: Drs Mock, Christiz and Sinimons.

Bepartment of Health Officials: Dr Philippa Bdwards, Mr Charles Lister and Wi Andre Harg

Panet Seeretariat D Poter Horby, ACTION : DH

7.0, Dental risk assessment
The Panel had a presentation by EOR (Department of Healthy in 2002 on an early drafl of the risk
assessment, The risk assessment loeked at two greas;

»  condact with Hingoal tonsd

« oot canal work.
The risk assessment will go 1o SEAL for infermation in April and be made public soon, A sub group of
the Fanel will be set up to frnslate the assessment into the Framework for Panel advice,

ACTION: Beereiariat to sef up the dentistry sub-group

7.ii Endoscopy Risk Assessment

Dr Ridgway chairs this sub-group of the JWG. The document predused by the sub-group will go in the
ACDPASEAC IWG revised galdance document as an annes. Responsibilisy for decontamination
procedures guidance rests with the JWk Previous advice on incidents involving endoscopes will peed
to be reviewed inthe Hght of the revised goidance. A further report from the DI will be os the Agenda
fosr the next Papel meeting.

ACTION: D Secretariat

%, Tissue Banks and Organ Donation Centres (CIDRIP 8/08)

A Department of Health Observer confirmed that the Panel is responsitle for advice in this ares bug
cokd not provide advice untl a visk assessment was completad on different rgans and tssues.
Peeliminary work on the appropeiate membership of a groop 1o cary out the risk assessment had heen

carried oul. The Chairman was advized 1o write 1o the CMO requesting this s undertaken as a priority.
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The Chairman undertook to reply Lo the leer from the President of the BATE and also o write to the

MO,

it was agreed that alf TSEx are to be considered. A member stated that there are two very different
areas involved a) tissee donation and by organ deaation. The view was expressed that the life-saving
and often wrgent navwre of organ donation sheuld be faken into account when developing
recommendations in this area, Care should be taken to avoid dissuading people from donating nr

FROCHV LY OTZEns.

It was also requested that the Department of Health should nclude in these discussions the issug of

testing donors of tissues io be stored Jong-term .. hemphoid tissues.

One member said there iy a discrepancy at the moment iy that tissue banks which are part of the blood
service receive mformation on CID patients whilst other banks, outside the bipod service, do not.

ACTHOM: Chairman/Secretariat letters & DH to set up group te carey out the risk sssessment

4. Framework Document (CIDIP 8109, §9%, 09¢, 09d)

Gt & i The Framework document was sent 1o the UK CMOs with a key issues paper on 4% October
2002. The Chairman is mesting the CMO on 14" Februgry 2003 and hoping for 2 decision. Members
agread that the Pancl is bandicapped n its work whilst agreement of the Framewnork Document remais

pending.

G.iii &iv. The Chairman said e regrets Prof O Neill’s resignation and that it was a pity that the points
made iy his fetter were not registered carfier. The Chatrman expressed his view that the points made are
of emphasis rather than substance. One member pointed ot & misunderstanding of the puture of the

database on page 2 of Prof O"Neill's letter,
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18, Communications toolkit
Prof Dame Lesley Southgate reported on a productive meeting which she had chaired on 14% January
2003 m review the draft communications toolkit prepared by PHLE, The group had defined the
purpose, terminoiogy ad tone of the documents and agreed there wounld be thres outputs:
»  (ne document for health care workers suppaorting patients {and anyone else who would fike
1o access technical and detailed information
»  One less technical document for patienty

e One documen: for fiading out more about the database

The docwments will be looked gver by experts in plain English and communicating health information.

There are nn more sub-group meetings planned. Minutes of the meeting of 14% January 2003 will he
circulated with the mintes of this Panel mecting. Further revision of the draft welkit will be

undertaken by email communication followed by presentation of the revised toolkit to the Panel.

The issue of funding was discussed by Panel members since PHLE will need funding to producs the
leatlets and develop a web-site presence. Tt was suggested that the tootkit should carry the CID
Incidents Panel loge since it pertaing {0 implementing Panel policy.

ACTION: Secretariat/DHsubgroup
L PE IS (CIDIP 8/11a & 2 tabled papers - [etter 17/1/03 from Br Edwards to Dir Lawler and

from Dr Campbell to Prof Banner dated 27/1/03)

Panel members will be aware that this incident attracted widespraad media coverage and will have
caused distress 1o the patients involved. The case involved the possible exposure of a number of
patients 1o instruments which had been used during o neoroswrgioal procedurs on a patiens
subsequently diagnosed as having probable sporadic CID. The Panel] has also received a complaing
from the Trust indicating that the Panel was unhelpful. The Chief Medical Officer requested Bl
Kirkup, the Regional Director of Public Health, w review the procedures followed in this incident and
some Panel members have had sight of a deaft of the report. Prof Jeffries has had the opportunity 1o

camment o the draft
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Cge the report is available, the Panel will be asked to consider whether, as a result of the findings and
recommendations in the report, any aspecis of the Pane!’s framework document or the way in which
the Panel works could be improved. It was agreed that detailed discussion of the issues raised by this
incident should be delayed uatl] the final report is availoble. The Department of Health agreed 1o

wmiorm Panel Members before the report is made public,

One member, who had seen the drafl report, requestad that the report come 10 the Panel as a serious

general questions raised about the Pane! would profit from discussion.

Agenda e as g
One member requested that the Panel have inpet ou press releases from DH on Panel matters, The DM

official confirmed that this was acceptable.

Consideration of the responses from the four CMOs to the Panel’s letter regarding decomamination
services will be deferred to the pext meeting when there will be & more detailed discassion on progress

w decontamination standards.

ACTION:DHSecretariat

1430 PTG IOU TS (CIDIP 811D

The Becretariat reporied that the Panel has been asked about surgery that has been performed on
patients copsidered “at risk” of CJD where ACDP/SEAC JWG guidanse has not bean followed. The
Framework Docunent considers previous surgery on CID patients but does not give advice on “at risk’
patients. This gap in advice will become an increasing problem as the size of the “at risk” population

ICreases.

Members agreed that the situaton will be glearer if the Framework Document and the revised

guidelings from the ACDP/SEAC TWG are approved by the MO,

There will be a need to ensure that there are ne gaps in policy therefore the Chalrman requested that a
suh-group is formed under the Chairmanship of Prof Jeffries to consider advice in relation to “at risk’
putientss, and the implications of the JWG guidance an the Framework Document.

ACTHIN: Seeretariat
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Plies:

This case volved internal fixation of a fracture on & patient recipient of injections of human-derived
gonadothrophin, Cine Panel member said he could have helptul information on the subject of husman
derived gonadatrophin in relation o this case and asked the Seoretariat to contact him. Human derived

gonadotrophin obtained from urine has not in the past been considered to pose a risk of CJI3

i owas noted that the letter for PY 163 sttes thay instriments were removed from quarantine on the
advice of one Panel member. The Panel agreod thar advice should come from the Panel, not individual
members and that whilst the Secretariat could act on behalf of the Pangl, this was only possible where
there was a clear pracedent. It was unwise for individuals o give advice hased on their own judgement.
This would not howsver change the advice givean i the letter.

ACTION: Secretariat

PLI6S:

This case invelved subseguent neurosurgery on patients exposed to surgical instrurments possibly
contaminated with sporadic CJD. The advice given not to withdraw the instruments would not set a
prevedent and was based on consideration of 2 number of factors. These factors included the time span
after the possible exposure, the fact that only a proportion of the patient iy the potentially sxposed
group will actually have been exposed o the instruments used on P 143, the numbers of
decontarnination cycles already carried out on the instruments and the fact that the re-nperations

carried out did not invelve extensive handling or dissection of CNS tissue,

There was some discussion about the acceptability of manual cleaning . Members requested a short
paper to be presented by NHS Estates sunumarising the latest situation on manual cleaning of
instruments. This will be an Agenda tem for the next meeting.

ALUTHON: Secretariat
PI178:

This case involved deral freaument on & patient with & grandparent who had familial CID.
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L (P I6G/186/190 and 3 tubled paper from Prof Bramble)

These cases irvolved giving advice on ineidents in which endosvopies had been carried out on putients
whese most likely diagnosis is aporadic CID but vOJD remains a possibility. The Secrerariat reported
that the advice regarding endoscopes is very clear but that this is not the vase for endosope accessories.,
The Papel members were asked whether they endorsed the advice given regarding the accessories in
these incidents and i 1t could # be used as a precedent in Purure similar cases. Also whether

mivrchangeable suction valves pose a significant comamination risk.

Prof Bramble explained that there I a rish of inoculation of potentially infectious tissue if an
instrument i5 not properly cleaned following biopsy. The greatest risk is following biupsy of intestinal

muensa Dwhich may contsin lymphoid tissug),

Prof Bramble described, with the aid of a diagram, the accessories involved in endoscopy. The
sirfwater channel cannot become contaminated with Hssue, The suction channel is the same as the
biopsy channe! and conld beeome contaminated. Inocuiation could occur when another set of biopsy
foreeps 13 put down the chasmel, The suctinn channe] and valve takes matter away from the petient and
since the suction valve &5 above the biopsy pott; there is no risk of inosultion of any tissue
comtaminating the suction valve. Members agreed theretore that, even if cleaning is not perfest the risk
of ingcafation from suction valves is low. Members agreed that interchangsable suction valves do not

pose a slgnificant risk of vnward transmission.

A discussion ensued on decontamination procedures and validation procedures and raining for

sadescopy eguipment. [t was recognised that MDA guidance was that aceessories should remain with
their parent endoscopes. Prof Bramble confirmed that the suction and iy and water valves., nowzle
throat spray and mowth guard are all kept iogether with their endoscope in his wnit and thar the rabber
biopsy ports {which cost panwce} are discarded immediately after use. This is not the case in ail units.

Prof Brambie also confinmed that ubtaining replacement valves when necessary is a straightforward

and speady progess.

The Panel agreed thar automated endescope washers do not pose a significant cross-infection risk,
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The Panel agreed that when moved to a “clean’ endoscope, contaminated interchangsable accessaries

are not likely to cross-contaminate the endoscope.

The Panel eadorsed the advice given in these incidents, Members agreed that the advice could be used

as » precedent in Rature similar pases.

it was noted thet newro-endoscopy and ENT endoscopy were speeial cases and the above advice relutes

only to gastrointestina! endoscopy. ACTION: Seeretariat

1Liv, PI 172

This incident tnvolved a patient who had been suspecied of having sporadic £ but was now
recovering and back uf home. Local chinteians had discussed the case with NCIDSU who think that any
form of CID s very anlikely, although they bave not assessed the patient. The Panel agreed that the

struments can be relsased from guarantine. ACTHEN: Secretariat

12, Endorsement of Advice provided since the fast meeting (CIDIP 8/12)
Incidents: PI 162, 164, 176,077,179,181,183,59,117,125.
BMembers endorsed the advice given in these cases and confiomed that the swme advice may be given in

future similar incidents,

13, AOR:

Retrospective considecation of CID casex:

A member asked if all CID cases are referred 1o the Panel. The answer was probably act. The fssue of
actively sscenaining all relevant medical provedures o all CID cases would need 1o he considered if

the Framework Document is accepted by the CMO. it was nated that the onws of reporting relavan

procedures 1w the Panel was clearly on the loval public health professional, not the relatives of patients.

Donation of nstraments:

A fugure agenda item was reguested on the issus of instruments being donated o charity and any

assosiated infection contral risks, AUTION: Secretariat
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A guery on a paediatric endoscope currently in gquarantine,
Prof Irenside asked if'a quarantined paediatric endoscope used on a patient with GSS could be reused
on the samwe patiens. After some discussion on the diswibution of tssue infectivity in GSS. it was
agreed that the epdoscope could be re-used.

ACTION ( DH
14, Bate of next mesting

MavJune 2003, Dute o be confirmed, ACTHON: Secretariat
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