CONFIDENTIAL CJIDIP 17/08b

CJD Incidents Panel meeting ~ 7™ Ssptember 2005
Recommendations to Chisf Medical Officers

Orither recipients of donors to vCJD cases

The C.0D Incidents Pansi mesting on 7" September 2005 considered what actions should be taken with
respect o other recipients of biood from ‘atrisk’ donors 1© vCJID cases. The recommendations are
summarisaed below, followad by some background information and more delatied recommendations.

Summary of recommendationg

1. For cases where the number of donors is low, and the implied risk for each other recipient is wall
shove 1%, the Panel in general would advise that ather recipients should be traced, informed of their
poteniial exposure 10 vO.JD and considersd as ‘potentially ab-risk of vGJD for public health purposes’.
{Detailed recommandations 1-5)

2. For cases whers the number of donors is high (say, more than ~83), and the implied risk for each
other recipient falls ciose o or batow 1%, the Panel reguests further risk assessmant and discussion
on which to base decisions for each case. (Delailed recommendations 6-8)

3. The Panel's proposal for uninformed monitoring of individuais at low or uncertain increasead risk of
CJD should be urgently developed (by HPA) and considered {(by sthics commitiee and CMOs) in
order o provide this oplion for other recipients whose implied risk falls close o or clearly below 1%,
and for oiher recipients whose Iransfusion detalls are unceriain,

Backaround Information

The mesting of the CJDIP on 11" May considared the implications of the ESOR risk assessment for
donors to vCJO cases (the ‘revarse’ risk assessmaet), and made recommendations that wers
subsequently approved by the Chief Medical Officers {CMOs).

These recommendations includsd {recommendation no 18 from 117 May):

“It was noted that the recipients of the other donations from these donors should be already excluded
from donating blood by the UKBS current donor selection guideline that excludes praviously transfused
individuals. The risk-classification of these recipienis, the public health precautions refating to surgical
instruments that should be advised for these recipienis, and the polential value of monitoring this group
of recipients io enhanca the asceriainment of vC.JD related disease shouid be considered in detail at the
nexi CUDIP meeting {September 2008).7

Table 1 summarises the available information abou! the other donations history of the donors to the thres
recipients who later developed vC.ID {with transfusion suspactad as source of infection, but no infected
donor identified) identified to dale.

The 110 dorors to these 3 vCJD cases have made approximately 3,000 donations. # can be eslimaied
that approximately 3,600 compoenents may have bezn issued for transfusion, and thai tracing these
componants issued for transfusion could be expactad to identify approximately 2,400 recipients, of which
arpund 1,000 are expected 1o be alive In 2008, 1t s further estimated that confirmation of the unit
transfused would be found in patients’ notas of between 858% and 84% of patients.
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Table 1 Summary of ‘at-risk’ donors and their other recipients, associated with 3 vCJD-cases
where transfusion ls suspected as a source of vC.JD infection (hy THER study, to 28th July 2085},

L ydn | Numberof  © Total number of donations’ Estimated”® and Estimated | Estimated
| case: iqm.%gn%&s_ by the donors to this case observed® number | pumberof | number of
iransiused e e f blood identifiable | identifiable
ear first: year last @
fysarof ty y . ' somponents issued | recipients® fiving
transfusion} {rus. per donor] for transfusion reciplents”
Mo 1 103 {1983} 2830 (18882005 Eel 3.512 2,353 318

fmedian 23, rangs 1122} Otmt NA

PMeZ 3 {1883 6 {1988 200 Est 25 17 ¥
i {3, 8, 11] O 24

Mo 3 4 {1554} 144 {1888:2008} Eat 88114 44-T8 17-30
[24; 28; 30, 3 O 1088.2004:22
31 since 1998

| Total 119 2,964 Est:~3,600 ~2,400 ~BE

Frove blosd sendcg records of “pavious donstions” — based o recorded previvus sttendances amd o sefveport fone donor at
PRGHBIENDT 0N Syslam,
* Rew Annex 2 for Rl st of sther donations by each dongr,
¥ Based on assumptions: donstion e corred; 4.7 components sradused per donstion, 3% of components issuss oy
wransfusion.
* Digta from NBS/SNETS.
¥ Based on assumplions: irsnstused recipiens identifiabie fur 57% of components ssued o7 iransfusion; 38% of recipienis not
ko 2 e dead af Bas of Tacing, e ~20% of components sre Uavaalis o fvng reciplenis)
ME, Assurptions am argely based on date om English 1OV leokback that saned in 1985 o trace componends issued 1880
1201 {Lae 4 10 15 vonrs peavioushyd, Tha ssimated identifiabie resipients oy cormpanents issued for ttansfusion may be gn
urderastimate for & vOJD lookbaoy slariing in 2008 for components issund 1 o 10 years ediier {and not including the sarly 1580}
The estimation of fiving reoipients s tkely 10 be corect 83 ihe majoriy of mosielty is during the fingt 12 mosihs post-iransiusion, B
Rk an owes oy under-astiroate ¥ poat-tiaaslusion monality has deoreased o inaressed sinos TR,

The conclusions of ihe CJD Incidents Pansion 7° September 2005 are summarised below. Not il
issues were resoived and these recommaeandations thereforg includs further work 1o be dong fo
develop the Panel’s position regarding other recipients of bood from donors o vO4D cases, as
well a5 actions o be taken foreard for the cases identified to dale.

Cases 2and 3 in Tabls 1

1. For cases whers the number of donors is low {see 8.3}, such that the implied risk for each other
reciplent is wall sbove 1% (even ¥ the transmission probabdity is taken (o be less than Y and as
ow as ~0.38), the Panet wishes to reviswicontirm each decision individuslly, but in general would
agvise that other reciplents should be raced, informed of thelr polential exposurs (5 wG30 and
coneidersd 3% ‘potentially abvisk of vCJ30 oy public health purposes’.

Feciplents of blood from donors invehead inoase 2 and case 3 in Table 1 are io be considersd a5
i this category.

2. The Pansl does not racomimend any restiction to the Bacing of blood companents from al-risk’
dorrs based on likelihond of succeseiul tracing (8.9, by year of issue).

3. The Panst therafore recommentds the UK Blood Serdves are asked 1o begin rating (hrough
thalr records and with collaboration of bosphial blood banks and patient notas) the recipients of al
components issusd for ransfusion from the donors (w7} 0 thess cases.

4. Bafors klentified recipients are informed of thelr pofential exposurg, the Panel wishes o be
assured of the correct identification of these palients. The Panel recommends this can be agsurad
anly by finding confirmation of the undt rumber ransfused in the patient’s notese For recipients
witere this confirmation cannat be found, the Panst recommensds the dentified recipient is not
informed, but is considered for unindormed monitoring {subject to approval -~ see 811

&, The Panel recommends that identifind reciplents fwith confirmation of unit in notes) are nolified

by the UK Blood Services and the Health Protsction AgancyfHealth Protection Sootland, in

goliaboration with the patient’s wimary oarer ususlly GPY andfor hoapiial clinician and locat Health
Xyt 2
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Protection Units. The Panel advises that this notification should procsad as and when the
necessary information from tracing is obtained. This should be seen as the continuation of the
precautionary measures surrounding these cases that were announcad on 20% July 2008,

Case fin Table |

8. For cases where the number of donors is high (see 8.2), such that the implied risk for each
other recipient falls close o or below 1%, the Panel wishes {0 see the results of further risk
assessment and discuss the issues further.

Recipients of bload from donors involved in case 1 in Table 1 are to be considersd as in this
category.

7. The Panei wishes fo review such cases individually, in the light of further risk assesasment and
discussion, in order 10 decide whether these recipients should alsoe be traced, informed and
considerad as ‘potentially at-risk for public health purposes’ or should be entered inlo uninformed
monitoring {(subject (o approval — see 8.1}

8. The Panel notes the quantily of work involved in tracing the components invelved in such cases
and does not recommend the tracing of these componanis (involved in case 1) by the UK Blood
Services and hospitals at this time —~ pending further discussion and recommendations,

Further work
2. The Panel reguesis the following further work for its review prior to its final decision about case
1 and other similar cases involving large numbers of donors:

8.1 Development and implementation - after approval - of the Panel's proposal for
uninformed monitoring of individuals at fow or unceriain increased risk of vCJB. This
should enable an option of g} long-term monioring and enhanced ascertainment of vOJID
onset for other recipients who are not considered as 'at-risk’ and actively informed of thekr
potaniial axposure to vOJID, and b} safe-keeping of these individuals’ detalls for
netification andfor offering of vCJD testing or traalment in future, if appropriate.

8.2 Bxtension of the risk assessment (o ook at a range of seenarios for various
fransmission probabilities, numbers of donors and "thresholds” (1% or otherwise) in order
{o disentangie the issues involved regarding the risk siatus of donors and their other
recipients, and (o guide the Panel in decisions concerning the number of donors to a vCJD
case that should be considered as ‘low' or "high' with respect 1o management of other
recipients (see 1 and 6}

8.3 Further disoussion of how the use of 3 percentage risk threshold for assessing patients
o be considered ‘alrisk’ relates to the balance of public health benefits, for example how
the rationale for a threshold may be affected when applied o individuals who are already
insligible to donate blood, and the pros and cons of using the same threshold for everyone
regardiess.

Further information

in addition 1o this summary document, the following documents are avaliable for further
information on the background and discussion that has led o these recommendations:

Other recipients of bleod from donors to vCJ4D cases: implications of risk asssssment and
options for action. Paper for CIDIP Tth Sept 2008, including

- Further implications of "reverse” risk assessment guaniifying poteniial risks 1o other
recipients Peler Bennetl, Dept of Health, August 12th 2008

- {Draft) Minutes of the 16th mesting of the C.ID Incidents Panel Wednesday 7th September
2005, BMA House, London

and relating (o pravious recommendations concerning thess donors:

- Assessing the implicalions for blood dovaws if recipients are infected with vCJD, ESOR of
Department of Health, November 2004
CHD Incidents Pane! meeting — 11th May 2008 Rauommendations to Chief Medinal
Officers.
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