potch’tial]y infected with vCID during travel to the UK (see Table 1). The model also predicts the
number of donors that potentially have agent present in their plasma that may possibly donate to plasma
pools used to manuafacture pdFVIIl in the US.

Additional technical information and details on the model calculations of potential vCID risk and -
modeling approaches are provided in Appendix A and described in sections in A - IV.C,

IV. C. 1. b. Estimation of the number of US plasima donors with a history of
extended fravel to France potentially infected and vCJD agent is present in the
blood \ :

The FDA risk assessment model assumes that the 11kely source for vCID risk in US plasma donors is; ( |
associated with those donors who have a history of travel to the UK from 1980 — 1996, or travel to

France or other couniries in Europe since 1980. Presumably the greatest vCID risk resides with travel

to the UK since the BSE epidemic was several orders of magnitude larger and the number of vCID

cases greater than that of any other country or region. However, donors who traveled to France are
‘potentially at risk but that risk is likely significantly lower than that of the UK. France likely imported
BSE-contaminated feed materials in the 1980s and 1990s and approximately 5% of its beef was

supplied by.the UK at the time of its BSE epidemic. To date, France has reported 20 cases of vCID
supporting the notion that there may be vCJD infection risk for US donors that may have traveled to or
resided in France since 1980.

The FDA nsk assessment model incorporates mfonnatlon from current guidance for geographic donor
deferrals for vCID (FDA 2002) to estimate potential vCJD risk for donors with a history of travel to
countries where BSE has occurred. FDA guidance (2002) indicates that for donors with a history of
travel to France “we now recommend deferral of blood and plasma donors with a history of 5 or more
years of cumulative residence or travel in France since 1980.” This portion of the model calculates the
potential residual US vCID risk based on the cstunated vCJD prcvalence among US plasma donors who
“traveled to France since 1980 arid donated to plasma pools used to manufacture pdFVIL The residual -
vCJID risk includes risk associated with donors who do not meet cntena ‘for donor deferral (e.g., dOI‘lOI‘bL
with a history of less than 5 .years of travel to Francc), or who heet those criteria, but fail to be deferred
due'to limifations of the donor screening process The model considers factors such as duration of
travel, calendar year of travel, age of donor, type of donatlon (Sourcc or Tecovered plasma), possible

ncubatmn pcnod of the disease, and whether vCID agent is present in the blood of a vCID infected
donor..The.outcome of this portion-of-the- mode]- predlcts the number of US: plasma -donors’ potentlally
infected with vCID and results are shown in Table 4. 4. The model goes ‘on to predJct the number of
donors with a hlstory of travel to France mfected with vCJD that may potentially have agent present in,
their blood at the time of donation.

Additional technical details on the model calculatlons of potentia.l vCJD nsk for donors with a history
of travel to France can be found in Appéndix A ~in sections under A-IV. C.1 b,
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IV.C. 1. c. Number of US plasma donors with a history of travel to countries in
Europe (other than the UK and France) potentially infected and vCJD agent is
present in the blood

The FDA risk assessment inodel incorporates information from current guidance for geographic donor
déferrals for vCID (FDA 2002) in estimating potential vCJD risk for donors with a history of travel to
coumntries where BSE has occurred. The model quantifies potential residual vCJD risk for US plasma

" donors. The model assumes that the residual vCJID risk likely originates from two sources, one source

of potential risk i$ associated with donors with deferrable risk that continue to donate due to limitations
in the donor screening process. The second source of vCID risk is associated with donors with a history

-of travel that was less than the deferrable period (blood donors with a history of less than 5 years of

travel to Eutope). FDA guidance (2002) indjcates that for donors with a history of travel to countries in
Burope (othér than the UK) “the current recommendation is to exclude from transfusion use, blood and
blood components from donors with a history of 5 or more years of residence or travel in Europe
outside of the UK”. Furthermore, for donors with a history of travel to countries in Europe (other than
the UK and France) tlie FDA guidance (FDA, 2002) states “...we do not recommend that you defer

Source plasma doners who have lived or traveled in Europe for 5 or more years”,

" The FDA risk assessment model reflects FDA guidance for vCJD deferral of Source Plasma and

recovered plasma donors. Because the guidance recommendations for each type of pIasma were
different the model estimated the potential vCID risk as follows:

» Recovered plasma donors — the FDA risk assessment cal¢ulated the potential vCJD risk because
deferral was recommended for donors with a history of 5 or more years of residence or travel to
countries in Europe (other than the UK)

- &  Scurce Plasma ‘donors - the FDA risk assessment did not calculate the potentlal vCJID risk
because deferral was not recommended for donors with a history of 5 or more years of
residence or travel to countries in Europe (other than the UK and France}).

The term “countries in Europe’ as used in this portion of the risk assessment is defined as all countries
in Europe (other than the UK and France). The UK and France BSE risk is assumed to be higher than
that of other countries in Europe, therefore the potential donor vCID risk for donors with a history of
residence or travel to the UK and France described in sections IV.C. 1. a. and IV.C. 1. b.(and sections in
Appendix A — under sections A-IV.C. 1. a. and A-IV.C. 1. b.), respectively, of this document. Also, US
donors with a history of residence on-US military bases in Europe may have a higher potential vCID
risk so thelr risk was calculated separately and is described in section IV.C.1.d. -

Thrs portlon of the model calculates the vCJD prevalence or number.of US blood donors who traveled

o other countries in:Europe (other than the- UK and France) since 1980 and were potentially mfected
with vCJD and donated to recovered plasma pools used to manufacture pdFVIIL. Recovered plasma is
plasma that is separated or “recovered” from a unit of whole blood soon after the blood is collected.
The model considers factors such as duration of travel, calendar year of travel, age of donor, type of
donatmn possible incubation period of the disease, and whether vCID agent is present in-the blood of a
vC.TD infected donor. The outcome of this portion of the model predicts the number of US blood
(recovered plasma) donors who are potentially infected wrth vCJD and have agent present in their

_ plasma.
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The miode] assumes that one'of thé most likely sources for vCID risk in'US plasma donors is associated

“ with those donors who have a history of travel to the UK from 1980 —1996,and France and other
countries in Burope since 1980. Text in subsequent sections of this document will speclﬂcally discuss -
the potential vCJID infection risk for US plasma donors with a history of travel to countries in Europe
(other than the UK and France) since 1980. Presumably the greatest vCID risk resides with fravel to the
UK since 1980 since the BSE epldemlc was several orders of magnitude larger and the number of vCID
cases greater than that of any other country. or region. France is likely at s1gmﬁcantly lower risk than
the UK but the risk is still likely higher than the vCID risk of other countries in Europe, There have
been 20 cases of vCID reported in France asof August 2006,

Do_nors who traveled to other countries n Europe (other than the UK or France) are potentially at risk

but that risk is likely significantly lower than that of the UK, and France. Many European countries

- (other than the UK and France) likely imported BSE-contaminated feed materials in the 1980s and

1990s and apprommately 1.5% of their beef may have been imported from the UK at the time ofits |

BSE epidemic. The potential for BSE exposure to donors who traveled to or resided in other countrie; (\]

~ in Europe is possible. Hence, there may be a vCID infection risk for blood donors who may have g
traveled to or resided in a Buropean country (other than the UK and France) for periods greater than 5

years since 1980. The current US vCJID geographic deferral policy defers blood donors with a hlstory

of travel or residence in a country in Europe (other than the UK and France) for 5 years or more since

1980. Source Plasma donors who resided in a country in Burope (other than the UK and France) are not

deferred from donation. Because Source Plasma donors are not deferred from donation, their risk is not

estimated by the model, Therefore, this portion of the model only estimates potentlal vCJD risk for US

recovered plasma donors who traveled to countries i in Europe (other than the UK)) since 1980.

Additional technical details on the model calculations of potentlal vCJD risk for donors with a }ustory
of travel to countries in Burope (other than the UK and Franee) can be found in Appendix A —in
sections under A-IV. C.1.c.

IV.C. 1. d. Number of US plasma donors deployed by the military in the UK or
other countrles in Europe and potentlally mfected w1th VCJD

The FDA risk assessment mode] incorporates information from current guidance for geographic donor
deferrals for vCID (FDA 2002) in estimating potential vCJID risk for donors with a history of travel to
countries where BSE has occurred. The FDA guidance {2002) indicates that for donors with a history of
service on US military bases in Europe “we recommend that you should indefinitely defer current and
former US military personnel;.civilian military personnel, and their dependents who were stationedat . —

European bases for.6 months or more during the tlme penods outhned (m the document)”

The model quant1ﬁes potentlal resuiual vCID risk for defen-able donor pOpulanons The residual vCID
risk likely. includes two possible sources of risk. ‘One source of risk is dssociated with donors with
deferrable risk that continue to donate because of limitations in the dorior screemng process. - A second
possible source of risk is associated with donors who have a history of fravel that is less thanthe
deferrable period (blood donors. with a history of less than 5 years of travel to Europe). For the
purposes of this risk assessment we assumed that exposure to the BSE agent and potential vCID
infection of military personnel or dependents may have occurred during their deployment to US military
bases in the UK, France and other European countries during the period from 1980 through 1996,
through consumption of BSE contaminated beef procured for use on US military bases from the UK.
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Exposure via UK beef likely varied but the model assumes that up to 35% of beef consumed on military

bases in Europe came from the UK. The model assumes that approximately 2% of US blood and plasma

~-donors may have been, m111tary, military family or their dependents posted to US military bases in the

UK or elsewhere in Europe from 1980 through 1996 (TSEAC, 2002). It was further assumed that the
average deployment périod was 2 years. Because data on military service of plasma donors was not
avallable the nsk assessment used data avallable on military deployment by whoIe blood donors.

Add1t10nal technical details on the model calculations of potennal vCID risk for donors with a history
of military semce m countnes in Europe can bé found in Appendlx A — in sections under A-IV. C.1.d.

IV. C. 1. e. Annual number of US plasma donors who have been Euroblood
recipients :

Eurcblood is whole blood that was collécted at several different collection centers i Europe and
shipped to and used by transfusion centers in the United States. The practice was stopped in 2002 with
the implementation of geographic vCID deferrals. The blood was used largely on in the New York City
metropolitan area and possibly in other areas on the east coast of the US

The model assumed that a total of 1.2% 6f US bload donors may have received Euroblood (TSEAC,
2002).:To our knowledge there are no specific data available for plasma donors therefore, data for
blood donors was used in thlS risk assessment :

o

- Assumption used in the model: All infected Euroblood recipients have VCJD agent present in their

blood and plasma (prionemic)

1V. C. 1. f. Total number all plasma donors who msy po'tenfially be infected with
vCJID through all sources of exposure and vCJD agent is present in the blood

“This , portion; of the. model sums the total number of all potential US donors that may have been infected
with vCID from different sources. The model estimates the total number of all plasma donors who may
be infected with vCID during extended residence, travel or military service in the UK, France, or other
countries of Europe. Potential vCID risk is.also estimated for donors that may have received.
Eumpblood Furthermore, the model estimates the number of total US donors potentially infected with

" vCID and have agent present in their plasma.

. Vanable DRycip-pn - Total annual number of all US plasma donors potent:ally infected with vCID

with the agent present in.blood and plasma (prionemic) in 2002
DRVCJD—Pn . D R'VCJD—S —Pn ‘D‘RVCJD—R—PR ' : (IV.C.1.:-3) -

Additional technical information and details of analyses and modeling approaches for estimating

potential vCID in the model are provided in Appendix A under section A - IV.C.1.
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IV.C.2. Annual number of all US plasma donors potentlally infected with yCJD
agent present in the blood and who may not be deferred by questlonnalre screening

No validated test is currently available to detect the presence of VCJD agent in blood or plasma The
donor questionnaire, administered fo all blood donors, can.be used to potentially screen donors for
potentlal vCID risk based on travel hlstory, pemﬁcally involving extended travel to the UK, France or
other countries in Europe where BSE was known to occur. In 1999 the FDA 1mp1emented a donor
deferral policy aimed at reducing the potential risk of donations from those potentially exposed to the
BSE agent during extended travel to the UK, France and other countries of Europe. Current policies
(F DA 2002) defer blood and plasma donors: '

¢ diagnosed with vCID or other forms of CID

s atincreased risk for CID, e.g. the donors have received a dura mater transplant, or human S
pituitary-derived growth hormone; the donors have blood relatives diagnosed with CJD (,

e with a history of 2 3-month or longer fravel/residency period in the UK between 1980-96

« with a history.of a 5-year or longer travel/residency period in France since 1980 ... ‘

o current or former US military personnel, civilian military personnel, and their dependents
resided in Northem Europe for 6 months .or more between 1980-90, or resided in military bases
elsewhere in Burope for 6 months or more from 1980 to 1996

» received a transfusion of blood or blood components in the UK since 1980

e injected bovine insulin since 1980 unless its confirmed that injected bovme 1nsu11n was not -
made after 1980 from UK cattle, and .

» whole blood donors with a 5-year or longer travel/residency penod in Europe (other than the
UK) since 1980 : :

Deferral of donors with a history of travel to BSE countries is an effective tool for eliminating a
significant portion of poténtial vCID risk in US donors. The model incorporates information on the
effectiveness of US deferral policies i in reducmg potent:al VC.TD nsk and potentlal vCJD prevalence in
the US donor populatlon -
Assumption about variable: Based on advice from the TSEAC at the October 31, 2005 meeting, the L
FDA model assumed 85-99% of potentxal VCJD mfected donors would have been deferred _]USt prior to
donation.
Assumptlon about variable: Model in¢ludés potential recovered plasma ‘donors with vCID agent
present.in-blood.and plasma-(prionemic) that-have- Iong'tern travel history to the UK (53 mo), France (>
5 yrs), and Europe (=5 yrs); and history of mlhtary deployment, military" dependent or related travel or
residence in Europe. -

There is a possibility that some individuals that traveled to the UK, France, and other comtnes in
Europe since 1980 stayed for periods of time thidt were shorter than the déferral period, were exposed to
BSE agent, and were infected with vCID. These individuals represent a source of residual risk —or the
remaining risk after interventions (in this case donor deferral policies) are applied. The section below
addresses the calculation of residual risk for non-deferred at risk donors that traveled for penods of time
that were shorter than recommended guidelines. -
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The total nismiber of all US plasma donors potentlally infected with vCID with agent present in blood

B and p]asma (pnonemlc) that may not be deferred by questionnaire screening was détermined by

summmg ‘the esnmates generated for both Source and recovered plasma donors that may not be deferred
by current screemng procedures.

Spec':iﬁc'technical information and details of analyses and modeling approaches in estimating the
effectiveness of donor deferral policies in reducing-potential vCID risk in US donors are provided in
Appendlx A under section A -1V.C. 2

Model Results:
The largest source of potential vCID rlsk in US plasma donors is presumably associated with donors
who traveled to or resided for extended periods of time in the UK, France and other countries of Europe
since 1980 These donors might be exposed to the BSE agent in contaminated beef products and
infected with vCID during travel and residence abroad. Other p0pulat10ns in the US at potential risk for
vCID include US military deployed for extended periods of time in the UK or other countries of Europe
and individuals in the US who received blood coll¢cted in Europe (“Euroblood”). The prevalence of
BSE in the US cattle population is very low and therefore there is a very low probability that domestic
dietary exposure to the BSE agent would give rise to human vCJD cases. Because of this very low
preva]encc risk via US domestic dleta.ry cxposure was assumed to be negligible in the model.

' The FDA FVII risk assessment modei uses the concept of relative risk to semi-quantitatively estimate

the vCID risk for US plasma donors with a history of travel to the UK, France and other countries of
Europe since 1980. Relative risk is the vCID risk in a population relative to the UK vCID relative risk
of 1 (or 100%), which is equal to the prevalence of vCID in the UK. Elements used in the model to
calculate vCID risk for travelers include travel destination (UK, France or other countries of Europe),
duration of travel, specific year of travel, and age of donor. The estimated vCJD risk for all potential
routes was summed to generate the total mean predicted number of potential vCTD-infected plasma
donors in the US. Because of current policies, a blood or plasma donor potentially infected with vCID
has a high probability {85% - 99% chance) of being deferred from donation. Since 2002 FDA has
recommended that individuals who resided in the UK for a period of 3 months or more from 1980 to
1996, or resided in France or other countries of Europe for a period of 5 years or more since 1980 be
deferred from donating blood or plasma. The model assumes the deferral policy in the US is
approximately 85% to 99% effective in reducing the vCJID risk for blood and plasma-derived products.
Table 4.4 (below) shows results from the model predicting the mean number per year of potential
vCID-infected donors and the number of potential vCID donors who are likely not deferred from
donation and donate to plasma pools used to manufacture pdFVIIL-

Although it is likely that most would be deferred by the current” pohcy, sonie pIasma donors’ potenhally—
infected with vCID may not be deferred and may donate to plasma pools used in the manufacture of :

- pdFVIIL Totaling the estimated number of US donors potentlally infected with VCID yields a mean of

approximately 0.01 donors per year based on ¢alculations using a vCJD case-based epidemiological
model estimated prevalence of ~1.8 in 1, 000 000 (C}arke and Ghani 2005), or 2 méan of approximately
1.16Q donois per year usmg calculations based on 4 tissue sampie surveiilance study yielding a
prevalence estimate of 1 in 4,225 (Hilton ef al 2004) (Table 4.4).
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Table 4.4. Model Results: Annual Number of US plasma donors predicted by modet to be
.potentlal]y infected with vCJD and donate to plasma pools used to manufacture pdFVIIIL.
Results from model prowded for two different UK vCID prevalence estimates. Tn the table the

mean value is shown above with the 5™ ang 95™ percentiles in parentheses below: The total _
number of vCID donors for each prevalence estimate hias been rounded to nearest decimal place.

Modal Cutput for
LOWER vCJD Case Prevalence
estimate of ~1.8 In 1,000,000
based on
Clark and Ghani { 2005)

Mode! Output for
HIGHER vCJD Infection Prevalence
‘based on estimate of
1in 4,225
by Hiiton, et af {2004)

Mean number
{s™ - 35" perg)®

US plasma donors withi

Mean number
(5" - 55" parc)®

US plasma donors with

Tha 5" 95" perc (pe.rcenﬂlesl afs the minimum and meximum numbers that | defing the range of values nonsljtullng the 80% conﬁdence lnlen-'af Accord-npiy. the mesn risk
eslimales generaled Dy the modet should {81 within this defined lrnawa'l aneasl % of thetime.

Fora 5" and 95" parcentle Inlervaa of 0 and 0, respectively, the model estimates that for at least 90% of deVIII resiplents the risk s zerg. Al low vCJD prevalenca donation by a
vCJD infected donor to a pdFVill plasrnn pool would be rare and more than 90% of pdFVIil product 1ods (of vlals] would nal be preditted to contaln vCJ0 egent,

history of travel to: “history of travel 1o:
France, ' France
United Europe, or United g ‘v ’
Kingdom_ Military Service Kingdom Mili;r:;pge::ice
Total number vCJD donar;ijbr . 0 0493 0.01 08. 5.32 | 0.77
" ail US pdFVIII pool: N N -
O prior o screening oo o ©-13) ©-3)
Number vCID donors .
NOT DEFERRED (.0035 6.0007 039 0.056
{ineffeetive screening) - 0) {0-0) ©-2) -0
. s
Number vCID donors . : T (_, .
NOT DEFERRED 0.0049 0.0017 0.483 0.0343
{(short-term travel <3 mos, UK; b . _ ) o
<5 yrs, FR and EU) -0 -0’ (0-2) R
Total number vCJID - o S
infected donors ‘ '
NOT DEFERRED 0503? _ _ 161'60
Donate tg pdFVIIT -0 e (0-9)
Plasma Paols ) )
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IV. D. Annual total percentage of all plasma pools potentially containing
a:vCJID donation that are used to.make pdFVIII in the US '

Model Results S :

The percentages of source or recovercd plasma pools potentlally contalmng vCID agent,
used to manufacture pdFVI in the US were estimated by the model. The majority of
pdFVIII is manufactured from Source Plasma and the ‘minority from recovered plasma.
Manufacturers provided information to FDA on the approximate range and average number
of donations per plasma pool which was combined with information on market share to
develop two aggregate statistical distributions, one each representing donations for source
and for recovered plasma pools. The distributions were used to predict the number of
donations per source or recovered plasma pool in the model.- The model used information .
on the number of donations per pool by type (either source or recovered), combined with
estimated yield of pdFVII per pool, and estimated the total number of plasma pools used
to manufaé{turc pdFVIII products distributed'in the US in 2002.

Asa general comment, the number of donations per plasma pool influences the potential
exposure risk for infrequent recipients of plasma derivatives. The use of fewer donations
and smaller plasma pools duririg mafiufacturing would result in a lower percentage of
plasma pools potentially containing vCID agent and potentially expose a lower percentage
of infrequent recipients to vCID (if present). Frequent recipients of plasma-derived
products would likely face a similar level of risk of potential vCID exposure whether large

* ‘or small numbers of donations per plasma pool are used in manufacturing. '

Lower UK vCJD prevalence estimate of ~1.8 in 1,000,000 (based on Clarke and Ghani;
2005). The lower prevalence estimate used in the FDA model suggested that an average of
0.027% of all US plasma pools used to manufacture pdFVIII in the year 2002 potentially
contained the vCJD agent (bottom, Table 4.5). The lower disease prevalence is associated
with model results pfedicting a miich lower percentage of plasma pools potentially
containing vCID agent. In fact,-on average >99.9% of the time plasma pools would be
predicted not to contain a donation from a vCID infected donor. Only an average 0.10%
recovered plasma pools would be predlcted by the model to contain a vCJD donation from
a US donor in any given year. Of interest at the lower prevalence, the model predicts that
the occurrence of a recovered plasma pool with a vCID. donation would be infrequent (as
indicated by 5" and 95™ percentile values of 0); occurring (as estimated by the model), at a
rate of 1 in 100 years. Also at the lower prevalence, a vCID donation in a Source Plasma
pool would be predicted to be_even more.infrequent.and.predicted by the.model-to.occur-at—
arate of 1 in 200 years.

Higher UK vCJD ) prevalence estimate of 1 in 4,225 (Hdtan et al 2004) The higher.
prevalence estimate tséd in the FDA model suggested that an average of 2.41% of all US
plasma pools uised to: Mahufaciiré PAEVIII iri 2002 were predlcted by the model fo’contain
vCJID agent (Table 4.5). It should be noted that fewer recovered plasma pools than Source
Plasma pools ate ised in the US annually to produce pdFVIIL Also, recovered plasma
‘pools contain the largest number of plisma donations. Since rzcovered plasma pocls

147



contain many more dofiations than Source Plasma pools the likelibdod that a recovered
plasma pool méy contain a:doniation from aniridividual potentially infected with vCJID is
considerably higher than for a Source Plasma pool. Using the higher UK vCID prevalence
estimate, the model predicts that on average, 9.12% of recovered pools and 0.96% of
Source Plasma pooIs potentlally contain vCJD agcnt :

¢ Table 4.5 Annual Percentage of US Plasma Pools Potentlally contammg avCJD
Ponation. Results from model include. only those Us plasma pools used annually to
manufacture pdFVIIL

‘e Results-provided for two deferent UK VCJD preva]cnce estlmates

Modal Output for ) . Model Output for
LOWER vCJD Casé ‘Prevalence- HIGHER vCJD Infection
estimate of ~1.8 in 1,000, 000 : Prevalence based on estimate of .
. basedon . . 41in 4,225 . (
Clark and Gham (2005) by_Hll‘tpn etal (2004} ‘
Source . 'Recovered = Source | Recovered
‘Mean : Mean - ‘Mean Mean
(5"- 95" percy®  (8"- 95" perc . - (8"- o5™). - (5" 95" percy
' S perc)®
Porcant pools ‘ L o
- . 0.01% 0.10% . 0.96% 9.12%
potontaly ggm‘"‘““ (0 - 0%)® (0~0%)® (0 - 5.88%) (0= 40.17%)
Average peréant pools " 0.027 5'/ 2.41 %
“ - I . Q . o (3
potentially contalning ©-0 %) . Q=10 %)

- vCJD agent °

The 5" 95" pere (parcenllres) are the minimom and maxlrnum nurrbefs !hal define the range of values constituting the $0% confidence nterval. Aecosﬂmd_v
4he mean risk estimates generated by the mode! should falt within this defined lrnenral al least $0% of the me,

Fora 5"and 95" perceniile Interval of © and 0, respectively, the model esimates that {or af feas! 90% of deVIII reupienls the risk is zero. Allow vCJD
prevalence, danation by a vCJO Infecled donor to & pdFVIIl plasma pooi would be rare and more than $0% of deVIll product lols {of vials} would no! be
predicled 1o contaln VCJD agent. . o,

Addxtlonal techmcal detalls on the calculat;on of ihe annua] total percentage of all plasma

IV.E. Module 2: Estlmatlon of Quantlty of vCID agent in a plasma pool’
that. contams a donation from a donor potentlally lnfected w1th vCJD

Based on Timited avallable data (see below), FDA beheves that the qﬁantxty of mfect1v1ty
present in blood from a vCID infected individual in i.v. Dsg is likely rcpresented bya

distribution with the following characteristics: Minimum value = 0.1, 5™ percentile = 2,
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