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A-IV. C. 1. c. vi. Number of US recovered plasma donors who traveled to countries in
Europe: Number potentlally infected and vCJD agent is present in the blood

The most crmcal component of the model is the estimation of whether a piasma donatzon was collccted
from a vCJD infected donor that contained infectious vCJD agent in their bloed (or was priotiemic) at the
time of donation. Based on data from animal studies, the model assumes that vCJD infectious individuals
have infectious vCJD agent present in the blood during the last haif of the incubation period. This portion
of the model calculates the number of recovered plasma donors who may potentially contain infectious
vCID agent in their blood at the time of donation.

Variable: Pry;r, -The probability an individual was prionemic in year 2002. | -
Variable: DR,csp.r-guy- Total number of recovered plasma donors potentially infect_ed with vCJD in year
y during travel/residence in European countries (other than France).

Variable: .D.RVCJD..R EU.LEy - Total number of recovered plasma donors potentially infected with vCID in
year y during travel/residence in a country in Europe (other than the UK or France) and are in the {ast half
1ncubat10n penod of the disease (and has vCID agent present in their blood).

DR csp_pgv-1iy = Binomial(DR c;p_s_ps, Pryy_,) o (IV.C.1.¢-30)

Variable: DRycip-r-cuv-d5- Total number of recovered plasma donors potentially infected with vCID in
year y during travel/residency in European countries (other than the UK or France) and met deferral
criteria and were presumably deferred from donation .

y

C,

Variable: D_RyCJD.R.EU.dgf Ly - Total number of recovcred plasma donors in the last half incubation
period of the disease (and. presumably has vCID agent present in thelr blood) who met “deferral criteria
and were presumably deferred from donation.

‘QRWD-R-E U=Def- -u.';:‘:'yi 'B inomia ](D RrCID- R=EU=Defy ,—Erw:y ) (IV.Cilic=31)

Variable: DR,cip.r-£U-Resy~ Total number of recovered plasma donors potentially infected with vCID in
year y during travel/residency in countries in Europe (other than'the UK or France) and dld not meet the
deferral cntena and were likely not deferred .

Variable: DR,cp-r-EU-ResLHy - Total number of recovered plasma donors in the last half of the incubation
period of the disease who did not met the deferral criteria and were likely not deferred from donation:
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DR, e1p- g guy-res-1ity = Binomial(DR,csp_p_ry-resy, PrI.H-y) aV.C1.e-32)

A-IV. C. 1. d. Number of US plasma donors deployed by the m111tary in the UK or
- *--other countrles in Europe and petentlally infected with vCJD

A-IV.C. 1. 4. i Percentage of US plasma donors deployed at US military bases in the
UK or other countnes in Europe diring the years 1980 through 1996

Vanable. Percpr.pop - Percentage of US blood donors who were military residents in countries in
Europe for > 6 months from 1980 through 1996.

§

Assumption used in the model: Approximately 2% of US blood donors have been military residents in
European countries between 1980-1996 (TSEAC 2002). There were no data for plasma donors,
therefore, data for US blood donors was used to estimate the number of US donors stationed in US
military facilities during the period 1980-19%6
e The FDA model assumed that the same percentage of plasma donors have been in the m111tary and
-.deployed in European countries as blood donors : :

ATV, C 1. d ii. Number of US plasma donors deployed by Mlhtary in the UK or other
countries in Europe by year of deployment since 1980 :

A-XV. C. 1. d.ji. a. Number of US Source Plasma donors stationed at Us military
facxhtles in the UK or countrxes in Europe durmg the penod from 1980 -1996 by year
of deployment ‘

Variable:' y - Calendar year of degloymeﬁt‘ |

Varlable DODy Number of US military residents, their famlly and dependents who res:ded on US
military facilities in Europe by year from 1980 through 1996. - '

Assumption used in the model: TheTisk of BSE exposure and vCID infection for donors previously

- deployed to US mlhtary facilities in the UK. or countries in Europe after 1996 was assumed to be
negligible; because it is dssumed that most of the risk was assocxated thh 1mported ‘UK beef. Food chain
controls put in place in the UK after 1996 were assumed to reduce the BSE exposure risk to'negligible
levels (TSEAC, 2002) and shipment of UK beef to US m111tary facilitiés had stopped in 1996 or earlier.

Variable: -age - age of donors in grouped by five-year increments (e.g., 20-24, etc.) and the 18-29 year
old group (same variable used above in section A-IV.C.1.a.ii.
(IV.C.1.a-1)

.Percm -pany = (DOD,/ EDOD )xlOO%
yaloto
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Variable: DRS(age) — Age of donors of Source Plasma (calculated in section A-IV.B. 1.)

Variable: Percpppop— Percentage of Source Plasma donors who have a history of military deployment
in Europe since 1980 (calculated in section A-IV. C. 1. d. i1. a)

Variable; D.R,g DOD(age) - Esnmated annual number of Source Plasma donors who have h1story of mlhtary
deployment in the UK or Europe by age

Assumpnon about varlable We assumed 3%.of Source Plasma donors have a hrstory of military
deployment and residence in the UK, France or other countries of Europe during any of the years from
1980-1996 and would have similar donation demographics and characteristics as whole blood donors.

The esumated annual number of Source Plasma donors who have a history of military deployment n oo
Europe by age is represented by the equatlon Q

DR poniors = ‘_D‘-RS(W}XP emm-nov ‘ S w.Cldy

Variable: D.RS_DOD(‘.;ég)y— Number estimated annual numi:er_of Soirrce Plasma donors who have resided
on military bases in Burope by age and deployment year

DRS—DOD(ng:)y =D-Rs-non(m) x Percpp_pop, . (V.C1d3) .

A-TV. C. 1. d. ii. b. Number of recovered plasma donors w1th a history of ru__lhtary
deployment at US military facilities in the UK ¢ or ‘other countries in Europe'durmg
the period 1980 1996 by year of deployment

Vanable age - Age of donors grouped by five-year increments (e.g., 20-24, etc.) and the 18-29 year olc, ( .
group. No data for the yearly distribution of deployment of military plasma donors in the UK, France or
other countries in Europe was available. The age distribution of donors in the military was estimated from
Department of Defense (DOD) data (2005) The donatlon rate, for military staff was esnmated using the

blood dorior survey data (TSEAC, 2002).

R SR,

Variahle: DRR.(,,M - A.tmual number of recovered plasma donors by age ,

Assumpfion used in the model We assumed 3% of recovered plasma donors were grouped by.
deployinent, year based on the yearly dlsmbuuon of mrhtary deployment and resnience in the UK or
Europe durmg 1980 1996 (DOD 2005) . S :

DRR;DOD(nge)y =DR;_pop(ege X Per €pr-DODY . ) . (IV.C.1.d4) -

Variable: DRp(g,~ Annual number of recovered plasma donors by age (calcuIated in section A-TV.B.
2.) grouped by five-year increments (e.g., 20-24, etc.) and the 18-29 year old group
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Varlable Percm DOD - Pcrcentage of recovered plasma donors who have a history of military
depioyment in the UK and countries in Europe since 1980 (calculated in section AIV.C. 1.4 i a)

Variable: DRp.pop(age - Estimated annua] number of recovered plasma donors who have a history of
. milita’ry deployment in the UK and countries in Europe by age.

Assumption used in the model: The same percentage of recovered plasma donors have a hlstory of
military deployment as blood donors.

The es’umated annual number of recovered plasma donors who have hlstory of military deployment n the
UK and countnes in Europe by age is represented by the equatlon
DRy popese = DRR(r:gz) X Percpy pon - . (IV.C.145)

Assumption used in the model: The annual distribution of US military service members and their .
dependents residing on US military bases in Europe represents the yearly distribution of deployment in
the UK and countries in Europe of US military recovered plasma donors

DRy poviagey = DRy povage * FrCon-pony (IV.C.1.d-6)

A-IV. C.1. d.iii. Adjustment of the Relative Risk for the proportional variation in
the BSE exposure risk in the UK and the military deployment duration per specific
year durmg the period from 1980 - 1996

Variable: Rp,. - The cumulative vCID risk of individual military personnel who were deployed and
resided in the UK or Europe for the entire peried from 1980 through 1996: it is assumed that the
accumulated risk is equal to that of a UK resident and is assumed to be i(or equal to the UK vCJD
prevalence) for this period. . :

Assumption used in the model: The cumulative risk of US m.ilitary residents in Europe from 1980
~through 1996 is 0.35. - This estimate is based on the assumption that approximately 35% of the beef
consumed by military personnc’l:in Europe between 1980-1996 was imported from the UK (FDA 2002).

Variable: y,,—The spec;ﬁc year of BSE epidemic in the UK.

Assumption about variable: The BSE epidemic in the UK was assumed to have started in 1980 and at
first was not detected. The first cases of BSE were reported.in 1986,

Variable: BSEyg, - Number of diagnosed BSE cases irr the UK by year from 1980 through 1996

A-51

235



APPENDIX A

not collected for md1v1dua1 years prior to 1997. A total of 446 cases of BSE were ‘reported by European
countries (other than the UK) during the time penod from 1980 through 1996 and wer allocated to
md}wdual years by assuming the cases were 1ncreasmg Ina lmear fashlon by year

Variable: Rp,sey - Proportional vCJD risk for donors that resided on US military bases n Europe ina
sPemﬁc year

Assumptions used in the model:

- The vCID risk for US military facilities in Europe was present from 1980 through 1996. There
was negh glble vCID risk after 1996 - the model assuriied the major source of vCID risk for US
military bases in Burope was assaciated with imported UK beef. When food chain controls were
implemented in the UK in 1996 — the model assimed the risk to be negligible.

o It was assumed that the vCJD risk was additive and can be prorated on a yearly base. R
» The vCID risk in a specific year was assuméd to be proportlonal to the repoxted BSE cases in the Q
UK in that specific year :

Proportlonal vCID risk in the US military bases in a spemﬁc year was calcuIated by the equation:
1996
% BSEy,/ » BSEy, ' {IV.C1.47)

y=1980

=R

Ba.uy ‘Base

Variable: Rpz pop,- Risk of individual milita:y personnel who lived in Europe for a period of two years
starting from deployment year y, and assumeés the cumulatwe nsk of a-UK individual from 1980 through
1996is 1. : . , .

Assumption used in the model: The model assumed an averagé of two consecutive years of
deployment' :
RDR-DODy_ Boicy +Rﬁa:e(y+l) ' . C(IV.C.1.4-8)

Variable: P’;vbJI;;UK(;ge) - Probability of infection for individual UK resident of a specific age group : C )
(calculated in A-IV. C. 1.). ‘

Variable: Pr,,c,m .DR-DOD(agely = Probablht'y of mfectlon for 1nd1v1dual US plasma donor ofa speclﬁc age
group that lived on or near a US military bases in Burope starting from year y with duration of two years

Assump‘tio‘n‘u‘sla‘d‘in_ tlie model: Probability of infection is proportional to the risk of exposure

Prcin_pr-poviegery = FXicip-viiage*Ror-nony - © o {(IVC.1d9)

A-IV. C.1. d.iv. Number of all US piasma donbors potentially infected with yCID
during residence at a US military base in the UK or other countrles in Europe from
1980 to 1996
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The section estimates the number of Source and recovered plasma donors with a history of deployment in
the UK or countries in Europe dunng the period from 1980 through 1996 and sums the number of vCID
cases that may have vCJID agent in their blood (or be prionemic) at the time of donation from each
pathway to derive the total number of all donors potentially infected with vCID that may have vCID

~ agent in their blood (or be prionemic).

A-IV.C. 1. d. iv. a. Potential numﬁer of US Source Plasma donors with 2 history of
military deployment in the UK or other countries in Europe from 1980 to 1996
potennally infected with vCJD

Variable: Dvams.nop(,ge)y ‘Potential number of Source Plasma donors infected during residency on
US military facilities in the UK or Europe from 1980-1996 by age, and year of deployment

D&cm-.s-pap(m),, = BEHOMfal(PRs—mo(m)y. Pr - os-poo(epr) - {TV.C1.4-10)

Variable: DR,cp.s.pop - Potential nurnber total of Source Plasma donors infected during residency on
US military bases in Burope from 1980-1996 is represented by the expression: .

19%  T0-H
= w.C.1.d-1
DRy 5 pap = 2 DRvao-s-mD(amy (e 2
y=1980 age=]B-19

A-TIV. C. 1. d.iv. b. Potential number of Source Plasma donors with a history of
deployment to a US military facility in the UK or other countries of Europe from
1980 to 1996 in the last half incubation period of the disease .

This section estimates the number of Source Plasma donors that may potentially be infected with vCID
who may have vCID agent in their blood (or be prionemic) at the time of donation.

Variable: y-The calendar year in which 2 plasma dohor was dcploy'ed' to a US military base in Europe.

Assumption used in the model: This risk assessment assesses the vCID risk for pdFVIII product made
in 2002 but it is assumned that the potential vCJD risk is similar to the present day risk in 2006.

Variable: T7.z2002 T1me _period between_mfecuonftravel and-the- year -2002-when-the-plasma-was
collected.

Variable: Pr-LH;- Probability that the vCJD disease is in the last half of the incubation period of the
disease, if infected in year y and the individual has mfectlous vCID agent present in thelr b]ood and
plasnra (or was prionemic). . :

Variable: T,.2002, - Time period between infecﬁon/travel and 2002 when the plasma was collected is
represented by the expresston:
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T,

i)

i -2002 =2002 -y - o - . (IV.C..;.d-—IZ)

For an individual to be prionemic in 2002, the remaining period of time since infection up to 2002 (Yot
2002y) should be equal to or less than the half of incubation period of the disease.

Assumption used in the model: The variability and uncertainty of the incubation period of vCJID is
represented mathematically by'a gamma distribution, specifically Gamma (4.7, 3.6). A gamma
distribution is usually used to represent processes that occur sequentially or the time between events. In
this case it would be the time from infection to the time until the appearance of clinical disease
(incubation period of the disease). The distribution is defined by two parameters: one that produces the
shape of the curve; and a second generates the scale for the distribution, which in this case is represented
by the mean incubation period of 14 years.

=N

)

Variable: Pry g, -The probabilify an individual was prionemic in year 2002-was calculated by using the
cumulative frequency of Gamma (4.7, 3.6), at x=2x(1997-y) '

Variable: DR.csp-s.popy~ Total number of Source Plasma donors potentially infected with vCID in year y
during military deployment on European bases (calculated in A-IV. C. 1. d. v. a.).

Variable: DR, cipspop.Lyy - Total number of Source Plasma donors potentially infected with vCID in
year y during military deployment to US military bases in European countries and in the last haIf
incubation period of the disease. :

DR cp_5-pop-11y = Binomial(DR,c;p_s_pop,, Priy ) : ' (IV.C.1.4-13)

A

A-IV. C. 1. d. iv. c. Number of US recovered plasma donors with a history of ( }
deployment to a US military base in the UK or other countries in Europe durlng the
period 1980 1996 and' potentlally infected with vCJD | :

Variable: DR,cypr-pobgey- Potential number of recovered plasma donors infected during deploymeﬂt :

and residency onornear US iilitary bases in Europe from 1980-1996 by age, and year of deployment
DR cip n DOBtagely = B.i?‘loﬂlfa)(DRR_Dop(ax,”l prcrg_m-noqug)y) . i *(I_V..(-:.I.d-lf)

Variable: DRVCJD.R.DOD - Potential number of recovered plasma donors 1nfected dunng residency on US
. military bases in Europe from 1980-1996 is represented by the equation:

1996 70_7; .
DRrip p-pon = DRVCJD—R—DOD(WJJ; (IV.C.Ld-]IS)
P T
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A-IV.C. 1.4, iy. d. Recovered plasma donors w1th 4 history of deployment toa US
military base in the UK or other countries in Eurepe' Potential number of donors in
the last half of vCJD incubation period and vCJD agent is present in the blood

This pomon of the model calculates the potent1a1 nurnber of vCID infected recovered plasma donors who
are in the last half incubation penod of the disease and presumably may contain vCID agent in their blood
(or are prionemic). .

| Varlable Pri, -The probability a vCID- mfected donor had vCID agent present in their blood and
plasma at the time of donation (was prionemic) in the year 2002 {calculated in A-IV C.l.d.v.b)

Variable: DR,csp-r.pop,~ Total nundber of recovered plasma donors potentiaily infected with vCID in
year y during military deployment on or near bases in Europe (calculated in A-IV. C. 1. d. v. c.

Variable: DR,cip-r-pop-tsy - Total number of recovered plasma donors potentially infected with vCID in
year y during military deployment on or near bases in Europe and in-the last halfincubation period of the
disease. :

DR, csp_p-pop-1ry = Binomial(DR .y 5_pop, Pryy_,) ) (V.C.1.d-16)

A-IV, C. 1. d. iv. e. Number of all vCJD infected plasma donors during deploy_ment to
a US military base in a country in Europe from 1980-1996

Variable: DRycip.pop - Potential number of total plasma donors infected during residence on US
military bases in Eur0pe from 1980 1996

DR cip-pop = E DR»«::D— s-pop Z DR,sp-p-pop f (v.C1e-17)

y=1980 - peIB80

Variable: DR,cyp-pop-per- Potential number of total plasma donors infected during resuicnce onUS -
m1htary bases in Europe from 1980-1996 and meet deferral criteria

Assuruption-used-in-the-model: Current- -policy-defers-individuals-who-have- been deployed or-resided-on

a US military base in Europe from 1980 to 1996 for a cumulative stay of 6 months or more. We assumed
all US Department of Defense (DOD) deployments are 6 months or longer, and-therefore, all individuals
have a history of deployment to a US military base in Europe are deferred.

DvaJD-DéD—oef =DRim pop o ' - (IV.C.1.4-18)
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A-TV. C. 1 d 1v. f Potentlal number of all plasma donors m the last half of vC.]D
mcuhatlon perlod o

This portion of the model estimates the potential number of all vCJD infected plasma donors with a
history of nnlltary service posted at a US military base in the UK or countries i Europe fron 1980-1996
who are in'tli€ last half incubation period of the disedse and their b]ood and plasma prcsumably contain
infectious vCJD agent (or are prionemic).

Variable: Dvam DOD.LH "Potential number of total plasma donors irifected dmmg residence on US
military bases in Etrope from 1980-1996 and are in the last half incubation penod of the disease

1996

DR, tp- poip-1y = 2 DRB,crp. s_pop-rs * E DR c1p-p-pop-1n R (IV.C.1.419)
FeIsE0 yei980 . ) )

Variable: DRycyp.pon-per- Potential number of total plasma donors infected during residence on US
military bases in Europe from 1980-1996 and meet deferral criteria

D RvCID—DOD-Def = DR,c)p_pop . : (IV.C.1.6-20}

AIV.C. 1.d.1 Percentage 0f US plasma donors deployed at US military bases in the
UK or other countries in Europe during the years 1980 through 1996

e

Variable: Percm_pop Percentage of US biood donors who were m111tary residents in countries in - (,,
Europe for > 6 months from 1980 through 1996. '

Assumption uséd in the model: Approx1mately 2% of US blood donors have béen military res1dents in
European countries between 1980-1996 (TSEAC 2002). There weremo data for plasma donors,

therefore, data for US.blood donors was.used to-estimate-the- number of- US donors-stationed-in- us
military facilities durmg the period 1980—1996 ' : :
e TheFDA modcl assumed that the same percentage of plasma donors have. been in the mlhtary and
. deployed in Enropean countries as blood donors.

A-IV. C. 1. d. ji. Number of US plasma donors deployed by Mllltary in the UK or other
_' countries in Europe by year of deployment since 1980
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A-TV. C. 1. d.ii. a. Number of US Source Plasma donors stationed at US military _
facilities in the UK or countrles in Europe during the perlod from 1980 -1996 by year
of deployment .

Véri;i.ble; y - Calendar year of deployment

Variable: DODy - Number of US military residents, their family and dependents who resided on US
military facilities in Europe by year from 1980 through 1996.

Assumption used in the model: The risk of BSE exposure and vCID infection for donors previously
deployed to US military facilities in the UK or countries in Europe after 1996 was assumed to be
negligible, because it is assumed that most of the risk was associated with imported UK beef. Food chain
controls put in place in the UK after 1996 were assumed to reducé the BSE exposure risk to negligible ’
levels (TSEAC, 2002) and shipment of UK beef to US military facilities had stc')pped in 1996 or earlier.

Variable: age - age of donors in grouped by five-year increments (e.g., 20-24, etc) and 1he 18-29 year
old group (same variable used above in section A-IV.C.1.a.ii.)
Pertos oy = (DOD, 13 DOD, ) x100% av.eldl) .

ye1980

V-ariable: DR sage) — Age of donors of Source Plasma (calculated in section A-IV.B. 1.)

Variable: Percpppop-— Percentage of Source Plasma donors who have a hlstory of military deployment
in Europe since 1980 (calculated in section A-IV. C. 1. d. ii. a.)

Variable: DRs poppag.) - Estimated annual number of Source Plasma donors who have History of military
deployment in the UK or Europe by age .

Assumption about variable: We assumed 3% of Source Plasma donors have a history of military
deployment and residence in the UK, France or other countries of Europe during any of the years from
1980-1996 and would have similar donation demographics and characteristics as whole blood donors.

The estimated annual number of Source Plasma donors who have a history of military deployment in
Burope by age is represented by the equation:

DRy pontage) = D‘RS(agz) X PEFCpp_pop ] : . (v.C.l.d-2)

Variable: DR -DOD(age)y — Number estimated annual number of Source Plasma donors who have resided
on military bases in Europe by age and deployment year

DRS-—DOD(age)y = DR;_pon(agey * PErcps_pop, {IV.C.1.4-3)
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A-IV C 1 d i b Number of recovered plasma donors w1th a hlstory of mlhtary

....

the perlod 1980-1996 by year of deployment

Variable: age - Age of donors grouped by five-year mcrements (e.g., 20-24, etc.) and the 18- 29 year old
group. No data for the yearly distribution of deployment of nnhtary plasma donofs in the UK, France or
other countries in Europe was available. The age distribution of donors in the military was estimated from
Department of Defense (DOD) data (2005). The donatlon rate for military staff was estnnated using the
‘blood donor survey data ('I‘SEAC 2002). '

' Variable: DRR.(,,,,) Annual number of recovered plasma donors by age

Assumption used in the model We assumed 3% of recovered plasma donors were grouped by . .
deployment year based on the yearly distribution of military deployment and restdence in the UK or _ (_ n
Europe during 1980-1996 (DOD 2005). N

DRy popiagey = DR 2-DOD(age) X Percm__mw (IV.C.1.d-4)

Variable: DRg(ag)~ Annual number of recovered plasma donors by age (calculated in section A-IV.B.
2.) grouped by five-year increments {e.g., 20-24, etc.) and the 18-29 year old group

Variable: Percpppop - Percentage of recovered plasma donors who have a history of military
deployment in the UK and countries in Burope since 1980 (calculated in section A-IV. C. 1. d. ii. a.)

Variable: DRg.popge - Estimated annual number of recovered plasma donors who have a history of
military dep]oyment in the UK and countries in Europe by age

Assumption used in the model: The same percentage of reoovered plasma donors have a history of
nnlltary deployment as blood donors

The estnnated annual number of recovered plasma donors who have h15tory of mlhtary deployment in the. (_ b
UK and-countries in Europe by age is represented by the equatlon

DRR—DOD(m) = DRA(age) x Percpp nop (W.C.I.d-S)

Assumption used in the model: The annual distribution of US m111tary service members and their
dependents-residing-on-US-military bases-in -Europe-represents the yearly-distribution-of" deployment m
the UK. and countries in Europe of US military recovered plasma donors

DRy pobiagsy = DR&—nomaxo X Percpp. pon, , ~ (IV.C1.d6)
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"A-IV.C. 1. d.Jii. Adjustment of the Relative Risk for the proportional variation in
the BSE exposure risk in the UK and the military deployment duration per spec1ﬁc
year during the period from 1980 -~ 1996

Variable: Rggs. - The cumnlative vCID risk of individual military personnel who were deployed and
resided in the UK or Europe for the entire period from 1980 through 1996: it is assumed that the
accumulated risk is equal to that of a UK resident and is assumned to be 1 {or equal to the UK vCID
prevalence) for this period.

Assumption used in the model: The cumulative risk of US military residents in Eumpe from 1980
through 1996 is 0.35. This estimate is based on the assumption that approximately 35% of the beef
consumed by military personnel in Europe between 1980-1996 was imported from the UK (FDA 2002).

Varijable: y— Year of deployment (same variable used above in A-IV. C. 1. d. ii. a.)
Variable: y.,;— The specific year of BSE epidemic in the UK.

Assumption about variable: The BSE epidemic in the UK was assumed to have started in 1980 and at
first was not detected. The first cases of BSE were reported in 1986.

Variable: BSEUK);_ Q:Numbér'bf diagnoseci BSE casés in the UK by yeai; from 1980 through 1996

Data used in the model: Data are from the World organization for animal health (OIE 2005). Data were
not collected for individual years prior to 1997. A total of 446 cases of BSE were reported by European
countries (other than the UK) during the time period from 1980 through 1996 and were allocated to
1nd1v1dua1 years by assummg the cases were mcreasmg in a linear fashion by year.

Vanab]e Rmse,, Proportional vCID risk for donors that res1ded on US rmhtary bases in Em-ope ina
specific year

Assumptions used in the model:
e . The vCIDrisk for US military facilities-in Europe was present from 1980 through 1996. There
was negligible vCJD risk after 1996 — the model assumed the major source of vCID risk for US
military bases in Eurdpe was associated with imported UK beef. When food chain controls were
implemented in the UK in 1996 — the model assumed the risk to be negligible. :

»__It-was.assumed.that the vCJD. nsk was.additive-and.can be-prorated-on-a yearly base

¢ The vCID risk in a specific year was’ assumed to be propomonal to the reported BSE cases in the
UK in that spemﬁc year. - -

Proportional vCID. nsk in the US military bases in a specific year was calculated by the equation:
X BSEyy, ! ZBSEUK), (IV.C.1.47)

y=1980

R

Batey —

=R

Base
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Variable:’ RDR.DODy “Rigk of mdmdual nuhtary personmel who lived in'Europe for a period of two years
starting from déployment year'y; and assirmnésithe cumulative risk of a UK individual:from 1980 through

1996 is 1.

Assumption used in the model: The model assumed an average of two consecutive 'years of
deployment: ) Qo )
Rop_popy = Riuey T Rpnsetyany (V.C1.08)

Variable: Procip.ugge - Probability of infection for individual UK remdent of a spec1ﬂc age group
(calculated in A~IV C. 1)

" Variable: Pr,,ch.pR.DOD(,,gg)y - Probability of infection for individual US plasma donor of a specific age
group that lived on or near a US military bases in Europe startmg from year.y w1th duration of two years ( -

pp—

Assumption used in the model: Probability of 1nfccuon is proport1ona1 to the risk of exposure

PrVCJ.D—DR-DOD(agc) y Prvwa-vx(ag.JXRm-mny {Iv.C.1.8-9)

A-1V. C. 1. d. iv. Number of all US plasma donors 'potentlallf/ 1ﬁfected with vCJD
during residence ata US military base in the UK or other countries in Europe from
- 1980 to 1996 : :

Thc secuon estlmates the number of Source and recovered plasma donors with a history of deployment in
the UK or countries in Burope during the period from 1980 through 1996 and sums the number of vCID
cases that may have vCID agent in their blood (or be prionemic) at the time of donation from each
pathway to derive the total number of all donors potentially infected with.vCJD that may have vCID
agent in their blood (or be prionemic).

A-IV.C. 1. d.iv. a. Potentlal number of US Source Plasma donors thh a history of
military deployment in the UK or other countnes in Europe from 1980 to-1996
potentially mfected w1th vCJD '

Vanab]e DR‘,cm.s.pop(.ge)y Potentlal number of Source Plasma donors mfected durmg residency on

.....

DR c15-5- 000ty = BitomialDRs._poniarary, Plicio-na-povtesas) (V.C.1.4-10)

Variable: DR,cyp-s-pop- Potential number total of Source Plasma donors infected during residency on
US military bases in Europe from 1980-1996 is represented by the expression:
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