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Vanable. D; - The average duration of time for interval i (months) (same variable used above in sect:on
ALV C.1 )

Variable: DRp.gyfegey - The number of recovered plasma donors who traveled to countries in Europe
(other than the UK and France) in year y by age group

Variable: Percpwr.cuvrer~ The percentage of blood donors who traveled for a specific duration interval i
among all donois who have ever traveled to counmes in Europc (other than the UK and France)

(calculated in A-IV. C. 1. c. i).

Variable: DRp Etiagey,- Number of recovered plasma donors within 2 specific age group who have -
traveled to countries in Europe (other than the UK and France) in year, y ,for duration of i.

DRy_strtugerys = PRe-cuiagery X PETCop-rins £0 AV.C.Le-13) b

A-TIV.C. 1. c. iil. US recovered plasma donors who traveled to countries in Eui‘ope.
Adjustment of relative risk for the proportion of exposure to the BSE agent per year
and by duration of travel and by age group

-As indicated in previous sectlons the FDA mode] assumed that the relative vCID risk for UK residents
residing for any five-year period or longer from 1980 through 1996 is ‘assumed to have a value of 1,
because exposure to BSE in the UK was greater than that of any other country. The relative risk value of 1
equates to 100% of the UK asymptomatic and symptomatic vCID prevalence, which is difficult to
estimate. Again, based on information in FDA. guidance (2002), the relative risk value for France was
assumed to be 0.05 (or 5% of the UK risk). The relative risk value is assigned based on factors such as
domestic UK beef consumption, and the rate and number of vCID cases, and indigenous BSE cases that
may have occurred (FDA 2002).. Countries in Europe (other than the UK and France) received meat and

bone meal from the UK during thé BSE epidemic and approximately 1.5% of their beef was imported (
L

from the UK, Additicnaily, the mode! included calculations on the estimated duration of travel or

residence in Europe by US plasma donors to generate 2 more accurate vCJID risk estimate. Current US
vCID geographic deferral policy defers blood donors with a lustory of residence in countries in Europe
(other than the UK and France) for a period of 5 years or more since 1980; this policy does not include

Source Plasma donors.

A-IV.C.1. ¢ iii. a. Number of US recovered plasma do,no-rs with a history of travel
to countries in Europe: Average accumulated vCJID risk for donors since 1980,
+ assuming that the average accumulated risk for a UK individual since 1980 is 1

This section calculates the number of US pias'rhé donors with a history of travel to countries in Europe
(other than the UK and France) and their average accumulated vCJD risk since 1980, assurning that the
average accumulated risk for a UK individual since 1980 is 1.
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Variable: Rey- Ac— The cumulative vCJD risk of an individual reSIdent of countries in Europe (other
than the UK and France) from 1980 till now; assuming the accnmulated risk of a UK individnal from

1980 through 1996 is 1.

Assumptmn used in the mode); The average acenmulated vCID risk for travel to countries in Europe
(other than the UK and France) by an individual resident since 1980 was assumed to be 0.015 relative to
1, the average atccumulated risk of UK individial since 1980, based on UK. It wés assumed-that '
approxrmately 1.5% or less of the beef imports, imporied into many countries since 1980 was imported
from tho UK. The 0.015 relative risk value also considers the number of human vCJD cases present and
.the presence of mdlgenous BSE in European countncs (other than the UK and France) smce 1980.

A-IV. C. 1. c. fii. b. US plasma dopors with a history of travel to countries in Europe; Proportional
risk per individual resident per year since 1980

Variable: Y- Years of BSE epidemic in countries in Europe {other than the UK and France):
Variable: BSEux_,. Annual numbers of reported BSE casesin thc UK.

Variable: BSEgy - Annual numbers of reported BSE cases in Europcan oountnes other than the UK
and France. _

Data used in the model: Data on the anmal number of reported cases of BSE in cattle in European
countries was obtained from the Orgainization Internationale de Epizootics (OIE) (2005).

Variable: Rgy, - Proportional vCJID risk for European countnes (other than the UK and France) in a
specific year

Assumptions used in the model:
- e The risk of vCID and BSE in European countries (ot.her than the UK and France) has been present:
- since 1980 and continues to present day. As of August 2006, very few cases of BSE continue to
' be reporied in Buropean countries (other than the UK and France).. '
The.vCID risk is assumed to be additive, and can be prorated on a yearly or monthly basis.
e The yearly rate of the YCJD risk in European countries (other than the UK and France) is
proportional to the reported BSE armual cases in Europe (1nclud1ng indigenons and imported
cases) :

A-IV. C. 1. c. iii. b. US recovered plasma donors with a history of travel to countries
in Europe: Potential vCJID risk for an individual in year yfora permd of i since 1980
Variable: Rm £y, - Risk for individual US donors who traveled to countncs in Europo other than the
UK and France in a specific year for a specific duration, assuming the accumnulative risk of 2 UK person

resident in the years 1980 through 1996 is 1.
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The vCID nsk for the US plasma donors with Jess than 5 years acenmulated stay in Europe was
calcnlated based on fravel to European countries other than the UK and France in a spécific yéar for a
specific duration of travel. Potential exposure risk was calculated using a prorated monthly rate, which
_was calculated based on the yearly rate of the risk (1 month=1/12x yearly nsk) in Burope during the
- year of u'avel US plasma donors with a total accumulated stay in countries in Eumpe (other than the UK
- or France) | of 5 years or more is assumed to have average risk of 0.015, whlch is the same as. the risk of
an. xndmdual gitizen or long-term resident of a country in Europe (othm- than the UK or France)
Infonnatlon on duratlon of accumulated stays was collected in the blood donor travel survey; however, for .
sunphmty we assumed all travel was, consecutive. The blood donor travd survey (TSEAC 2000) collected
information on the accumulated stay of US donors who stayed in Europe (other than the UK or France) -
from 1980 through 1996. For simplicity, these data were used to estimate the duration of consecutive
stay, which was used to calculate the potential vCJID risk for recovered plasma donors. -

Assumptions used in the model: ' : - L
* Risk is proportional to the duration of the stay tC,
o All the travelers® stays were assumed to be single and consecitive stays.
~ US plasma donor subpopulation having 5 or more years accumulated stay in countries in Europe
(other than the UK or France) have an average risk of 0.015, which is the same as the average risk

of individual European resident.
For<1 yeasr;

'RDR_EW,—(Average(R wwo}!lZ)xD - '_ av. C. 1. c14)

. for 5 years <i>=1 year;

Rpp g =0.015 @v. C. 1. ¢15)
for £>=5 years

(

A-IV.C. 1. ¢. iv. US recovered plasma donors with a history of travel to countries in
Europe: Probablhty of vCID infectioi for a donor of 2 speafic age group, who
traveled in a specific year for a specific duration, i

This section describes the portion of the model that estimates the potential probability that a US plasma
donorina speclﬁc age group, who traveled to countries in Buropc (other than the UK or France) fora
specific duranon since 1980 was infected wn‘h vC.TD . .
Variable: Pr,,c,m Ukfage)— the proba.b1hty of mfechon for an individual UK rcsxdent ofa Spﬁ(.‘-lﬁc age
group (calculated in A-IV. C. 1. a. iv.). .
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Variable: Procsb.pr-Etfagey, - Probability of infection for an individual US plasma donor of 2 specific age
group who have traveled to countries in Europe other than the UK and France in a specific year with

specific duration.

Assumption used in the model: The probability of vCJD infection is proportional to the risk of eXposure
I 1 CID-DR-EU (age)yd = vawp-ux(age)"‘_Rm-éw,i ' R ZAPET S

A-IV.C.1.c.v. Number of US recovered pla’sma donors with a hiStory of travel fo
countries in Europe: Number potentially infected with vCJD. '

Variable: DRWD.R.EU{;;;)»{ - Number of recovered plasma donors potentially infected with vCID during
travel to countries in Europe (other than the UK and France) since 1980 by age, year and duratlon of
travel

DRPC’-D"R—EU(aga)yJ = Bionomial(DRﬂ_w(m)w.-, PerlD—.DR—EU(ngz)y,:‘) ' © gV.C1.c-26)

Variable: DR.cipreyy - Total number of recovered plasma donors potentially infected with vCID in
yeary '
$0-54 > S yenrs

DRyep-prry = Z ZDvaD-.x-'FR(m)y.r . (IV.Cle27)
. Ape=iB-19lday—Amonths : :

Variable: DR,cip.r£v.pey- Number of recovered plasma donors potentlally infected with vCJD in year y
and deferred by current policy

Current FDA gmdance (FDA 2002) recommends deferral of individuals who have !ustory of travel to
countries in Burope (other than the UK or France) since 1980 for an accumulated stay of 5 years or more
from donating blood. The number of potential vCID-infected recovered plasma donors who meet current
deferral criteria (FDA 2002) was calculated by the equation:

. 50-54

D RvC!D-R—EU«.Dej = Z D RvC.’D— R-EU(age) y.>=S years (IV.C.1.c-28)
Ape=18-1% .

Variable: DR,cips £v.resy ~ The residual risk associated with recovered plasma donors potentially
infected with vCJD that meet deferral criteria but because of limitations in'the donor screening process
and are not deferred by current policy; is represented by the equation:

50-54 >3 .
DRVCID-R—EU-Rciy = Z iiﬂDRVCfD-R;EU(age)y,i - (IV.C.1.c-25)

Agr=18-19 j=1-30days
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'A-IV C.1.e. vi Nuinber of US recovered plasma donors who traveled to ceui:tries in
Europe. Number potentlally infected and vCID agent is present in the blood

The. most cnt:cal component of the model is the estimation of whether a plasma donauon was collected

- from & vCID infected donor that contained infections VCID. agent in their blood (or was prioriemic) at the
time of donation. Based on data from animal studies, the model assumes that vCID infectious individuals
have infectious vCJD agent present in the blood during the last half of the incubation period. This portion
of the medel calculates the number of recovered plasma donors who may potentially contain infectious -

vCID agent in their blood at the time of donauon. :

Vari‘able: Pry g, ~The probability an individual was prionemic in jear 2002.
Variable: DRycip.r-£uy- Total number of recovered plasma donors potentially infected with vCID in year
y during travel/residence in European countries (other than France).

Variable: DR,cipz£yryy - 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 last half
incubation period of thc disease (and has vCJD agent present in their blood).

DR,cppgy-ray = Binomial (DR,¢pp-guy, Pliy-y) o av.C.1.c-30)

Variable: DRycp p-£udes~ 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 .

Variable: DR,.;;;D.MU..«,I Ly - Total number of recovered plasma donors in the last half incubation
penod of the disease (and presumably has vCJD agent present in their blood) who met deferral criteria
and were prcsumably deferred from donation.

D_Raap-x-w-ng,r-wy = Birzomial(DR,,C,D_R,w_M' Pr;.,) (IV.C.Le-31)

Variable: DR,cjp.z.Ev-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 did not meet the
_ dcferral criteria and were likely not deferred .

Variable: DR,,WR@M,_H, - 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 1yt tr-Res-1tyy = Binomial(DR i gy _pesy, PrLH-y) . (V.Cie32)

A-IV. C. 1. d. Number of US plasma donors deployed by the military in the UK or-
- ~--other countries in Europe and potentially infected with vCIJD .

A;IV. C.1.d. i Percentage of US plasma donors deployed-at US military bases in the
UK dr other courifries in Europe during the years 1980 through 1996 ' -

Variable: Percpg pop - Percentage of US blood donors who were nulzta:y residents in countries in
Europe for = 6 months ﬁom 1980 through 1996.

Assumgtlon 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 1980-1996 -
* The FDA model assumed that the same percentage of plasma donors have been in the mxhtary and
deployed in European countnes as blood donors. '

A-TV. C. 1. d. ii. Number of US plasma donors deployed by Military in the UK or other
countries in Europe by year of deployment since 1980 -

A-1V, C. 1. d. ii. a. Number of US Source Plasma donors stationed at US military
facﬂltles in the UK or countrles in Europe during the period from 1980 -1996 by year
of deployment

Variable: y - Calendar year of deployment

Vanable' DODy - Number of US military residents, their fanuly and dependents who resided on US
mlhtary 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 m111tary facilities in the UK. or countries in Europe after 1996 was assumed to be
negligible, because it is assurned that most of the risk was associated with' 1mported UK beef. Food chain
controls put in place in the UK after 1996 were assumed fo reduce the BSE exposire risk to negligible
levels (TSEAC, 2002) and shipment of UK beef to US military 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 uscd above in section A-IV.C.1.a.ii.)

Pm,,,_m, =(DOD, / ZDOD Jx100% ' (v.C.1.d-1)

Per
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Variable: DRy, —Age of donors of Source Plasma (calculated in seotion A-IV.B. 1)

Variable: Percpg.pop— Percentagc of Source Plasma donors who have a history of nulxtary deployment
in Europe since 1980 (calcnlated in section A-IV. C. 1. d. ii. a.)

Variable: DR,g.pop(,,_.,, Eshmated annual number of Source Plasma &onors who have mstory of nuhtary
deployment in the UK or Europe by age . _

Assumpnon about vmable' We assumed 3% of Source Plasma donors have 2 hlstory of nnhtary
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 hlstory of military deployment in
Europe by age is represented by the equatlon (C

DR;. popiess) ""DR:(m)."P e"cm-non . gveclde) |

Variable; D}ls.pop(;w— Number estimated anmual nux'nber‘o‘f Source Plasma donors who have resided
on military bases in Europe by age and deployment year

DR;_poniasery = LRy ponieses X PETCor_pony . {V.C14D)

A-IV.C, 1. d.ii. b. Number of recovered plasma donors Wlth a hlstory of military
déployment at US military facilities in the UK or ‘other countries in Europe durmg
the period 1980-1996 by year of deployment

Varlable. age - Age of donors grouped by five-year i mcrements (e.g:, 20-24, etc.) and the 18-29 year oK (J
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 estimated using the
blood donor survey data (TSEAC 2002), R . , _

Variabie: DRR.(.,,)- Annual number of recovered .plasma donors by age , T

Assumptlon used m the model We assu.med 3% of recovered plasma donors were grouped by

Europe dunng 1980-1995 (DOD 2005)
DRx;oaD(qz)y = DRz—ma(ap) x P €rCon-pony . . av.C.lg<d) .-

Variable: DRgpgq - Annnal number of recovered plasma donors by age (calculated in section A-IVB. !
2.) grouped by five-year increments (e.g., 20-24, etc.) and the 18-29 year old group

A-50




BENE2006-025

APPENDIX A

Var:able Percm pop . Percentage of recovered plasma donors who have a history of military
deployment in the UK and countries in Europe since 1980 (célculated in section A-IV. C. 1. d. ii. a))

Variable: DRx popyege) - Est:mated annual number of recovered plasma donors who have a history of
rmhtary deployment in the UK and countnes in Europe by age.

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

The estxmated annual number of recovered plasma donors who have lnstory of military deployment mn the
UK and countries in Europe by age is represented by the equation:
" DRy popiesy = DR:(.,._) X Percpy pop, av.el .d-s)

Assomption used in the model: The annual distribution of US militéry service members and their
dependents residing on US military bases in Europe represents the yearly distribution of deploymcnt in
~ the UK and countries in Burope of US military recovered plasma donors

DRy_pobtagey = DRn-pop(m) x Perepy. pop, (av.L1.d-6)

A-IV. C. 1. d. . Adjustnient 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: Rpg;, - The cumulative vCID risk of individual military personmel 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 assumed to be 1 (or equal to the UK vCJD

prevalence) for this period.
" Assumptfion used in the model: The cumulative risk of US mﬂxtary 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 personnel in Europe between 1980-1996 was imported from the UK (FDA 2002).

Variable: y- Year of deploynient (same variable used above in A-IV. C. 1. 4. 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 ﬁ;qt cases of BSE were reported in 1986.

Variable: BSEyy, - Number of diagnosed BSE cases in tile UK by year from 19‘80 through 1996
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Data used in the model Data are from the World organization for anime! health (OIE 2005). Data were
not collectéd for individual years pnor 10°1997. A total of 446 cases'of BSE were rcportcd by Eitropean
countries (other than the UK) during the time penod from 1980 through 1996 and were allocated fo
individual years by assuming the cases were mcreasmg ina Imea.r fashlon by year

Variable: RB,.,,,, - Proportional vCiD tisk for donors that resided on TS mllltary bases m Eumpe in a
specific year : .

Assumptions used in the model:
e The vCID risk for US military facilities in Europe was present from 1980 through 1996. There

was negligible vCID risk after 1996 —the model assumied the major source of vCID risk for Us
military bases in Burope was associated with unported 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 vCJID risk was additive and can be prorated on a yearly base. (/\
The vCID risk in a specific year was assuméd to be propomonal to the rcported BSE cases in the .
UK in that specific year -

Proportmnal vCID nsk in the US military bases in a specific year was ca}culated by the cquauon
= Ry, X BSEy,,/ ZBSE , - av.C1a7)

y=1580

Variable: Rpx.popy- Risk of individual military personnel who lived in Europe for 2 period of two years
starnng from deployment year y, and assumes the cumulativc risk of a UK individual from 1980 through

1996 is 1.
Assumption used in the model: The model assumed an average of two consecutwe years of

deployment:
 AV.C1A8)

Variable; PJ;.,'.-:.n;;.IUK(;.,,, - Probability of infection for individual UK resident of a- specific age group { C
(calculated in A-TV. C. 1.).

Yariable: Prucip.pr-popggey - Probability of infection for indiﬁdual US" piasma doﬁor ofa speciﬁ;: age
group that lived on or near a US military bases in Europe starting from year y with duration of two years

Assumption used in the medel: Probability of infection is proportional to the risk of exposure

PLein pr-popiage)y =_P L 1tk (age) *FpapODY . v.L1.d-9)

A-IV. C. 1. d. iv. Number of all US plasma donérs potentially infected with vCJD
during residence at a US military base in the UK or other countrxes in Europe from
1980 to 1996




BENE2006-025

APPENDIX A

The section estimates the: number of Source and recovered plasma donors with a history of deployment in
the UK or countries in Europe during the period from 1980 through 1996 and sums the number of vCID
cases that may have vCJD agent in their blood (or be prionemic) at the time of donation from each
pathway to derive the total number of all donors potenhally infected with vCJID that may have vCID

_ agent in their blood {or be prionemic).

A-IV.C. 1 d. iv. a. Potentxal number of US Source Plasma donors with a hlstory of
military deploymerit in the UK or other countries in Europe from 1980 to 1996

potentially infected with vCJD

Vanable: DRvcyp-spoDiagey ™ Potenhal mimber 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

DR 5.3 povteaesy = BIFOMISI DRy _ooiepsy, Pl on-nootesy) (V.C.1.4-16)

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

196 E-Td .
DR-CJD-S—DGD z Z DR‘ch.;.m“:)’ . av.C.la-11)

A-IV. C. 1. d. iv. b. Potential number of Source Plasma donors with a history of
deployment fo a US military facility in the UK or other countries of Europe from
1980 to 1996 in the Iast 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.

Varlable. y-The calendar year in Whlch a plasma donor was deployed toa US m:lltary base in Europe

Assumptmn used in the model: This risk assessment assesses the vCJD risk for deV]]I product made
in 2002 but it is assumed that the potential vCID risk is similar to the present day risk in 2006

Variable: Trr2002- Tlme period between infection/travel and the year 2002 when the plasma was
collected.

Variable: Pr-LH;- Probability that the vCID disease is in the last half of the incubation period of the
disease, if infected in year y and the individual has mf'ectlous vCID agent present in thelr blood and

plasma (or was prionemic).

Variable: T, Inf-2002- Time period between infection/travel and 2002 when the plasma was collected is
represented by the expression:
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For an individual to be prionemic in 2002, the remaining penod of time since infection up to 2002 (I
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 vCJD is
represented mathematxcally by a gamma distribution, specifically Gamma (4.7, 3.6). A gamma
distribution is usually used to represent processes that occur sequentiaily 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 parameers: 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 mcubatmn period of 14 years.

C

Variable: Prpy, -The probability 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.cm.spopy- Total number of Sotrce Plasma donors potentially infected with vCJD inyeary
during military deployment on European bases (calculated inA-IV.C.1.d. v.a).

Variable: DR,csp.s-pop.Lay - Total number of Source Plasma donors potentially infected with vCID in
year y during military deployment to US military bases in Furopean countries and in the last half
incubation period of the disease,

DRy s pop-1sy = Binomial(DR ¢ip_s_pop,, Ply.,) - av.C1.413)

A-IV.C. 1. 4. 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 durmg the '
period 1980-1996 and’ potentlally mfected with vCJ'D :

Variable: DRvcip-r-pOD@ge)y - Potential number of recovered plasma donors infected during deployment
and residency on or near US military bases in Europe from 1980-1996 by age, and year of deployment

DR i y_popiesery = Binomial DRy poryepes,, Plicip- on-oovtaensy) (N.C.l.d-l{)

Variable: DRycaprpop- Potential number of recovered plasma donors infected dunng residency on US
military bases in Europe from 1980-1996 is represented by the cquahon

l”‘ n-u
DR yoon= 2, 2 DRep R . (v.C.1.815)

380 qprali-i®




BENE2006-025

APPENDIX A * -

A-1V.C 1. d. iv. d. Recovered plasma ¢ donors thh a lnstory of deployment toa US
military base in the UK or other countries in Europe° Potential number of donors in
the last haif of VCJD incubation period and vCJD agent is present in the blood

' This portlon of the model calculates the potentlal number of vCJID infected recovered plasma donors who -
"~ are in the last half incubation period of the disease and. presumably may contain vCID agent in their blood -

(or are prionemic).

Vanahle Prm » ~Lhe probability a vCID-infected donot had vCID agent present in their blood and
plasma at the time of donation (was pnonemlc) in the year 2002 (calculated in A-IV.C, Ldvb).

Variable: DR,cin.r.popy- Total numoer of recovered plasma donors potentially infected with vCID in
year y during military deployment on or near bases in Burope (calculated in A-IV.C. 1.d. v. .

Variable: DR,csp.r.pop-Lay- Total sumber of recovered plasma donors potentially infected with vCID in .
year y during military deployment on or near bases'in Europe and in-the last half incubation period of the

disease.

Dva:rp—n~Don-LHy =Bi"0’,”ial(Dvam-kupepy. PrLH-y) ) o (IVL.1.416)

A-TV. C. 1. d. iv. e. Number of all vCJD infected plasma donors during deployment to
a US military base in a conntry in Europe from 1980-1996

Yariable: DRycp-pop - Potential number of total plasma donors infected during residence on US
military bases in Eu:ope from 1980-1996

DRy pop = z DR s ”@+,§wDR"”’""” (IV.C.1.a-17)

Variable: DR,cip.pon.per- Potential number of total plasma donors infected dunng residence on US
military bases in Eu:ope from 1980-1996 and meet deferral criteria

Assumptlon used in the model: Current pohcy 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 assnmed
all US Department of Defense (DOD) deployments are 6 months or longer, and therefore, all individuals
have a history of depleyment to a US military base in Europe are deferred.

D-vam-nob-ug’ = DR»CID—DOD ) . ) (IV.C.).-18)
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_ A—IV C.1. d lV. 1 Potentlal number of all plasma donors m the last half of vCJID
mcubatmn penod T

This portion of the mode! estimates the potential number of all VCJD infected pIasma donors with a

history of" nuhtazy sefvice posted at a  US military base in the UK or countries iri Europe fron 1980-1996
who are in'thi€ 1ast half incubation period of the disedse and their bloed and plasma presumably contam

infectious vCID agent (or are prionemic).

Variable: DRyc.m.pon.LH - Potential xmmber of total plasma donors inifected during residence on US
military bases in Europe from 1980-1996 and are in the last halfmcubahon period of the dlsease

DR:CJD-DOD—HJ’ Z DRncw-s-pop-w + Z DRvCJD—R..pop..m (IV.C.l.d-l9.)

yalst0

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

D-Rvap-mp-w = D-va:m-pon ] (v.C.1.d-20)

AIV.C. 1. 4.5 Percentage 'of US plasma donors deployed at US military bases in the
UK or other countries in Europe during the years 1980 through 1996

Y
Variable: Percpg.pop - Percentage of US blood donors who were military residents in countries in =
Europe for > 6 months from 1980 through 1996. :

Assumption uséd in the model: Approx1mately 2% of US blood donors have biéen military reSIdcnts in
European countries between 1980-1996 (TSEAC 2002). There wereno data for plasma donors,
therefore, data for US blood donors was used to estimate the number of US donors stationed in US
military facilities dunng the period 1980-1996 -
o TheFDA model assumed that the same percentage of plasma donors have been in the m1htaxy and
deployed in Eu:opean countries as blood donors.

A-IV. C. 1. d. ji. Number of US plasma donors deployed by Mlhtary in the UK or other
| countries in Europe by year of deployment since 1980

A -56
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APPENDIX A

A-IV. C. 1. d. ii. a, Number of US Source Plasma donors stationed at US military
- facilities in the UK or countries in Enrope durmg the period from 1980 -1996 by year’

of deployment
) Vari;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 vCJD infection for donors previously
deployed to US nnhtary 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 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.)

. . (1.3
Percpg. pog, =(DOD, / -Z”DOD,)):IOO% @v.Cidl) .
el

Variable: DRgq,.) -—Age of donors of Sdurcc Plasma (calculated in section A-IV.B. 1.)

Variable: Percprpop— Percentagc of Sourcc Plasma donors who have a hlstory of military deployment
in Europe since 1980 (calculated in section A-IV. C. 1. d. ii. 2.)

Variable: DR pops.) - Estimated annual number of Source Plasma donors who have history of military
deployment in the UK or Europe by age :

Assnmption about variable: We assumed 3% of Source Plasma donors have a history df miﬁtary
- 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.

'I'he estimated annual number of Source Plasma donors who have a history of military deployment in
Europe by age is represented by the equation:

DRy ponege -DR,W, X Pereps. pop ' av.C143)
Variable: DRg poppey— Number estimated annual number of Source Plasma donors who have resided
on military bases in Europe by age and deployment year

D-Rs-non(cgzu = DRs-ocauge) x Per € pr-Dopy av.C.1.d-3)
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