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Variable: DRy, — Age of donors of Source Plasma {(calculated in section A-IV.B. 1.}

Variable: Percpr pop~ Percentage of Source Plasma donors who have a history of military deployﬁent
in Europe since 1980 (calculated in section A-IV. C. 1. d. ii. a.)

Variable: DRs pop(yge - Estimated annnal 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 annmal number of Source Plasma donors who have a history of military deployment in
Europe by age is represented by the equation:

DR;_popiagey = DR agey % Percpp_nopn (IV.C.14-2)

Variable: DRjs.popgey— Number estimated annual number of Source Plasma donors who have resided
on military bases in Europe by age and deployment year

DRy popagey = PR poniegs) % Perepp.pop, (IV.C.1.4-3)

A-IV. C. 1. d. ii. b. Number of recovered plasma donors with a history of military
deployment at US military facilities in the UK or other countries in Europe during
the period 1980-1996 by year of deployment

Variable: age - Age of donors grouped by five-year increments (e.g., 20-24, etc.} and the 18-29 year old
group. No data for the yearly distribution of deployment of military plasma denors 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 donation rate for military staff was estimated using the
blood donor survey data {TSEAC, 2002).

Variable: DRg.(;.) - 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 residence in the UK or
Europe during 1980-1996 .(DOD 2005).

DRy poniageyy = DR p-pov(ase % Per pp.pon, (@V.C.1.d-4)

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

Variable: DRk popgge - Estimated annual number of recovered plasma donors who have a history of
military deployment in the UK and countries in Europe by age.

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

The estimated annual number of recovered plasma donors who have history of military deployment in the
UK and countries in Europe by age is represented by the equation:
DRy popagey = DRpgogey % Percop_pop IV.C.14-5)

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 comntries in Europe of US military recovered plasma donors

DRy poviagaty = DRrepopiagey * PErCop-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 during the period from 1980 - 1996

Variable: Rp,;. - The cumulative vCID risk of individnal 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 assumed 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 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 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: BSEyg, - Number of diagnosed BSE cases in the UK by year from 1980 through 1996
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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 1597. A total of 446 cases of BSE were reported by European
countries (other than the UK) during the time périod from 1980 through 1996 and were allocated to
individual years by assuming the cases were increasing in a linear fashion by year.

Variable: Rg,.., - Proportional vCJD risk for donors that resided on US military bases in Europe 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 vCJID risk after 1996 — the model assumed the major source of vCID risk for US
military bases in Eurépe 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 vCID risk was additive and can be prorated on a yearly base.

The vCID risk in a specific year was assumed to be proportional to the reported BSE cases in the
UK in that specific year.

Proportional vCJD risk in the US military bases in a specific year was calculated by the equation:

1996
Ryey = R X BSEyz, | > BSEy, av.C.1d-7)

»=1980

Variable: Rpz.popy- Risk of individual military personnel who lived in Europe for a period of two years
starting from deployment year y, and assumes the 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:

Rpn-popy = Raaey + Rpsetyany (IV.C.1.4-8)

Variable: Pr.csp.vxg.) - Probability of infection for individual UK resident of a specific age group
(calculated in A-IV. C. 1.).

Variable: Pr,cip.pr-pop(age)y - Probability of infection for individual !_fS plasma donor of a specific 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 model: Probability of infection is proportional to the risk of exposure

PLep-pr-poiage) y = Pr.cin ez * Ror-popy av.Cc149)

A-IV.C. 1. d. iv. Number of all US plasma donors potentially infected with vCJD
during residence at a US military base in the UK or other countries 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 Furope 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 vCID that may have vCID
agent in their blood (or be prionemic).

A-IV. C. 1. d. iv. a. Potential number of US Source Plasma donors with a histery of
military deployment in the UK or other countries in Europe from 1980 to 1996
potentially infected with vCID

Variable: DR,cm s-popiage)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&m—s-mtmlr = BWmW(DRS‘MD(w)J. Prcm pe-pontaely) {IV.C.1.4-10)

Variable: DRycm.snop - Potential number total of Source Plasma donors infected during residency on
US military bases in Europe from 1980-1996 is represented by the expression:

196 70-M4
DRy 5-pop = DRﬂD—s-mma,.;, {IvC.14d-18
polb80 ageetii9

A-IV. C. 1. d. iv. b. Potential number of Source Plasma donors with a history of
deployment te 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 vCJD agent in their blood (or be prionemic) at the time of donation.

Variable: y-The calendar year in which a plasma donor was deployed to a US military base in Europe.

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

Variable: Tp,z2002-Time 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 haif of the incubation period of the
disease, if infected in year y and the individual has infectious vCJID agent present in their blood and
plasma (or was prionemic).

Variable: Ty,z2002,- Time period between infection/travel and 2002 when the plasma was collected is

represented by the expression:
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Ty

2002y — 2002- y (IV.C.1.d-12)

For an individual to be prionemic in 2002, the remaining period of time since infection up to 2002 (Igs
a002y) 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 vCID 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.

Variable: Pryg., ~The probability an individual was prionemic in year 2002-was calculated by using the
cumulafive frequency of Gamma (4.7, 3.6), at x=2x(1997-y)

Variable: DR,cmp.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: DRycip-s-pop-Lity - 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 half
incubation period of the disease.

DR s pop-1my = Binomial(Dvam—S—DODy, P r[H—y) (IV.C.14-13)

AV, C. 1. d. iv. c. Number of US recovered plasma donoers with a history of ( ;
deployment to a US military base in the UK or other countries in Europe during the -
period 1980-1996 and potentially infected with vCJD

Variable: DR.cip-r-pobp@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 ¢ 1p-5poniegsry = Binomial( DRy _poy oy, Pless-pe-panigay) (iv.C.1.3-14)

Variable: DRycyp.r-pop - Potential number of recovered plasma donors infected during residency on US
military bases in Europe from 1980-1996 1s represented by the equation:

199§ T0-74

= V.C.1.d-15

DRrC-'D-u—Dan - z ZD RDCJD—R-DOD(m)y V.C.1a-15)
=1820 age=iE-19
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A-IV. C. 1. d. iv. d. Recovered plasma donors with a history of deployment to a US
military base in the UK or other countries in Europe: Potential number of donors in
the 1ast half of vCJD incubation period and vCJD agent is present in the blood

This portion of the model calculates the potential 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 biood
(or are prionemic). X

Variable: Pryg., -The probability a vCID-infected 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.1.d.v.b).

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

Variable: DR,cip.z-.pop-Lay - 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 half incubation period of the
- disease.

DR oo p-pop-155y = BinomiallDR,¢1p_p_popy, Pliz.,) (V.C.1.d-16)

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

Variable: DRy csp-pop - Potential number of total plasma donors infected during residence on US
military bases in Europe from 1980-1996 '

1956

1995
DRmpon= 2, DR o pont D DRy o pon (IV.C.1d-17)

p=1980 y=1980

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

Assumption 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.

Dva.rp-Dop-Def =DR o pop ' (IV.C.1.d-18)
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A-1V. C. 1. d. iv, f, Potential number of all plasma donors in the Iast half of vCIJD
incubation period

This portion of the model estimates the potential number of all vCID infected plasma donors with a
history of military service posted at a US military base in the UK or countries in Europe fron 1980-1996
who are in the last half incubation period of the disease and their blood and plasma presumably contain

infectious vCJD agent (or are prionemic).

Variable: DR,cip.pop-Lu - Potential number of total plasma donors infected during residence on US
military bases in Burope from 1980-1996 and are in the last half incubation period of the disease

1996

DRVC’D'MD-LH Z DRvCJD—S DOL-LH + z DRvCJD—g..m_m (v.eid19)

y=1980 »=1980

(3

Variable: DR csppop-pes- Potential number of total plasma donors infected during residence on US
military bases in Europe from 1980-1996 and meet deferral criteria

DRVC‘JD—DOD—M = DRvCJD—Do.o _ {IV.C.1.d-20)

A-TV. C. 1. d. i. Percentage of US plasma donors deployed at US military bases in the
UK or other countries in Europe during the years 1980 through 1996

Variable: Percpr.pop - Percentage of US blood donors who were Imhtary residents in countries in Q
Europe for > 6 months from 1980 through 1996.

A
wtn®

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 1980-1996
e The FDA model assumed that the same percentage of plasma donors have been in the military and
deployed in European countries as blood donors.

A-IV. 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
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A-IV. C. 1. d. ii. a. Number of US Source Plasma donors stationed at US military
facilities in the UK or countries in Europe during the period from 1980 -1996 by year
of deployment '

Variable: 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 medel: The risk of BSE exposure and vCJD 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 reduce the BSE exposure risk to negligible
levels (TSEAC, 2002) and shipment of UK beef to US military facilities had sfopped 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.)

Percpp pon, =(DOD, 7 meOD, Ix100% av.C.1.d-1}
580
Variable: DRsqg.) — Age of donors of Source Plasma (caleulated in section A-IV.B. 1.)

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

Variable: DRs popgge - 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 Pla;sma donors who have a history of military deployment in
Europe by age is represented by the equation:

DR poniagey = DRsagey % Pereng_pop averd

Variable: DRs.popagsy— Number estimated annual number of Source Plasma donors who have resided
on military bases in Europe by age and deployment year
DR pongegsyy = PRs_popiass X £€Coppopy (fV.C.1.d3)
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A-IV, C. 1. d. ii. b. Number of recovered plasma donors with a history of milifary
deployment at US military facilities in the UK or other countries in Europe during
the period 1980-1996 by year of deployment

Variable: age - Age of donors grouped by five-year increments (e.g., 20-24, etc.) and the 18-29 year old
group. No data for the yearly distribution of deployment of military plasma dopors 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 donation rate for military staff was estimated using the
biood donor survey data (TSEAC, 2002).

Variable: DRpg (.- 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 residence in the UK or C
Europe during 1980-1996 .(DOD 2005).

"%,,j/

DRy pop(agsry = DR e-noviagey X Perpp_pon, (Iv.C.1.d-4)

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

Variable: DRy popug.) ~ Estimated annual number of recovered plasma donors who have a history of
military deployment in the UK and countries 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 estimated annual number of recovered plasma donors who have history of military deployment in the ( N
UK and countries in Europe by age is represented by the equation: R
DRy popiag = ‘DRR(m) x Percpp_pop (Iv.C.1.d-5)

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 pobtegeyy = DR R-DOD(age) ¥ Percm—oooy (V.C.1.d-6)
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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 during the period from 1980 - 1996

Variable: Rg,. - The cumulative 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 2 UK resident and is assumed fo 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 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 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 fo have starfed in 1980 and at
first was not detected. The first cases of BSE were reported in 1986.

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

Data uvsed in the model: Data are from the World organization for animal health (OIE 2005). Data were
not collected for individnal 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
individual years by assuming the cases were increasing in a linear fashion by year.

Variable: Rpasey - Proportional vCID risk for donors that resided on US military bases in Europe in a
specific year

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

was negligible vCID risk after 1996 — the model assumed the major source of vCJID risk for US
military bases in Europe 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 risk was additive and can be prorated on a yearly base,

The vCJD risk in a specific year was assumed to be proportional to the reported BSE cases in the
UK in that specific year.

Proportional vCJID risk in the US military bases in a specific year was calculated by the equation:
1996
X BSEy, | Y BSEy, X (V.C.LET)

p=1980

R

Barey

=R

Base

A -59

435



APPENDIX A

Variable: Rpz.popy- Risk of individual military personnel who lived in Europe for a period of two years
starting from deployment year y, and assumes the 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:
Rpr-pony = Reuey T Rpeyury ' av.C.1d-8)

Variable: Prycp.uges- Probability of infection for individual UK resident of a specific age group
(calculated in A-IV. C. 1.).

Variable: Prycippr-pobusey- Probability of infection for individual US plasma donor of a specific 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 model: Probability of infection is proportional to the risk of exposure

PLcip-pr-popiegey = PruCM{uge] XRpz_pony {IV.C.1.4-9)

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

1980 to 1996

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 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 vCJD that may have vCID

agent in their blood (or be prionemic).

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

Variable: DR,cm.spopgey - 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

DR 15 on(epery = Binomial(DR;_pon(ueeyy, Plicim-pa-pangapny) aIv.C.1.4-10)

Variable: DR,cmp.spop - 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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1996 70-M

DRensoon= 2, 2 PResss-noniesty av.c.1di
=1980 ngexl§-19

A-1V. 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 vCJID
who may have vCJID agent in their blood {or be prionemic) at the time of donation.

Variable: y-The calendar year in which a plasma donor was deployed to a US military base in Europe.

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

Variable: Tjyr2005~Time period between infection/travel 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 infectious vCID agent present in their blood and
plasma (or was prionemic).

Variable: Tz.y.2002 - Time period between infection/travel and 2002 when the plasma was collected is
represented by the expression:

T a0, =2002-y ((v.C.1.4-12)

For an individual to be prionemic in 2002, the remaining period of time since infection up to 2002 (Ije
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 vCID 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.

Variable: Pryg., -The probability an individual was prionemic in year 2002-was calculated by using the
comulative frequency of Gamma (4.7, 3.6), at x=2x(1997-y)

Variable: DR,,am.s.Dbpy- 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.).
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Variable: DR,cip.s.pop-Lay - 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 half
incubation period of the disease,

DRvCID—S—DOD—LHy = Bim’mial(D&cm-s—nopy, Prm-y) (IV.C.14-13)
A-IV. C. 1. d. iv. ¢. Number of US recovered plasma donors with a history of

deployment to a US military base in the UK or other countries in Europe during the
period 1980-1996 and potentially infected with vCJD

Ay

Variable: DRycipr-nob(agey- Potential number of recovered plasma donors infected during deployment Q
and residency on or near US military bases in Europe from 1980-1996 by age, and year of deployment

DReso g poiagery = Biromial{DRe_posiegn;, Pl or-poviegas) {(IV.C.Ld-14)

Variable: DR.cp.rnop~ Potential number of recovered plasma donors infected during residency on US
military bases in Europe from 1980-1996 is represented by the equation:

1996  T0-74
DR gnon= 2 2 PRocor pnootages IV.C.14-15)
yuI9E0 apeli-19

A-IV. C. 1. d. iv. d. Recovered plasma donors with a history of deployment to a US
military base in the UK or other countries in Europe: Potential number of donors in
the last half of vCJD incubation period and vCJD agent is present in the blood

This portion of the model calculates the potential number of vCID infected recovered plasma donors who )
are in the last half incubation period of the disease and presumably may contain vCID agent in their blood C %
(or are prionemic). : .

Variable: Pryz., -The probability a vCID-infected 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.1.d.v.b).

Variable: DR,c/p-r-popy- Total number of recovered plasma donors potentially 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,csp-z-pop.Luy - 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 half incubation period of the
disease. '
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Dvam-n-Dop—LHy = Binomial(DR,c,D_R_DODh Py ) (IV.C.Ld-16)

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

Variable: DR,csmnop - Potential number of total plasma donors infected during residence on US
military bases in Europe &om 1980-1996

DRVCJD'DOD Z DRVCID-S N 727s] + Z DRVCJD-R—DOD (Iv.C.1.d-17)

y=1580

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

Assumption 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.

D&cm—mn—w =DR,cn pop @V.C.1d-18)

A-TV. C. 1. d. iv, {. Potential number of all plasma donors in the last half of vCJD
incubation period and have vCJID agent present in the blood

This portion of the model estimates the potential number of all vCID infected plasma donors with a
history of military service posted at a US military base in the UK or countries in Europe fron 1980-1996
who are in the last half incubation period of the disease and their blood and plasma presumably contain
infectious vCJD agent (or are prionemic).

Variable: DRycyp.pop-Lu - Potential number of total plasma donors infected during residence on US
military bases in Burope from 1980-1996 and are in the last half incubation period of the disease

1998

DR, popis = 2 DR,cipspoprn ¥ 2, PRucinzponpu {IV.C.1.4-19)

»=1980 »=1980

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

DRVCH)—DOD—D@’ =DR,n pop {IV.C.1.4-20}
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Variable: DRy, (calculated in section A-IV.B.3.) Annual number of plasma donors
Variable: DR;s - (calculated in section A-IV.B.1.) Annual number of Source Plasma donors
Variable: DRp - (calculated in section A-IV.B.2.) Annual number of recovered plasma donors

Variable: Percpg.guros~ Percentage of blood donors who were Euroblood recipients

Assumption used in the model: 1.2% plasma donors were Euroblood recipients

Variable: DRg,,; - Annual number of plasma donors who were Euroblood recipients
DR oy = DRy x Percpg g . (IVLC.lel)

Variable: DRs purop- Annual number of Source Plasma donors who were Euroblood recipients

Assumption used in the model: We assumed 1.2% of US Source Plasma donors were Eurocblood
recipients :
DRy gy =DRgx Percy, gy IV.C.1e-2)

Variable: DRg pyros- Annual number of recovered plasma donors who were Euroblood recipients —
represented by the equation:

DRy gy = DRy % Percpy g ' IvV.C.Le3)

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

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

A-IV. C. 1. e. ii. Annual number of potential vCJD-infected Euroblood doners and
estimated annual units of Euroblood potentially containing vCJD agent

This section of the model estimates the quantity of Eurcblood units predicted to have been transfused into
US plasma donors in a one year period, the number of European donors involved, the number of possible
vCJD infected European Euroblood donors, and the total quantity of vCID infected units given by the
Euroblood donors.

Variable: DNBlyg,.)- Blood donations in the UK by age of donors.

Data used in the model: Information about UK blood donors was provided by CDSC (2005).
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Variable: Percpn.urege) - Percentage distribution of the blood donations in the UK by donor age, and is
represenied by equation:

>55

Perc oy urie = DNpamin | 2 DNt sty (V.C.Le5)
ape=lE

Variable: EUBL (. - Units of Euroblood that were donated by a specific age group of European donors
and transfused into US plasma donors

Total units of Euroblood received by US plasma donors of one year period is allocated by age of
European donors based on the age distribution of UK blood donors

Assumption used in the model: We assumed the age distribution for Euroblood donors is the same as UK
blood donors
EUBL . ,= EUBL ., X Perc m _u (> AV.C.1.2-6)

Variable: DRgypyugs— The number of European donors were grouped by age in five-year increments
(e.g., 20-24 yrs, efc) and the 18-19 yr old group that have contributed Euroblood that may have been
transfused inte US plasma donors per one year period

Each European donor may give multiple donations in a single year; however the chance of more than one
donation from same donor being shipped to the US and used by US plasma donors is expected to be
small. '

Assumption used in the model: Each unit of Euroblood received by US plasma donors of one year-period
came from different European donors and is expressed by the equation:
DR 1oy = EUBL

oxe) (vV.CLeT)

The probability of infection of individual Furopean blood donors is calculated below based on the
probability of infection per individual UK resident and the relative risk of a resident in a country
elsewhere in Europe (other than France) compared to the risk of a UK resident.

Variable: Rzy— The cumulative risk of an individual Buropean resident from 1980 till the present;
assumes that the cumulative risk of a UK individual from 1980 through 1996 is 1 (same variable as used
in (A-IV.C.1.c.iii)

Variable: Pr.cip-uxgg. - Probability of infection for individual UK resident of a specific age group (same

variable as used in (A-IV.C.1. c. iv.).

Variable: Prycyp.gug-Probability of infection for an individual European resident of a specific age
group.

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