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Varlab]e. DRvCJMFﬂ LH_,, . Total fiumber of Source Plasma donors potentially infected with vCID in
year y during {ravel/residency in France and'in the last half incubation period‘of the disease.

DR oo s r-ay ?Binom,ia{(Dvam-s-FRy. PrLH—y) . S . , (N—C-i~b-23)

Varlable. D.RpCJ’D_S _FR.daﬁ;* Total number of Source Plasma donors potentrally mfected w1th vCID in year
y during travel/residency in France and met deferral criteria (calculated in A-IV. C. 1.b. v. a)

Variable: DvaJM.FR.;;ef;LHy - Total number of Source Plaema donors in the last-half of the incubation
period of the disease who met deferral criteria.

.
DR, cp-seprepeg-riy = Binomial{ DR o s pa_pes, Pliy.,) {IV.C.1.0-24) (J

Variable: DRycip.s-rr-resy- Total number of Source Plasma donors potentmlly infected with VCID In year
y during travel/resrdency in France and did not met deferral criteria (calculated in A-IV C.1.b.v. a)

Variable: DRycyp.s.ir-res-Liy ~ Total number of Source P]asma donors in the last half incubation period
of the disease who drd not met deferral criteria or were not deferred is represented by the equation:

DRVCJD—S—FR—Rc:-LHy = Binomial (DvafD—s—FR—-Re:y, P rLH-— » ) ' : (Iv.C.1.b-25)

A-IV C.1.b.v.c. Number of US recovered plasma donors with a hlstory of travel to
France and potentially infected with vCJD

ey

-

Varlable DR»CJD-R-FR(age)y,i Number of recovered plasma donors potentlally mfected with vC.TD durm}_( :
travel to France since 1980-by age, year and duration of travel. . :

D Rycip- R—FR{oge}y.i B zonomlal (D RR —FR(age)y,i ? Pr vCIO-DR-FR{cge)y. ;) (V.C1.b-26)

Variable:--DR,cip-r-rry—--Total number-of recovered-plasma-donors potentially infected with vCID in

year y: ' ' : :
S0--34 »=$ yeary - .-

DRy popry= 2, 22 DRocso pernagerys - - - (v.C1.b-27)

Age=18-19i=1day-Imonths

Current deferral policy defers mdmduals who have history of travel to France since 1980 for an
accumulated residence of 5° years or more from donatmg blood and plasma The number of potentraily
mfected donors who meet the deferral criteria was calculated by equation:
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5_0—54 s
A DR c1pperrepey = zDRVCJD—R—FR(qge)y,I:v:‘SyearJ . (IV.C.1.b-28)
C ' " Age=18-19 ’ -

Variable: DR,cip.s-Fr-Resy Thé residual risk due to the number of _recovered plasma donors potentially
infected with vCID in year y and not deferred by current policy

50-Sdyrs  >3~Syears

DR;CJD—R—FR—R:J)- = Z Z‘DRvCJD—.R—FR(age.)y,f Qv.C.Lb-29)

Age=18-19yrai=1-30days

A-IV. C. 1. b. v. d. Number of US recovered plasma donors with history of travel to
France and potentlally mfected and vCJD agent is present in the blood

As discussed in the sections on Source Plasma (above) the most critical component of the model is the
estimation of whether a plasma donation was collected from a vCID infected donor who had infectious
vCJD agent in their blood (3.e., was prionemic 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 half of the incubation'period. This portion of the model calculates the number of
recovered plasma donors who may potentially contain mfectmus vCJID agent in their blood at the time of
donation.

Variable: Pryy, -The probability an individual will have vCID agent presént in their blood or present
(prionemic) at the time of donation in the year 2002 (calculated in A-IV.C.l.a.v. b.)

Variable: -DRVCID-R-FRy" Total number of recovered plasma donors potentially infected with vCID in year
y during travel/residence in France (calculated in A-IV. C. 1. b. v. ¢.)

Variable: DR,cjp-g-rr-Liy - Total number of Icco-Vered plasma donors potentially infected with vCID in
year y during travel/residence in France and in the last half incubation period of the disease.

DRvCJD—R—FR—LHy =Bin0mial(DRvCID—R-—FRy, PrLH-y) - (IV.C.1.5-30)

Variable: DR,cyp g rraes~ Total number of recovered plasma donors potentially infected with vCID in
year y during travel/residency in France and met deferral criteria (calculated in A-IV. C. 1. b. v. ¢)

Varlab]e DRcp-R-FRdef. -Lhy - Total number of recovered plasma donors in the last half incubation period”
of the diséase who met deferral criteria and presumably were deferred from donation.

DR, c1p_p-rr-per-1ay = Binomial (DRvaD-R-FR—sz, Pry ) : (IV.C.1.b-31)
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Variable: DR,cip-r.Fr.resy- TOt2l number of recovered plasma donors potentially infected with vCID in
yeary during travel/residency in France and did not met deferral criteria and were likely not defen'ed

from donation (calculated in A-IV.C. 1.b. v. c)

Variable: DR‘,CJD.R.FR.M_LH,, - Total number of recovered plasma donors in the last half incubation
period of the disease who did not meet deferral criteria and were likely not deferred from donation. -

DR yCID-R~FR-Res—LHy = Binomial (‘DRvCJD-.R—FR-Rcay, P_r LE -y ) ' (IV.C.1.6-32)

A-1V, C 1. b. v. e. Number of a}l US plasma donors with history of travel to France
and potent]ally infected with vCJD :

This section sums the number of all US plasma donors, predicted by the model to donate to plasma pools C
used in manufacturing pdFVIII made from plasma collected in the US. This includes recovered plasma
donors and Source Plasma donors, and generates an estimate for the total number of donors potentially
infected with vCID during extended travel fo France since 1980. :

Variable: DR,crp.rr - Total number of plasma donors potentlally mfected with vCJD durmg
tavcl/remdence in France ‘

1996 ' 1996

DR eip_rr = ZDva_w-s-Fﬂy + Z'DRvCJD-x-FRy - (IV.C.1.b-33)

y=1980 y=1980

Variable: DRycsp.rr-pes- Total number of plasma donors potentially infected with vCID during
travel/residence in France and meet deferral criteria

2002

DRvC:JD—FR-Def ZDRvCID—S—FR -pepy T ZDR\:CID-R-FR—Dejj: : (Iv.C.1.b-34) i
y=1980 p=1980 ) . .

Variable: DR,cip.rr. res- Total riumber of plasma donors potentially infected with vCJD during
travelfresidence in the UK and did not meet deferral criteria

2002 2002
DRVC]D—FR—R(:: = ZDRva—s-m-nuy + ZDRvao-R-Fn-Resy (IV.C.1.b-35)

y=1980 y=1980

A-IV.C. 1. b. v. _f.. Total number of US plasma donors with histery of travel to
France and are potentiaily infected and vCJD agent is present in the blood

Again, whether a donor contains vCJD agent in their blood is a pivotal calculation in the model since a
donation from such an individual would contain vCJD agent that may find its-way into a large plasma
pool of thousands of donations that are used to manufacture pdFVIIL. This section sums the number of
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US Source Plasma donors and recovered plasma donors predicted by the model to be infected with vCID
" and contam vCID agent in their blood and arrives, at an esnmate of the total number of US donors
poten‘aaliy infected with vCID and who are prionemic.

. .Vanable DR, cip.rr-1a - Total number of plasma donors in the ]ast half 1ncubat10n penod of the d1sease
Tozo02 - 2002

'DRVCID~FR-LH Z'DRVCUD-S—FR—LHy ZDvaw—s—m—my ' ~ {IV.C.1b-36)
y=1980 y=1980 . :

Variable: DRycsp-rr-perra - Total number of plasma donors in the last half mcubatlon period of the
disease and met deferral criteria

. - . 2002 2002 . :
D-va.m—m-uef tH = ZDvam-s-m—eef—my + ZDRVCJD-R-FR—Def—LHy ' (Iv.C.1.k-37)
y=i980 y=1980 ' )

Variable: DR.cip-rr-Res-LE- Total number of plasma donors in the last half incubation period of the
disease and did not met deferral criteria

. 2002 2002 ' : _
DRvCJD—FR Res~LH — ZDRVCID—S—FR—Re:-LHy + ZD‘RVCID-R-FR—-Rc:—LHy (v.C.16-38)
y=1980 y—IQSO

A-IV.C. 1..c, Number of US plasma. donors with a history of travel to countries in
Europe (other than the UK and France) potentlally infected and vCJD agent is
present in the blood

' A-IV.C.l.ci. US recovered plasma donors thh a ‘history of travel to countries in
Europe' Percentage of US donors and travel duration

In thxs portion of the FDA risk assessment US blood (recovered plasma) donoxs are charactenzed by

frequency and duration of travel to countries i in Europe (other than the UK) during the period 1980-1996.
The risk of vCJD infection is a function of exposure to the BSE agent and is assumed to be propomonal
to.the amount of time;spent, or duration of travel, in countries in Europe (other than the UK) since 1980.

The FDA model used data from the National Blood Donor Travel. Sunfey_1980_1996 (TSEAC2000)to—

_derive estimates of the percentages of US donors with a hlstory of extended travel or residence (> 5 years)
in other countries in Burope (other than the UK and France) since 1980, and_to derive the frequencies for
various durations of travel for 5 years or more, The period of 5 years or more corresponds to the length of
time in the current policy that defers blood (recovered plasma) donors who traveled to or resided in
European countries (other than the UK).

Data used in the model: National Blood Donor Travel Survey 1980-1996 was conducted by the
American Red Cross and presented at the TSEAC in 2000.

A -39

223



APPENDIX A

Variable: i - " The duration interval used to group donors who had traveled to countries in Europe from
1980-1996 based on the quantity of time spent in Burope (other than the UK and France) durmg the

period from 1980 — 1996.

\f-afihblo. D;- The average duration of time (in months) for interval i representing the duration of travel
or residence by US donors in countries in Europe (other than the UK and France) during the period from
1980 — 1996.

Variable: CumbPercpprrui— The cumulative percentage of blood donors who traveled to countries in
Europe (other than the UK and France) within duration interval i or longer.

Data used in the model: Travel data for Us blood donors was obtained from a blood donor survey
conducted by the American Red Cross and presented at the TSEAC in 2000.

Variable: Percpipr.£ui~ Percentage of blood donors who traveled to countries in Europe (other than the :"‘(_ '
UK and France) within duration interval #. This variable was converted from Cum.Percgpr.rui

Variable: Percpprruiey- The percentage of blood donors who traveled for a specific duration interval i
among all donors who have ever traveled to countnes in Europe (other than the UK and France) is
represented by the equation: :

— 0,
Percypp g sy = (Percgpg gy / CumPere BIDR—EU,Dlday—lmonrh)x 100% (IV.C.1.e-1)

The following portion of the risk assessment estimated the frequency of travel for each recovered plasma
donor by age group based on travel data of blood donors. First, estimates for blood donors who traveled to
countries in Europe (other than the UK. and France) between 1980 and 1996 was calculated to generate
the total number of US blood donors and percentages of donors who traveled. For the purposes of our
analyses we gTouped all donors and donors who traveled to countries in Europe since 1980 into age -
groups of five-year increments (20 — 24yrs, 25 — 29 yrs, etc) and for the 18 — 19 year old cohort. The ( ,
percentage of donors in each age group that traveled to countries it Europe since 1980 was calculated
based on the total annual number donors who traveled to Europe since 1980 compared to (or divided by)
the total number of donors, and the age sPemﬁc odds ratio for travel .

L) Calculanon of the annual number of blood donors who traveled to conntries in Europe

(other than the UK and France) from 1980 through 1996

Vari.able': DRy - Thé annual total numbe_r_ of potenhe_al blood donors in the US.

Data used in the model: There arc approximately 8 million individuals who donate blood each year in
the Umted States (Westat 2002). :

Variable: Peregmg gy - The total percentage of US blood donors who traveled to countries in Europe -
(other than the UK and France) during the period from 1980 through 1996.
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Data used in the model: Approximately, 15.6% of US blood donors have histories of travel to countries
i Burope (other than the UK ‘and France) during the penod frorn 1980 through 1996, based on the travel
data of US blood donors {TSEAC, 2000).

Variable: DR ey ~Total number of blood donors who have traveled to countries in Europe (other than
' the UK and France) dunng the period 1980 1996

DRBI-—EU =DRy x Per cm’m—su : _ : @AV.C.1.0-2)

Then, the percentage of donors in each age group who traveled to countries in Europe (other than the UK
and France) betwéen 1980-and 1996 was calculated based on the total namber donors who traveled to
countries in Europe, the number of donors from each age group, and the odds ratio of travel for each age

gr 01113
Variable: DRB,(m)_ Armual nuinber of blood donors from each age group (calculated IV C.1. a)

Varlable PechmR_Ey(,ge, - Annual percentage of US blood donors of an age group who traveled to
_ countnes in Europe dunng the period from 1980 through 1996.

Total number of blood donor who traveled to countries in Burope (other than the UK and France) equals
to the sum of donors from all age groups who have ever traveled to Europe:

65-69

‘D‘REJ—EU = Z (P er CBIDR-—EU {age) x D'Rﬂl(age)) ' (IV.C.1.¢c-3)
ge-—ls -19 .

Variable: Oddrqg.- The odds ratio for each five-year age group (e g 20—24 yTs, etc.) of travelers was
compared to the group of age 18-19 yr olds.

Data used in the model: The odds ratios of travel to countrles in Europe (other than the UK and France)
for each age group was derived from the travel data obtained from 1980-1996 blood donor travel survey.
An odds ratio of 1 was assigned to the donor group of age 18-19 yr olds. The odds ratios for the other age
groups . were generated by comparmg the ﬁequency of travel.: for those age groups to the group of age 18-

' 19 yr-olds, :

- Percynp siiod = Odd Tagey X L Comn_gugss) : . (QV.Cled)

The percentage of blood donors from the_age_group_of 18-19 yr olds who_ have traveled fo_countriesin_
Europe (other than the UK and France) can be calculated by the following equation: .

. 65-69

Per CBLDR ~EU(18-19) "'DRBI EU / Z(Oddf(age) xDRBI(age)) ) ' . {IV.C.1.c-5)

agenls 19

Then, the percentage blood donotrs from other age groups who traveled to Europe (other than the UK and
France) can be calculated using the equatrcn (AsIV.C.1 .Cc-4). '
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A-1V. C. 1 c. 11. US recovered plasma donors who traveled to countrles in Europe'
Total number by year of travel, duration of travel and by age group

This part of the risk assessment calculates the annual number of US recovered plasma. donors who
traveled to countries in Europe (other than the UK and France) since: 1980. The number of: donors from an
age group who traveled was calculated by year and duration of travel. The risk of a US donor acquiring
vCID is a function of duration of the stay, as well as the year(s) (since 1980) they resided in Europe.

A-IV. C. 1. c.ii.a. Number of US recovered plasma donots who traveled to Europe
in a specific year between 1980 and 1996 by age group :

This portion of the model estimates the potential vCID risk for US recovered plasma donors w1th a R
history of travel to countries in Eurcpe (other than the UK and France). Recovered plasma is derived '
from single units of Whole Blood as a by-product in the preparation of blood components from whole

blood collection and is.intended for further manufacturing. As expected, recovered plasma-donor

donation characteristics mirror those of whole blood donors. A recovered plasma donor can donate

plasma a maximum of six times per year — and on average a recovered donation is approx1mately 200
milliliters (versus an average of 700 nulllhters fora Source Plasma donatlon) :

Variable: y- year of travel (same variable used above in section A-IV.C. 1.b. ii. a.) to a country in -
Europe (other than the UK or France) since 1980 by US plasma donors.

Variable: age — Age groups of the population by five-year increments (same variable used above in
section A-IV.B. 1.) and the two year cohort for 18 and 19 year olds for US recovered plasma donors who
traveled to countries in Europe (other than the UK and France). S :

Variable: DRggg,) - Number of potent:al US recovered plasma donors per year by age group (described
in secuon A-IV B. 2) '

Vanable Pech,M -Elfage) (calculated in section A IV. C.l.b.n.b.)- The percentage US blood donors by’ (L/
age group who have fraveled to countries in Europe (other than the UK and France) between 1980-1996.

Variable: DRg_gyyag, - Number of recovered plasma donors who traveled to countries in Europe (other
than the UK and France) from 1980 through 1996 by age group and is represented by the equation:

‘D‘RR—EU(age) “DRx(agc)XP er cBn'DR—EU(age) ‘ S o Co, . ‘('IV.AC.l.c-lO)

The risk a fraveler was exposed to BSE in Europe 1§ proportlonal to the magmtude of the BSE epidemicin
the UK i1i the year of travel. Because the major exposure risk in Europe was assumed to'be from
consumption of beef contaminated w1t.h BSE agent 1mported I'Iom the UK. The model groups recovered
(age and year) specxﬁc mformaucn and detalls that better capture the dynamlcs of the BSE epidemic in

the UK on a year by year basis. Travel for the years not covered by the UK National Survey 1997 to 2002
relied on extrapolation of trends from 1996 and before to estimate travel characteristics up to the baseline
year of 2002 in the model (see equation A-IV.C.1.c-12 (below)).
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Yariable: 'Vy/; m. - The number of visits to the UK by US travelers in year y compared to the npmber of
visits in 1996 (calculated in A-IV.C.1.a)) :

Variable: DRz cupagesy - Number of recovered plasma donors who traveled to Europe in year y by age
groups. :

The number of recovered plasma donors who have traveled to countries in Europe (other than the UK and
France) was allocated to individual travel year based on the yearly distribution of visits to the UK by US

travelers.

1556

DRy _svtagery = DRo-st(ager * 106/ _%zfy,lm : Qvete
for travel during 1980-1996; "

DRy piiagery = DR % ¥y 11056 (l\./.C.].c-lz)

for travel after 1996.

Assumptmn used in the model: The year]y distribution of travel to countries in Europe (other than the
UK and France) by US recovered plasma donors is similar to the yearly distribution of travel to the UK by
US travelers. The yearly distribution of travel visits by each age group was adjusted to account for the
minimum age of 18 when a:donor can donate plasma or blood. Therefore, in calculating the US donor
risk for vCID the yearly distribution of travel visits by each age group was adjusted to account for this
requirement. The model adjusted the potential vCJD exposure for younger donors who were born during
the period from: 1980 to 1986 and would have essentially a zero-chanice of being exposed to the BSE agent
in the years prior to their birth. Therefore, donors 18 years of age in-2002 were assumed to have zero
exposure to the BSE agent prior to 1985, those 19 years of age in 2002 were assumed to have zero
exposure prior to' 1984, those 20 years of age in 2002 were assumed to have zero exposure prior to 1983,
those 21 years of age in 2002 were assumed to have zero exposure prior to 1982, those 22 years of age in
" 2002 were assumed:to have zero exposure prior to 1981: The model assumed that there was zero -
exposu:e of all donors prior to 1980, ‘

A-IV. C. 1. ¢/ ji. b. Number of USrecovered plasma donors who traveled to countries
in Eur()pe by speclﬁc year of travel and duration of travel by age group

Recovered plasma donors who traveled to countries in Europc (other than the UK and France) in a

specific year (DRr.£ursge)y) Since 1980 were further partitioned into the subgroups in the model based on
travel duration and by. 5-year age groups and also the two year cohott of donors 18 and 19 years of age.
Data on the percentage of blood donors.who traveled to countries in Europe (other than the UK and
France) since 1980 for a certain duration(s) (TSEAC, 2000} were used in this risk assessment.

Variable: - The duration interval used to group blood donors who had traveled to countries in Europe
(other than the UK. and France) from 1980-1996 based on the time spent (same variable used above in
section A V. C. 1). :
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" Variable: D; - The average duration of time for interval / (months) (same variable used above in section
A-IV.C. 1)

Variable: DRpg.guge,y - 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: Percamr. EWF@- The percentage of blood dohors who traveled for a specific duration interval i
among all donors who have ever traveled to countries in Europe (other than the UK and France)
(calculated in A-IV. C. 1. c. i). '

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

. . -
DRy sisiogeyrd = DPRrsutageyy ¥ L€ Cop-puni ev AV.C.1.c-13) - (4 }

A-IV.C. 1. ¢.iii. US recovered plasma donors who traveled to countries in Europe:
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 sections the FDA model 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 |
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 vCJID 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 the BSE epidemic and approximately 1.5% of their beef was imported .
from the UK., Additionally, the model included calculations on the estimated duration of travel or ( :'
residence in Europe by US plasma donors to generate a more accurate vCID risk estimate. Current US
vCJID geographic deferral policy defers blood donors with a hxstory 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. c. fii. 2. Number of US recovered plaSma. donors with 2 history of travel
to countries in Europe: Average accumulated vCJD 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 plasma donors with a history of travel to countries in Europe
(other than the UK and France) and their average accumulated vCJID risk since 1980, assuming that the
average accumulated risk for a UK individual since 1980 is 1.
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Variable: Rgpy- Ac— The cumulative vCID risk of an individual re31dent of countries in Europe (other
than the UK and France) from 1980 till now; assuming the accumulated risk of 2 UK individual from

1980 through 1996 1s 1.

Assumpt:on used in the model The average accumulated vCJD 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 accuriulated risk of UK. individual since 1980 based on UK. It was ‘assumed-that
approx1mate1y 1.5% or less of the beef imports, imported into many countries since 1980 was imported
from the UK. The 0.015 relative risk value also considers the number of human vCID cases present and
the presence of md1genous BSE in European countnes (other than the UK and France) smce 1980.

A-TIV. C. 1. ¢. jii. b. US plasma donors with a history of travel to countries in Europe: Proportional
risk per individual resident per year since 1980 :

Variable: Y-y Years of BSE epidemic in countries in Europe (other than the UK and France).
Variable: BSEyx, Annual numbers of reported BSE cases in the UK..

Variable: BSEgy, - Annual numbers of reported BSE cases in European countries other than the UK
and France. : :

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

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

Assumptions used in the model: ‘ '

» Therisk of vCJD and BSE in European countries {other 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 reported in-European 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 vCJ D risk i in European countries (other than the UK and France) is
proportional to the reported BSE annual cases m Evrope (including indigenous and imported
cases)

A-IV. C. 1. c. iii. b. US recovered piasnia (ionors with e history of travel to countries
in Europe: Potentlal vCJD risk for an individual in year yfora permd of i since 1980

Variable: RDR.EUY”, Risk for mdmdual US donors who Iraveled to coumnes in Europe other than the
UK and France in a specific year for a specific duration, assuming the accumulative risk of a UK person
resident in the years 1980 through 1996 is 1.
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The vGID nsk for the Us plasma donors with less than 5 years accumulated stay in Europe was
calculated based on travel to European countries other than the UK and France'in a specific year 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 =1/12 x yearly nsk) in Europe during the
year of travel US pIasma doriors with atotal 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, Wthh is the same as the risk of
an 1nd1v1dua1 sitizen or Io,ng—tenn re31dent of a country in Europe (other than the UK or France)
Infoxmatlen on duratlon of accumulated stays was collecied in the blood donor travel survey, however, for
sunphmty we assumed all travel was. consecutlve The blood donor taVel 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 wére used to estimate the duration of consecutive
stay, which was used to calculate the potential vCID risk for recovered plasma donors.

Assumptions used in the model: ' ' ' : e
e Riskis propomonal to the duration of the stay : Q
o All thé travelers’ stays were assumed to be single and consecutive 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 year;

Rppesuyi = (A‘.’érage(REL{y :REU(yH)) 12)yx D, | - av. C.. 1. c-lf;) .

for § years <i>=1 year;

Rpp gy =0.015 - (IV. C. 1. ¢15)
for i>= 5 years

- ‘

A-IV. C. 1. ¢. iv. US recovered plasma donors with a history of travel fo countries in
Europe: Probablhty of v€JD infection for a donor ofa’ speclfic age group, who
traveled in a'specific year for a specifi¢ duration, i

This section describes the portion of the model that estimates the potential probability that a US plasma
donorin a speclﬁc age group, who traveled to countries in Europe (other than the UK or France) for a
SpeClﬁC duration since 1980 was infected w:th vCJD : -
Variable: Prvcm U(age) ~ the probablhty of mfeeuon for an 1nd1v1dual UK res1dent of a speelﬂc age
group (calculated in A-IV. C. 1. a. iv.). :
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Variable: Prucip.pr-Etagey, - Probability of infection for an individual US plasma donor of a specific age
group who have traveled to countries in Europe other than the UK and France in a specific year with
spemflc duration.

Assumption used in the model: The probability of vCID infection is proportional to the risk of exposure
Prvdb—nk-zu(agej i = PerJD—UK(age) X _Rm'-éUy,f _ (IV.C.1c-16)

ol

A-IV.C. 1. c. v. Number of US recovered p]a'sma donors with a history of travel to
countries in Enrope: Number potenfially infected with vCJD.

Variable: DR,CJD_R.EU(,X,,),,, Number of recovered plasma donors potentially infected with vCID during
travel to countries in Burope (other than the UK and France) since 1980 by age, year and duration of
travel -’

DRvCJD—-R-EU(age)y,:’ = Bionomial(DRy_rysesyis Procip-pr-EU(age) i) AV.C.1.c26)

Variable: DR,cyp-pery ~ Total number of recovered plasma donors potentially infected with vCID in
year y '
50-54 >e=d years

DRvC:ID—n-my = Z ED‘RVCID—,R-:FR(nge)y,L . (IV.C.1e27)
’ * Age=13=19i=1day ~3montks ’

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

Current FDA guldance (FDA: 2002) recommends deferral of individuals who have lustory of travel to
¢ountries 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

DRVCID—R—EU -Defy = Z DRVCJD—R—EU (oge)y,i>=5years. (IV.C.1.c-28)
T Agesli-tg - .

- Variable:” DR, cyps £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 pohcy, is represented by the equation:

50-54 Sals)

DRpcm— R~EU-Resy i‘DRvCJD- R-EU(age) i - (IV.C.1.¢-29)

Age—l 819 f=1-30dayr
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