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AIDS SCENARIO - Interrelationnhlps of Events 
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SELECTED PROBLEM FORMULATIONS FOR WORKSHOPS C

I. HOW CAN WE BEST UPDATE OUR PLANS TO REFLECT

CHANGES IN AIDS INCIDENCE? 

2. 

3. How CAN WE MAKE SURE THAT ALL OUR FINISHED PRODUCTS 

ARE NOT LINKED To AIDS? 

4. HOW CAN WE MAKE SURE AND PROVE THAT CUTTER PLASMA 

IS FREE FROM AIDS RISK? 

5. How CAN WE MINIMIZE AIDS RISK TO WORKER? 

6. HOW CAN WE MINIMIZE PERCEIVED AIDS RISK TO KOATE? 
c 

C 7. HOW CAN WE PARTICIPATE TO EDUCATE AND INFORM THE 

PUBLIC, U.S. AND FOREIGN GOVERNMENT OFFICIALS, 0 
O

WORKERS, AND POLITICIANS TO PREVENT EMOTIONAL 0 ACTIONS AND REACTIONS? 

8. HOW CAN WE ACCELERATE CUTTER RDNA/BIOTECHNOLOGY 

PROJECTS TO A SUCCESSFUL CONCLUSION? 
i_1 

9. HOW CAN WE PREVENT FDA FROM IRRATIONALLY RESTRICTING 

NEW PLASMA PRODUCTS IN RESPONSE TO PUBLIC PRESSURE? 
LI 

10. HOW CAN WE DEVELOP AN ACCEPTABLE HEAT TREATED AHF FOR 1
MAJOR FOREIGN MARKETS? 

j 
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Iciiarle I Statement of Scenario Event: The Development and Topic olsceearlo: Acquired Immune Deficiency 

ic9e:~lo/F~rfO inciddnce of AIDS. Syndrome -(AIDS) 

No. Mn)or Issues/Problems (shoo statement) Impact on current business Mag. 

A fatal disease is striking high risk groups. includ-
ing hemophiliacs. at an epidemic rate. The specific 

cause is not known and there is no cure. As of 

August 1983, over 2.000 cases were reported. Includ 

ing 17 hemophiliacs. 

The development of AiCS indicates that one mode of 

transmission Is through blood and blood products. 

There is no screen or blood test to determine the 

presence of AIDS in an unsymptomatic carrier. 

With the comparative lack of specific scientific and 

medical knowledge. Bove►mental. regulatory and media 
responses are inconsistent and unpredictable and 

apt to be based on emotion and sensationalism. 

Three direct impacts have resulted: 

- The fear of contracting AiDS has resulted in a 

reduction of concentrate use by the hemophiliac 
population. 

- Plasma Center screening requirements have been 

issued, including AIDS questionnaires, addi-

tional physical examining and donor, center-

employee education. 

- Based on the conception that a heat-treatment 

concentrate product may eliminate or reduce 

the risk of passing AIDS, there is a "no holds" 

rush to complete Its development, approval and 

manufacture; substantial additional costs and 

expenditures are being incurred. 

Please show the magnitude of the Impact try 3, 2.1 (high, medium, low)

SCENARIO 11 
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W we

Ecemria ! kni%d of major future devekoprnents and trends Topk of 5cenar1o: AIDS 
Echr3aft/F~nn 

No. Ma)or Fulure Deveioprnents Impact on future operatkxivbusinoss Mng. 

MosiLikeiy: Scientific and medical progress is real but slow. No (Note: The specific impacts based on 
major breakthroughs occur in 1983. these developments are addressed in 

Mo specific blood test before 1985. 
the Scenarios prepared for the 
Individual events.) 

The general incidence of AiDS continues at the same basic rate 
within the risk groups but by 1985 is not at an exponential growth 
level. 

AIDS does not spread to general population at an epidemic level, 
nor do any new high risk groups develop. 

The development of AiDS in major industrialized countries continues 
but at a lower rate of involvement than in the U.S. 

Wbrat Case: Exponential growth continues. 

Lymphadenopathy and/or T-Cell Helper/Suppressor ratio are generally 
prodromal stases of AIDS. 

Limited epidemics encountered outside current high risk groups: 
family, prisoners, health care workers and plasma processers. 

Mo cause or cure discovered and in the meantime, a long incubation 
period continues to tick. 

Piesse give the magnfude Of the Impact by 3, 2.1 (high, medium, low) 

'- '
6919 001  ~~ L 

BAYP0004797_0007 



tee-a fe 3 Ptdbnbflty of occurence ol major developments and trends topic d scenarIo: Al DS. 

SchaSnl//Toms (from Schedule 2) 

No. 1883 1984 1985 1986 1987 1908 

AAostLMtefr By end of 1905, approximately 15,000 to 20.000 cases`, 
120 to 160 are hemophiliacs. 

A specific blood test Is fornd In 1985-
86. Promising research in ens of a 
vaccine and preventability. 

By 1988, 25,0)0 t, 
40,000 cases 20' 
to 320 hermph 1-
iaes. Cause s 
known, but no corn 
plete cure. nci-
dence Is decl nin,
AIDS is chrci •d 

Worst Case: By end of 1985, approximately 40,000' cases. 1,000 are 
not eradicates. 

hemophiliacs. Several hunt ed tied to blood transfu-
sions. Other major countri s are severely affected. 
A specific cause and blood est cannot be determined. 

By 1908; 00,0!1) cases, wi l l 
2,000 hemophl Lacs. Decltr• is 
larnely due t decimation o 
susceptible pIpulations. r•a - l ler 
diagnosis and better treatn ,nt. 
But AIDS rema ns a major ci de-

Please show the probability against the relevant years (a. g. low tin 1984. mad. 1986. high 1988) 'cumulative from 1981. 
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1ptutis 4 Formulation of problem (-tiow can wo... -) I Topic of Scenario: AIDS 
Ectzdjla/Fsrw 

(Incidence of AIDS) 

How can we track and monitor the Incidence and development of AIDS? 
(Possible resources: R. Modersbach, R. Rousell (or M.D. from Cutter staff), S. Ojala) 

How can we assess impact on plans or scenario that could result from changes In AIDS incidence? 
(Possible resources: Team or business heads) 

Please state the problems In as few words as possible In the form which ask for adfon-odentod answers. 

991 00T 9 I WO0-1r.0 
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$can1s I S1denlsI of Soennrio Event: 

0.creasa of Plasoa Supply, 

1 

2 

3. 

4. 

Major leaueyprob! s Gott acs d) 

Identification of AIDS In the herrphilic population aid In patients rec.ivinn blood donations has given rtes to the postulate that AIDS is transmitted by blood and blood products. 

Pilot studies on aurrvgata testing of plasma donors has been recommended by U.S. Gov't agencies. 

Health care uorlcere haw Publicly expressed concerns regarding AIDS victi". 

Plasma collected fit. prison populations has been excluded from use in the manufacture of plasma coa`u-I lotion products by Informal FDA gufdeltnss. 

Pleas. *tow ute m.Wtude of the knp.p M 3.21 (hi Øi, m tan bw) 

Pl+ 
John H. Hlnk 

Topic o scerwi 

Ails 

knead on aart:nt bwhase 

Additional screening requirements for plasma donors to eliminate "high risk" donor■ hen necessitated imp-letwntatlon of new processing procedural and raise-Lion of a wall number from our donor panel. 

A study of several thousand donors for hepatitis fl core antibody has provided no useful information. 

Concerns expressed by a small number of hospital worker• have not speed to plasmepheresis workers. 

Our cocpetitors hew discontinued significant volume pia.- a procurement from prison sources and are rr placlrg this volume by offering higher prices to other suppliers, thus creating a general market price increase. Cutter continues to procure prison pldmum to protect its rabies antibody supply. As no cosgu-lation products are made from this pl.a., cost is high. 

SCENARIO 14 
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John H. Hints 
r+4~d d myor Mu,, derekptn.nb rtd trends 

Na M4x Fdm DPrnerittt 

Mod Lacey: 

1 Test for AIDS prods s will be required for pl. ., donor*, 

2. Foreign cotntries (especially drops) will Dec . more *elf sufficient in production of pia. a and will reduce purchases fra. U.S. 

Topic d ecenerio: 

A1I 

knew on MAtre etIflonThije ' 

Teq orax-y snd moderate reduction in playa I *unpllas causing 'light shortages erd 
minimal cost increaee. 

U.S. pleads exports viii decrease crusting 2 aodsrat.s U.S. surpl.0 and lower plaeme prices. 

want Caw. 

All plasma donation, will be required to be hold for • period of Sewre t ra. 6 
now

vh11e the donor is followed to assure no AlliS is contracted ab 0 7 si n real of ,it d srd 3 within this period. conalderin d cost increase due to diffi-culties in donor follow up end log* of Plasma from tr tnaient donor.. 

Please pine the rttepnrtude d the lrnpad M Z I kit 

_L. 
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M' John H. Rink 

tax-> 3 Probcbny d ooannci d mojor d"ebopments Wd trends 
fL*: /t~st>• (kom 6drrcUr 2) 

Na 19E3 1964 19135 

Mosl L1~drr. 

1 2011 

2 

Mlbrd Carr 

L 15% 

Topic of eoenerb: 

Al D6 

1988 1987 1988 

10% 

50%_ 

30% 

Rease show the probeb.'71y sg lost U» run* yeas (e. Q low Ill 134. met 18IIS, I i 188) 
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Scenario I Statement of Scenaric Event: 
Schedule/Form Workers Contract AIDS 

Topic of scenario: AIDS 

No. I Major Issues/Problems (short statement) I Impact on current business I Mag. 

1. Plasma fractionation workers have expressed 
concern for their safety regarding the 
perceived risks of contracting AIDS encounter-
ed while physically handling raw plasma. 

2. In 1983, four hospital workers have 
contracted AIDS. 

Please show the magnitude of the Impact by 3.2. 1 (high, medium, low) 

Workers morale has been affected to a small 1 
degree by the fear of contracting AIDS. 
Worker continue to ask questions and 
express fears related to plasma production. 

Incidence of AIDS among hospital workers I 1 
has not significantly increased concerns 
of production workers. 

SCENARIO IS 
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MT 

Scenario 2 Impact of major future developments end trends 
Schedule/Form 

No. Major Future Developments 

Mostl_ikcty: 1 or 2 non-high risk fractionation or 
plasma center workers contract AIDS, causing concern 
among all plasma workers. 

WorstCase: More than two workers got AIDS. 

Topic of scenario: AIDS 

Impact on future operallons/business I Mal 

Production coat increases to provide 1 
worker protection and pay premium 
wages. 

Workers refuse to work in plasma 3 
processing, leading to product 
shortages. 

W 

Please give the magnitude o! the Impact by 3, 2, 1 (high, medium, low)

- • G 
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Scenarla 3 Probability of occurence of major developments and trends Topic of scenario: AIDS 
Schedule/Farm (from Schedule 2) 

No. 1983 1984 1985 1986 1987 1908 

Most Likely: 
One or two aon-high 50% 301 10% 0 A 
risk fractionation 
or plasma center 
workers contract AIDS. 
Premium wages and 
extensive worker pro-
tection must be 
provided. 

Worst Case: 
More than two non- It A 0 H A 
high risk workers 
got AIDS. 

Please show the probability against the relevant years (o. g. low till 1904, med. 1986, high 1988) 

S819 00T  ~~ I...i
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Sccnarlo 4 Formulation of problem (•How can we... -) Topic of Scenario: AIDS 
Schcdule/Form 

1. flow can we reduce the probability of non-high risk workers getting AIDS? 

2. flow can we prepare for the problems if this does occur? 

Please stale the problems In as few words as possible In the form which ask for action-oriented answers.

9919 PLAT ), 
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19.1-

26-83 

~Fx T 

"arts  I Statement d Scenario Event: Topic of scenario: 
uWata/raorm 

QTP'ETI1Clss ct Ju )E CULT R Ifff !1flhIA cCTJCt7r1RATES AIDS 

No. Mn)or Issues/Probfems (short statement) Impact on current business Nag. 

1. The U.S. market for hemophilia concentrates has Y.oate' sales are 30% behind b iiget, causing 2 
declined drastically because of fear of AIDS lost profits and product mix iirbalance. 
transmission via there products. 

2. All conies are seeking ways to minimize or Current Cutter sales are lower than they would 3 
eliminate perceived or actual AIDS risk in their be if a heat-treated concentrate were available. 
products. Cutter is not at the forefront of these flusiness my be at further risk if technology 
efforts. gap widens. 

Pleaso show the magnitude of the Impact by 3, 2. 1 (high, medium, low) 

SCENARIO 16 

88T9 00T ^ 
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9-26-83 

Pot 
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tcenort 2 fmpect at major future developments end trends Topic of scenario: 
lnc~trl~/f~ 

O iipe'r IpttS Of39C7trri Qr!'rr1 n i'FrIIIA o rpprt, AIDS 

No. Major Future Developments Impact on future operatkxisfbusiness Meg 

Most Llkety: 

1. Other ernpanies In addltlon to Hyland will market heat-treated Major short-term impact that will 2 concentrates prior to Cutter. ddrreare when Cutter enters market with 
eamaarable prvcluct. 

2. Competitors and Cutter will drrnnstrate AIDS-free product within Increase in total oorreemtrate usage. 2 close trine-frame. tdo other major impact. 

3. Cipetltion will market rtrlA AID' prior to Clutter. Major negative ir%-ect on roatem gales 3 
until Cutter rDNA E'oduct available. 

Worst Case: 

1. C )etltor introduces a patented or otherwise exclusively 
AIDS-free product. 

FDA bane all plasma-sourced ARF upon availability of rt7Wl product 
from a co petitor. 

'lease give the magnitude d the Impact by 3, 2,1 (high, medium, lowj 

6819 001 _.i,_ -is  =.: WO0.0 0 

hiirketplace will buy a9 much of this 3 
product as Is available and will expect 
risky product to be available at low 
prices. 

Possible loss of total NW buainone. 1 3 

BAYP0004797_0024 



J 7 

rp 
9-26-83 

T 

t aiI 3 Probnbllly of occurence of me)or developments and trends Topic of scenarlo: Sche !./F" (Irom Schedule 2) 
CU4'E'rn s 00.9ot= RIPIT72 104m II .IA QONCFNrpATES AIDS 

No. 1983 1984 1985 1986 1987 1988 

Most 1Jkey: 

1. 901 901 15% 101 10% 

2. 0► 51 20% 60► 75% 
3- 0► 51 15% 201 75► 

Worst Case: 

1. 51 51 151 251 251 

2. 0► 0► 5► 151 251 

Pleese show the probabll against the relevont tnY 98 years (e. g. low 11111984, med.1986, high 1988) 

06I9 00T ( 1J ri J L.j ' WOO"U2` ) 
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P41 

Sarrnls 4 Formulation ol problem (..How chin_  •) Topic of Scenario: 
Schedtils/Fsrm 

CCMPEI ITCIZi CA90 = aa M M IONM I'1I.IA 014--ENISMES AIM 

1. now can we leapfrog to develop a hepatitis/virus-free product ahead of corpetition? 

2. now can we aooalerate Cutter r11 1u¢' project? 

3. Haw can we minimize pr_.roeived AIDS risk of Roatem? 

Please state the problems In as few words as possibio In the form which ask for action-oriented answers, 

I6I9 tsar I LI,_I -c -c  CZi  W00U2n 
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Scen.rte I Statement of Scenario Event: Topic of scenario: Schedule/Form Increased government intervention (Including product 
bans) 

AIDS 

No. MaJor Issues/Probtem, (short Statement) Impact on current business 

Increased attention by the media and/or future events 
cause government agencies (U.S. and worldwide) to 
add additional restrictions to the production, sale 
or use of plasma derived products. 

The current focus Is to encourage the best treatment 
of plasma coagulation products, and for some foreign 
governments to discourage the importation of U.S. 
plasma products. 

As understanding of AIDS develops, further plasma 
testing will be required. 

When alternate products from non-plasma sources are 
available, further restrictions will result including 
the possibility for eventual bans of human-derived 
material. 

Please show the megnttude of the knpact by 3, 2,1 (high, medium, tow) 

Mag. 

Current and future actions include: 

- plasma center screening requirements have been 1 
increased. 

- positive identification of AIDS donors in plasma 2 
products can lead to a fllA required recall of 
suspect lots. 

- additional tracing oP donors and users could be 2 
required. 

- holding (quarantine) requirements for plasma 2 
could result. 

- once alternate products or therapies are avail- 3 
able, current products could be banned or simply 
restricted into economic impossibility. 

SCENARIO 17 
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STftnT 

Scenarle 2 Impact of major future developments and trends schedulefrorm Topic of scenario: 

AIDS 

No.

F- MostrLilkeV.

uture Developments 
Impact on future operalions/buslness Mag 

1 - F AMIll predicts specific cause and possible test available in 1984 Additional testing expenses will be major, 2 
2 - Further miscellaneous restrictions continue on a periodic basis. but required of all manufacturers.

3 - Transfusion related cases will begin to 
exceed hemophiliac cases 

Apply to nil manufacturers l
by 1984. 

Major Impact on blood banking 2 
4 - Further recalls of individual lots of product. Major impact to target manufacturer. 2 
S - Genetically engineered product available by 1988 (FDA guess). Small impact at first due to availability, 3 rapidly growing by 1990. 

Worst Case: 
1 - Major international governments restrict or ban imports of U.S. Loss of international sales plasma derived products. 3 

2 - Evidence that heat treating is not effective 
is ve 

Applys to nil involved, but greater impact 2
r 

restrictive government action. 
p °~' rY to U.S. manufacturer 

3 - AIDS linked to other plasma products results in severe 
restriction: ability -ha worstncaselogi

fearalbyplDAuct avail- 3 
on manufacture/use. 

Please give the magnitude of the Impact by 3.2.1 (hIgh. medium, tow) 
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Scenario 3 Probability of occurence of major developments and trends 
SchesulefFwm (from Schedule 2) 

jal IV11 

Topic of scenario: 

AIDS 

No. 1983 1984 1985 1986 1987 1988 

1 

2

3 

S 

Most Ukety: 

sot 751 80% 

75% 

601 

50% 

201 

90t 

75t 

75t 

50% 

301 

)St 

751 

-

50% 

50; 

751 75% 

401 50t 

S0% 501 

101 

1 

2 

3 

Worst Case: 

201 301 

301 

301 

401 

30% 

401 

40% 

301 

40: 

5o: 

3(J; 

301 

20t 301 

Please show the probability against the relevant years (e. g. low till 1984. med.1986, high 1985) 
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H. W nk

$a r, , I 8tatemir d Soenerto Event: Topic o! eoenerio: 

Non-Plaaas Product. Introduced by Competitor I AIDS 

Na M .,''or Ilue 1Prubttstb (chart daiotrrarrt) 

J 

hoped on current buatnese win 

1. Crystalloid■ and several synthetic plea-i expanders Non-plane derived expanders have ■ minor but •1Rnif-are available and acceptable by many clinicians as scant share of the expender market and have no new 
substitute• for plasma Fraction V product.. These impact on our bus ins as. 
substitute@ have been available for years and 
although lees expensive than plasma derived products, 
milts up a relatively small share of the total plasma 
expander market. 

2. Synthetic drugs (dsmino-d-arglninsvanopromatn DDAVP No impact on current business until productsand a synthetic androgen, Denirol) shoring promise approved for treatment of hemophiliacs. 
for the treatment of certain hemophiliac■ are in the 
final stages of evaluation by Cutter competitors. 

3. Large expenditures of tt and srm y are being Progress has been made but ro impact on our businessdirected towards producing genetic engineered should be noted before end of 1984. 
proteins to repl.cta current and future plasma 
derived products. 

oiea a show the m.orrlttds al the tr od by 3.21 (h m. mi tow) 

SCENARTO I R 
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RI 
tlr: J. Hink zT1lS 

kri1 t Impart d major Korea developmerMa and trends 

Na I tvtajor faun Derelopmerrh 

most Litter. 
I Crystalloids and synthetic expanders will continue to be 

used by certain hardcors clinicians rather than Fraction V 
plasma products. 

2 Synthetic drug(s) for treatment of hemophilia will be 
approved and marketed. 

3 Genetic erglneered substitutes for plasma products will 
be approved for general marketing until 1990. 

Topic of econarlo: 

AIDS 

kneed on future operatbrm/buskteaa Meg. 

Use rate will not increase. Impact 1 
neglible. 

Drugs will be partially effective In mild 1 
hemophilia. Impact on coagulation product 
sales minor. 

Marginal Impact during next 5 years. I I 

VVoral Case: 

Due to exponential Increase in AIDS cases, spread of disease to Sever. reduction in the use of plasma 3 
general population (especially all plasma product recipients), derived products in the late 1980's. 
Increased Gov't financing, and extreme pressures on FT} ; Approval 
for use of tt*IA and MOAB plasma proteins will be markedly 
expedited. 

Please give the mepn rude d the kneed by 3, 2.1 (hbtt, medlun. k 
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Dp: John Hink 
am
In 

k t 3 Probcbny d oomnnos of mtdor ds opmsnts and fronds 13ch"C">Tm 5d»dJk 2)
Topic d soerwioc 

AIDS 

Na 
~- 

1983 1964 1L'"..5 1888 1987 1El'.t8 

Most Uk*f.. 

1 1008 — 100 100 100%__ - 100 

— 
50% e0% 80% 

3 100% _ 1001: 90% eo% 70% 

Yo" Cr 
DNh VIII 

D?. Xi 

DR%a1b 

rye CC 

Pteass eho the pmbmb ty trot 1 s rdsrei4 e u (s. % bw 161881, mod 1 B!6 h i 1838) 
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30% 60% 

30% 60%- 

30% 70% 

30% 50x 
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keturle I Statement of Scenario Event: 
tc! Nute/Forty 

fif rnlIC'i'ID DDII10 'ttI r Cr NEW FIAIM "Y" rrs 

No. Major Issuos/Probiem (short statement) 

1. Media attention and aaro AIDS cases amorrrl non-high 
rick groups cue crratdng increasing concern that 
AIDS is transmitted by blood and blood-derived 
products. 

CI,
9-26-93 

-1 Topic of scenario: 

AIDS 

PH 
lAT 

Impact on current business I Mag. 

Kat 1 sales aryl the entire U.S. Factor VIII market 2 
have declined 20-30% because of AIDS concern amonq 
hemophiliacs. AIDS concern is beginning to surface 
among users of other plas,n products, including 
G1rnirrwxc9. 

2. Cutter is in the process of developing rv7w plasm New plasm products will provide major portion of 3 
products and is now attET ting to set up clinical Biological and Cutter Group growth for remainder 
trials for these products. It is possible that of decade and will have a major favorable intact 
concern about AIDS transnissiai via blood products upon profitability by providing greatly increased 
will delay or prahtbit development of new plasm revenues with no increase in raw material costs. 
products because of increased mogulstory pressure 
or ieiuctanee among clinical investigators and 
potential end-users. 

Please show the magnitude of the Impact by 3, 2,1 (high, medium, bw) 

SCENARIO 09 
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.gin 
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PH 

....M,r. c snpact of major enure aeveapmenls and trnnd Topic of scenario: 
fMr4cleff" t 

111STR1cI'FD DEVP1i n 7r Q' NEW PIJ\! PT CCUCrS AIDS 

No. Mn)or Fu1 a Developmerds Impact on future operatbns/business Mng 

Most Likely: 

1. AIDS concern will cause eare investigators to decline to perform Clinical will take sere time to arrange, 2 needed clinical trials or to exclude certain population groups. will perhaps be more expensive. 

2. FAA will view IND/ir 's with a more careful eye toward risk-befit Marginally or questionably beneficial 1 ratios but will not exclude new plasma products totally. products will be difficult to lioen.e 
but truly beneficial products will be 
licensed. 

3. FDA will look favorably upon r1:7tIA- ouroo1 new products because of Regulatory pathway for these products 1 no AIDS risk, will be ©mother than otherwise. 

I Worst Case: 

I1. Pb new plasma products licensed by FLIA unless conclusively 
proven to be AIDS-free. 

Please gh a the magnitude of the Impact by 3.2, 1 (high, medium, tow) 

6029 OOT 
f cr 1I .J +  U~ : WOOJZ` 

Pb new products for Biological Division 3 
for rest of decade, with drastic negative 
effect on sales and profits. 

C' 
J 

0 

• o 
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Scrrar% 3 Probability of occurence of major developments and trends Topk; of sconarlo: 
Sdi~l~/Fsnn (from Schedule 2) 

RESTRICCEI) DFVFZUrit r CF NEW PIJLW PFXxnx AMS 

Na. 1983 1984 1985 1986 1987 1988 

Most Ukefy: 

1. 1001 1001 1001 1001 loot 

2. 301 601 851 851 851 

3. 80% 801 801 801 801 

VVbrit Ca,e: 

1. 51 101 151 151 151 

Please show the probebltlty agelnst the relevant years (e. g. low 11111984, m©d. 1986, high 1988) 

SOZ 00T  ~~ ' ~,~ ~'►~ ' 9  WO O  V~0 
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F'fl 

fcna,i A Fornnitntton of problem (-lbw can we....•) Topic of Scenario: 
schod.fs/F.rw 

R1 
Rl'cr DLVULI!1tr (P tZf31 P1AW tuixx 

rs AIM 

1. tbv can we mize AIDS concern rrgazdlnq plrise products enmxt clinical it at-igatora7 

2. ttow can we minimize ATnS rink in new plasm procilucts7 

3. flow can we deriormtrat. ninimel MD rick in rxv plasm to rcts7 

1. flow can we prevent FM frtn irrationally rsstrictlnq new plains products in rcnporue to 
prblic prrasiue7 

ptoase state the problems In as few words as posstbte In the form wtilch ask for ad►on-oriented answers. 

90Z 9 00T 
l Co, ~ 1 . : c: ' tOQ W02!C) 
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lcenerfe I Statement of Scenario Event: Topic of scenario: 
kt,e0ele/Jvm 

t clirr in International Sales throuch Forrirpi Cb rn- AIDS
ment Intervention 

No. I Major issues/Prvblers (short statement) I Impact on current busIness I Mag

Approximately 125 reported AIDS cases outside the 
1lnitj!d States. 

Ifeat-Treated AN1 Is available from several oorr,eti-
tors. 

Post nvjor countries discourage or disallow plasna-
pheresis. 

Please show the magnitude of the Impel by 3, 2,1 (high, medium, low) 

AIM has had sell impact on International sales of 1 
N [F. 

Sr ll impact on total International NM sales 2 
although a larger iirpact in S'st (lermmy. 

Majority of plasma products used In the world are 2 
sourced from the United States. positive impact 
favoring United States fractionators. 

(3029 O01 L LI ~ ~i woo-oZO _L

I I 

SCENARIO 110 
a 
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__________________________________________ TJ 9/23/83 

tctnetb ! tmpad of mayor future developments and trends 
*crdale/T,rm Decline In International Sales tturnugh Foreign Govern-ment Intrrventirn 

No. Major Future Developmartts 

Most Ukety: 

1. Major Foreign a owrrmmts require all Factor VIII to he heat-treated (Regular Factor VIII barred). 

Topic of scenario: 

AIDS 

Impact on future operatlorts/buslns MI9 

Positive irpact if Cutter h&q an accept- I 2 able trat-treated Factor VIII. 

Worst Ca,e: 

Mjor Foreign Cbvernrenta bm, U.S. plasma aoirt d Factor VIII and Sigruiflearut irpact on the very high pry 3 becane Plate prnd<ut self-sufficient, fit AHF sales if occurring in Nest Germ y 
and Japan. 

Please give the megndude of the knead by 3.2.1 (Mgh, medium, kirv)  p 

ro
C, 

60Z9 001 -. ` ~~ 
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Sts*..t1 3 Probablfty of oocurence of maEor dewlopmerds and trends topic of scennrlo: 
Scheeuh/Hnn (from Schedule 2) 

Decline in International Sales thrux}h Fbreign covers- AIDE 
rent Interw ntim 

No. 1983 1984 1985 1906 1987 1908 

Most Ukefy: 

1 0 251 501 501 501 

Worst Case: 

1 0 51 51 51 51 

Plense show the probablitty egatnst the releverd years (e. g. low till 1964. med. 1986. high 1988) 
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tcenerls I Statement of Scenario Event: Topic of scenario: 

lcfdsis/F~ 1 t 
e'i trite s aB9Ir E a?rr t FtFlt7 im.IA O:NC~,mwrEs j IDs 

f t 

No. Major Issues/Problems (short statement) impact on current business 

1. 'itie V.S. market for hervphtilia concentrates ham ~aateo sales are 30% behind budget, causing 

declined drastically because of fear of AIDS lost profits and product mix imbalance. 

transmission via these products. 

2. All companies am seeking ways to minimize or Current Cutter sales are lower than they mould 

eliminate perceived or actual AIDS rick in their be if a heat-treated conontrate were available. 

products. Cutter is riot at the forefront of these business may be at further risk if technology 

efforts. gap widens. 

Please show the magnitude of the impact by 3.2.1 (high, medium, low) 

Mag, 

2 

3 

jJ 
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iceaurl• ! knpact of major future developments and trends 
Schedule/Ferwr 

I '  a7iPE1TIt1 S CBS RE QITTER Iii 1DP1tTLIA cEtT2rrflATES 

No. I Major Future Oevelopmenta 

Most Ukely: 

1. Other ornpanies in addition to Ryland will market heat-treated 
concentrates prior to Cutter. 

2. Oesrpetitora and Cutter will demonstrate AIDS-f roe product within 
close time-frame. 

3. Coppetitioh wi11 market zWA AJIF prior to Cutter. 

Worst Case: 

. Ompetitbr introduces a patented or otherwise exclusively 
AiS-free product. 

2. I Ftp. bans all plasma-seamed AJIF trpcn availability  of rt t product 
from a aepetitor. 

Please give the magnitude of the Impact by 3.2.1 (high, medium, tow) 

LICE L 60t 

CP

9-26-A1 

PH 
SIPuGT 

Ioplc of sconarlo: 

AIDS 
l7 ~ 

r i { 

hoped on future operellons/buslneu Meg 

Major short-term irrpact that will 2 
decrease when Cutter enters market with 
cortparable product. 

Increase in total concentrate usage. 2 
No other major Lrpact. 

Major negative impact on Iroate0 sales 3 
until Cutter rum product available. 

Marketplace will buy as oath of this 3 
product as is available and will expect 
risky product to be available at low 
prices. 

Possible loss of total AIT business. ' 3 

BAYP0004797_0047 
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lttrruls 3 - Probability of occurence c major developments and trends 
$ciredduferm (from Schedule 2) 

CI1VE.T17CIiS OB904 M CUMEA H D4DPHII4A 03XM T 'PATES 

Topic of scenario: 
1

AIDS 

• 

y 

No. 1983 1981 1985 1986 

let 

Most Lllceiy: 

1. 901 90% 151 101 

2. 01 51 201 601 

3. 01 51 15% 201 

Worst Case: 

51 

01 

5% 

0% 

15% 

51 

3 
0 
o Please show the probability against the relevant years (e. g. low lip 1984, med. 1986. high 1988) 
Un
to 
00 
0 

BOEL 60T 

251 

151 

1 

1987 1988 I 

25% 

25% 

u 
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Ft/ST 

lanir$ 4 ' Formulation c problem (-Now can we ....•) Topic o Scenario:
$Mcdole/Farm 

oavLTrrms cnsoL TE f11PI'E3t ii2TU ntri-lA OMC ERMTES AIIS 

1. How can we leapfrog to develop a hepatitis/vices-free product ahead of conpetition? 

2. fiov can we accelerate (Xlttcr rtVA N project? 

3. Ftrw can we .ini.iz.  perceived AIDS risk of Irvatae? 

3 ~ 
O 

Please state the problems In es low words as possible In the form which ask for actlon-oriented answers. 
Ln 
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