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AIDS SCENARIO - Interrelationships of Events 
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SELECTED PROBLEM FORMULATIONS FOR WORKSHOPS 

1■ 
1. How CAN WE BEST UPDATE OUR PLANS TO REFLECT 

CHANGES IN AIDS INCIDENCE? 

2. 

C.

A 

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? 

7. How CAN WE PARTICIPATE TO EDUCATE AND INFORM THE 

PUBLIC, U.S. AND FOREIGN GOVERNMENT OFFICIALS, 

WORKERS, AND POLITICIANS TO PREVENT EMOTIONAL 

ACTIONS AND REACTIONS? 

8. HOW CAN WE ACCELERATE CUTTER RDNA/BIOTECHNOLOGY 

PROJECTS TO A SUCCESSFUL CONCLUSION? 

9. HOW CAN WE PREVENT FDA FROM IRRATIONALLY RESTRICTING 

NEW PLASMA PRODUCTS IN RESPONSE TO PUBLIC PRESSURE? 

10. HOW CAN WE DEVELOP AN ACCEPTABLE HEAT TREATED AHF FOR 

MAJOR FOREIGN MARKETS? 
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RAT 

Ieanarte i Statement of Scenario Event: The Development end Topic olscenar$o: Acquired Immune Deficiency 

$ctla.~lo/Fsrta incldFnce of AIDS. Syndrome (AIDS) 

No. Mt*x Issues/Probfems (short slotement) Impact on current business Mag. 

A fatal disease is striking high risk groups. Includ-

ing hemophiliacs. at en 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 AILS indicates that one mode of 

transmission is through blood and blood products. 

There is no screen or blond test to determine the 

presence of AIDS In an unsymptomatic carrier. 

With the comparative lack of specific scientific and 

medical knowledge. govermental, regulatory and media 

responses are inconsistent and unpredictable and 

apt to be based on emotion end sensationalism. 

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

Three direct impacts have resulted: 

- The fear of contracting AIDS has resulted in a 

reduction or 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. 

SCENARIO 11 

C9I9  WOO g C) OOi L~ 1 ~~ ~~.~ L. 1
L 

3 

1 

2 

BAYP0004797_0006 



t^ n 

lkarn*rh i h t5act oi major htture developments end tre d!% Topk of scennr o: AIDS 
3chtola/V nu 

No. Major Future Developments Impact on hrture operallons/buslno Mng. 

MostLlkety: 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 

No 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. 

Worst Case: Exponential growth continues. 

lynphadenopathy 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. 

No cause or cure discovered and In the meantime, a long Incubation 
period continues to tick. 

Please give the megnllude cA the knpeci by 3. 2.1 (high. medium, low) 
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pi 

see -ere 3 Petlbnbtl ty c occurenc cA major developments and trends Topic cA scenario: AIDS. 

Sc?t fu',s/Ton. (from Schedule 2) 

No 1989 1984 1985 1988 1987 1908 

P ostLIk 4Y. By end of 1985, approximately 15,000 to 20,000 cases', 
120 to 160 are hemophiliacs . 

A specific blood test Is fo and in 1985-
86. Promising research in erns of a 
vaccine and preventability. 

By 1988, 25.010 ti 
40,000 cases* 201 
to 320 hemoph 1-
lacs. Cause s 
known, but no corn 
plete cure. nci 
dence is decl nln,
AIDS is chrck ,d 

Worst Case: By end of 1985, approximat y 40,000* cases, 1,000 are 
not eradicate1. 

lt —

hemophiliacs. Several hun ed tied to blood transfu-

sions. Other major countri s are severely affected. 

A specific cause and blood est cannot be determined. 

By 1980; 00,0 l0 cases, wit 
2,000 hemophl lacs. Dcclin , Is 
largely due t decimation n 
susceptible p pulatlons, r•A 1 1r, 

diagnnsis and better treatn nt. 
But AIDS rema ns a major ri de- 

Please show the probability again i the reievarrt years (e. g. low 118 1984, med. 1986, high 1988) 'cumulative from 1981. 
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$c.n.rf. 4 Formulation of problem (-How can we... -) I Topic of Scenario: A IDS 
3c~s4tilUfurwa 

(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 slate the problems in as few words as possible In the form which ask for action-orinlod answers. 
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gasarfe I t3tatemad d 8oermrio Event: 

Doctrase of Platy Supply 

mew ' 

Na 

sir 

1 

2 

3. 

4. 

Mr 1b>sxroI/PtO (drod •cranes•) 
R~r~mr w 

Identification of AIDE in the hemophilic population and in patients receiving blood donations has given rise to the postulate that AIDS is transmitted by blood and blood products. 

Pilot studies on surrogate testing of plasma donor• has been recammerdsd by U.S. Cov't agencies. 

Health care workers haw publicly expressed C netts regardlrg AIDS victim. 

Plasma collected fit,. prison populations has been 
excluded from we in the manufacture of plasma coagu-lation products by informal IAA guidelines. 

by John H. H►n4 

Topic of acermu b: 

AIDS 

knpnct on acrcnl bulk e s 

Additional screening requiresenta for plasma donor• to eliminate "high risk" donor• has necessitated imp-lementatlon of new processing procedures and rejoc-Lion of a small number from our donor panel. 

A study of several thousand donors for hepatitis a cote antibody has provided no useful information. 

Concerns expressed by a mall number of hospital workers have not spread to plaamepherests workers. 

Our cacpetitnr■ have discontinue d significant volme plasma procurement from prison sources and are re-placing this volume by offering higher prices to other suppliers, thus creating a general market price increaie. Cutter continuee to procure prison pla_ ca to protect its rabies antibody supply. As no coseu-latton products era made from this plasma, cost is high. . 

Map. 

I 

1 

1 

2 
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11r John H. Hink 

1 

2. 

h10~t1 d dolor ARtn nth end hendi 

W* rA tug opmeflb 

Moot teiellr. 

Teat for AIDS prodroma will be squired for plasma donor*. 

Foreign eotntries (especial17 PUropo) will decor more self sufficient In production! of plasma and will reduce purchase. from U.S. 

Topic d soenerlo: 

AI M 

h1Prd on Tutus operrilondpuei,ese I Mn

Teetrorary Ord moderate reduction In placesupplies causlr-9 'light shortage. and 
■lntmal cost Increase. 

U.S. plasma axporte will decrease creating 2 Moderate U.S. ■urpl.ia end lower plasma prices. 

V%rw Cars. 

All plasma donations will be required to be hold fora period of Saver. t 6 moo. while the donor is followed to masons no A1DS la contracted 
empora'7 short se of plasma and 3 within this period. considerable cost increase dos to diffl-culti.s in dorw,r follow up and lose of plasma from tr. neiont donors. 

I'base pr. the nteprtilti,de d the kM@O py a $1 MVI -.dltiM low) 
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t1y John N. fink 

a 

Proar'tty d ocarrna d major dwelopmei is wid trends 
III: 1<rrrM (from Sdrodlb 2) 

Na 1963 1954 1985 

Mani Uketir. 

20% 

2 10% 

Topic of ecenwio: 

1986 1961 19(16 

40% LO)< 

50% -

30% 

Fimso show the prob y the reWw" yews (a 4 low II 1C31, med 1803. high 1 9) 
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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 Map 

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 1993, 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 05 
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Sccnarlo 2 Impact of mayor future developments and trends 
ScIiadult/Form 

No. Major Future Developments 

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

WorsiCase: More than two workers gat AIDS. 

Please give the magnitudo ! the Impact by 3.2. 1 (high, medium, low) 

68 T900I CI tl LL! ..1z ~~"'W00 -V..C~ 

Topic of sconorlo: AIDS 

Impact on future operatlonslbusiness Mat 

Production cost increases to provide 
worker protection and pay premium 
wages. 

Workers refuse to work In plasma 3 
processing, leading to product 
shortages, 

BAYP0004797_0019 
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S7FtAT 

Scenario 3 Probability of occurence of major developments and trends Topic of scenario: AIDS 
Schedule/Form (from Schedule 2) 

No. 1983 1984 1985 1986 1987 1988 

Most Likely: 
Ono or two non-high 50% 30t 10% 0 9 
risk fractionation 
or plasma center 
workers contract AIDS. 
Premium wages and 
extensive worker pro-
tection must be 
provided. 

Worst Case: 
More than two non- 1 % 0 0 !a A 
high risk workers 
get AIDS. 

Please show the probability against the relevant years (a. g. low till 1984. med. 1986, high 1988) 

S919 001  .. JJ ..J L WOO ) 
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Sccnarlo 4 Formulation of problem (-Naw can we... -) Topic of Scenario: AIDS 
Schedule/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, 

913T9 ØØT , C~J 1  '.J . 1' . ' WOO"U- -,C) 
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9-26-B3

T 

' Scova►ts I Statomenl of Scenario Evenl: Topic of scenario: 
11th1afsJ1riN 

CVMMTnrv.S OBSOtL-M CU171i IQMJrirMTA CCKrM uvr 3 AIDS 

No. Mn)or Issues/Probtems (short statement) Impact on current business Mag 

1. The U.S. market for hemophilia concentrates has YDatem sales are 30% behind txndget, causing 2 
declined drastically because of fear of AIDS lost profits and product mix ii±alance. 
transmission via these products. 

2. All ern cries are seekh i ways to minimize or Cuurrent Cutter sales are lower than they world 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 rktsiness may be at further risk if technology 
efforts. gap widens. 

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

SCENARIO 16 
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Scercrt. 2 Impact of mayor future developments and trends 
Schofrts/Frrm 

o i r'Errt s cti' 7lwr oirn n uu&JpHnaA cancr"r it ws 

No. I Mn}or Future Developments 

Most Llkey: 

1. Other carpxinies In addition to Hy1.nd will market heat-treated 
ooncertrates prior to Cutter. 

2. Oo etitors and Cutter will imonstrate AIDS-free product within 
close t1me--frame. 

3. Competition will market rt14 AMP prior to Cutter. 

Worst Case: 

L. cxpetitor introduces a patented or otherwise exclusively 
AIDS-free prodrrt. 

FDA bane all plasma-oourcnd AMP upon availability of rf product 
from a ourpetitor. 

'lease give the magnitude of the Impact by 3, 2.1 (hIgh, medium, kw 

6919 001 ,_  woo - c, 

CP 
9-26-83 

~114A\T

Topic of scenerb: 

AIDS 

Impact on future operatk ns/business Meg 

Major short-term impact that will 2 
drrrease when Cutter enters market with 
coup- rable product. 

Increase in total concentrate usage. 2 
No other major iq -oct. 

Major negative insect on Icoatem sales 3 
until Cutter rtZU I-oduct available. 

Miuketplace will buy as math of this 3 
product as is available and will expert 
risky product to be available at low 
prices. 

Possible logs of total AIrr business. 1 3 

BAYP0004797_0024 



Cr 
9-26-83 

PF1 
n AT 

k arb 3 Probnbltlty of occurence of major developments and trends Topic of scenarb: 
!chtIzIefrarm (from Schedule 2) 

O" Ir ntz s 0[Smu t 
curr17t 

wimriLrA al7NCrN)A7- m AIDS 

No. 1983 1984 1985 1986 1987 1983 

Most Likely: 

1. 
901 901 151 101 101 

2.
0% 5% 201 60% 751 

3. 01 51 151 201 751 

Worst Case: 

1. 51 51 151 251 251 
2. 01 01 51 15% 25% 

Please show the probability against the relevant years (e. g, low 11f1 1984. med. 1986, high 1988) 

0 6 I 9 0 0 T nj ti ._j. , L.j' 
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Seegerla 4 Formulation of problem (-Now can we.....) Topic of Scenarb: 
Schaftlw1.r,r I 

o perrluls oasXE E afrr i MJPll1LIA cONI E 'MATES AIDS 

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

2. flow can wa accelerate Cutter rt7IA NF project? 

3. flow can we minimize perceived AIDS risk of roate~? 

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

1619 Aar  L~ I -.+ c woo "U 22 n 
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Scenario I Statement of Scenario Event: Topic of scenario: Sch.dufs/hrm Increased goverment Intervention (Including product 
bans) 

AIDS 

No. Major Issue~/Problems (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 magnitude Of the impact by 3, 2,1 (high, medium, tow) 

E619 001 

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 FDA required recall of 
suspect lots. 

- additional tracing of' 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 he banned or simply 
restricted Into economic impossibility. 

L

4..1 i ._1; ..1 _ WOO-z0 
Fl 

SCENARIO 17 
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~tAST
Scenirts 2 Impact of major future developments and trends Sehedulo/Tarm Topic of scenario: 

AIDS 

To. Mol uture Developments 
Impact on Future operallons/business Marl

kely: 

I - tDA/NIII 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 a ll manufacturers.

3 - Transfusion related cases will begin to exceed hemophiliac cases 
Apply to all manufacturers I

by 1984. 
Major Impact on blood banking 2 

- Further recalls of Individual lots of product. Major impact to target manufacturer. 2 5 - 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.[Apply

rnational sales plasma derived products. 3 

2 - Evidence that heat treating is not effective r 
Applys l involved, but greater Impact 2

restrictive government action. P ompts very facturer

3 - AIDS linked to other plasma products results in severe restricti
stncasel

fearalbypFDAuct avail- 3 
on minufacture/use. 

VI 
Please give the magnitude of the Impact by 3. 2. 1 (high, medium, low) VI 

0 

OG 

— 1 

6619 00T 
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P\A~ ST 

Scensrfe 3 Probability of occurence of major developments and trends 
Schedule/Te m (from Schedule 2) 

Topic of scenario: 

AIDS 

No. 1983 1984 1985 1986 1987 1988 

1 

2

3 

5 

Most Ukefy: 

Sot 751 801 

75% 

60% 

501 

201 

90% 

75% 

751 

501 

301 

9 1 

751 

--

50% 

50; 

75% 751 

401 501 

S0% 501 

101 

1 

2 

3 

Worst Case: 

201 301 

301 

301 

301 

401 

301 

401 

40% 

301 

401 

5o: 

30; 

301 

201 

Please show the probability against the relevant years (a. g. low till 1984, mad, 1986, high 1988) 

5619 00T ,_j ..s_., _i ...j ' WOO"U2n 

BAYP0004797_0030 



AcTnAT 

96T9 00T C'.j .J .J C~~

BAYP0004797_0031 



C 

F 
0 
0 
3 
'-a ►_f 
►i 

►, 

- II/ 

BAYP0004797_0032 



PH 

l l r,& 
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t~ocacrts 1 
i s/Ftws 

Topic o! scenetb: 

Morn-Plamna Product. Introduced by Coagetitor AIDS 

Na M ,' x (tryout slatomaiM) kneed on turtertl btrairteM Mau. 

Crystalloid• aM several synthetic plat-a expmdera Non-plane■ derived expender. have a minor but signif-are evnilable and acceptable by .any clinicians as 
substitutes for plasma Fraction V products. These 

icant share of the expander market ad have no new 
impact on our business. 

substitute@ have been available for year■ and 
although lees erpennivs then placaa derived products, 
a te up a relatively small share of the total plasma 
expander market. 

2. Synthetic drugs (d.e t o-d-arEininevaoopressin DOAVP No impact on current business until product.and a synthetic androgen, Danirol) shoving promise approved for treatment of hemophiliacs. 
for the treatment of certain hemophiliacs are in the 
final stages of evaluation by Cutter coepatltors. 

3. Large a=penditurtis of time and money are batrtg Proareee has been made but no impact on our businessdirected towards producing genetic ar*Irw.red should be noted before end of 1984. 
proteins to replac* current std futur. plasma 
derived products. 

oleese show the ms¢tRtrde d tf» Yttpod by 3. Z 1 PkV% mekxR b) 

SCF.Nl1RTO 1 R 

R6i9 0Ot ,==1 , f ~ .J_ C=1 woo r 
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Ml 
By: J. Mink

tlsen3ft 2 kneed d rrtejor hiturs developmer a and trendh Topic of econarb: 
id islfsr, 

AIDS 

Na MJor Flihirs Deveiopmenta kneed on tutors operatloris/busineee Meg. 

Moe Iicc'y 

1 Crystalloids and synthetic expanders will continue to be Use rate will not increase. Impact 1 
uied by certain hardcore clinicians rather than Fraction V neglible. 
plasma products. 

2 Synthetic drug(s) for treatment of hemophilia will be Drugs will be partially effective in mild 1 
approved end marketed. hemophilia. Impact on coagulation product 

sales minor. 
3 Genetic engineered substitutes for plasma products will na 

be approved for general marketing until 1990. Marginal impact during next $ years. 1 

Worel Casa: 

1 Due to exponential increase in AIDS cases, spread of disease to Severe reduction in the use of plasma 3 
general population (especially all pl&xma product recipients), derived products in the let* 1980.. 
increased Gov't financing, and extreme pressures on FDA; Approval 
for use of TUNA and MOAB plasma proteins will be markedly 
expedited. 

ptee,e glue the rnagr tude d the ampett by 3, 2,1 (high, medkirn, lour) 
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e7; John Hlnk 1U1 

kcs et, 3 Prvbcb~y d ooa enc. of major dwsbprrrsnts srrd fronds 
icmrs~Ja/Fsri (tom 8drs011s 4 

Topic of 00errsria 

AID'S 

Na 1933 1964 1 5 1688 1987 18998 

Mad LJAN1r, 

1 100% 100% 100 100% 100% 

2 50% 00% 80% 60% 

3 100% 100% 90% e0X 70% 

1 
vkrd Goer. 

DNA VIII 
301; 60% 

DtNu 
_ 30% 6011- 

DNA .1b 
_ 

No11e cc 
30% 5016 

Pleas chow the Drabs ► Frei the rrlarei4 yews (S. 4 torn tb 1284, mad 1 BEB, P i 1988) 

1 --

'L L .J= woo -o:C0 
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faaarla I Statement of Scenario Event: Topic of scenario: 
2cketufe/Forte 

RF7iRICI4D rXVT2D tsinf Cr NEW P Al "RlYrrS SUDS 

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

1. Media attention and aaro AIDS cases mwmd rrn-high Koato' sales and the entire U.S. Pacbor VIII market 2 rick groups are creating increasing concern that have declined 20-30% because of AIDS concern among 
AIDS is trartsnitted by blood and blood-derived hemophiliacs. AIDS concern is beginning to surface 
pr(xi"'ts• rrrriq user& of other pinnnn products, inclulirxl 

Gamimune5. 

2. Cutter is in the process of developing r plate tk'w plate products will provide major portion of 
products and Is n attemptirq Group growth set up clinical Biological and Cutter Gr growth for renal 

cler ow 
3 

trials for these products. It is possible that of decade and will have a major favorable mitt 
concern shout AIDS transmission via blood products upon profitability by providing grostly increased 
will delay or prohibit developmrnt of new plasma revenuri with no increase in raw material costs. 
products because of Increased regulatory pressure 
or reluctance &ran clinical investigators and 
potential end-users. 

Ptea set show the magnitude d the Impact by 3, 2.1 (high, medium, iow)

SCENARIO 19 

£0Z9 001 t

I 
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Scrnarie 2 Impact of ma}or future developments end trends 
$cAtdats/fsnw 

IU'~fRICrM DEVyLotTffizr Q' Ih14 P11 Pl tI CIN 

No. I Moor Future Developments 

Most Likety: 

1. AIDS concern will cause Dome investigators to decline to perform 
needed clinical trials or to exclude certain population groupo. 

2. TDA will view INDfftlA's with a more careful eye toward risk-benefit 
ratios but will not exclude new plasma products totally. 

3. FDf. will look favorably upon rUt1A-so ressi new products because of 
no AIDS risk. 

9-26-83 

Ptl 
T 

FT60c ,Y erlo: 

AIDS 

Impact on future operatlons/buslness Mnq 

Clinlcals will take more time to arrange, 2 
will perhaps be more expensive. 

Marginally or quostionably beneficial 1 
products will be difficult to license 
but truly beneficial products will be 
licrrsed. 

1k gulatory pathway for these products 1 
will be smoother than otherwise. 

Worst Case: 

l• Pb new plate pests licensed by F1)A tnless conclusively No new products for olological Division 3 proven to be AIDS-free• for rest of decade, with drastic negative 
effect on sales and profits. 

rev 

Please glue the magnitude of the impact by 3, 2, 1 (high, medium, lour) .J 

A _
-------------

U0Z9 001 X1- 1 1 1 1 WOOZ ) 
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P11 

Ice-aria 3 Probability of occurenee of major developments and trends Topic of scenario: 
icAr~ls/fsne (from Schodule 2) 

isFSTRICII;D DEVr1li . rr CF Nry PULW Pii x rs A11?S 

No. 1983 1984 1985 1986 1987 1988 

Most Uke1y 

1 1001 1001 1001 100% 1001 

2. 301 60% 85% 85% 851 

3. 801 801 801 801 801 

1Worst Case: 

1. 5t 101 151 151 151 

Please show the probeblity egalnsl the relevant years (e.g low tin 1984, med. 1986, high 1988) 

SOZ9 e@t - woo U C) 
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funsrle 4 FonlnAntton of problem (44ow can we....) Topic of Scenario: 
tctrse.h/Fsrra 

tllsnticr 3 otvXVMEM cr ; t't PICLXx-rs Ams 

1. Ibv can we minimize AIDS ccmoern regardinq plain products among clinical irTreatigators7 

2. Ifni can we minimize AILS risk in new plasm prod<rts7 

3. How can we demonstrate xdzdm1 Ams risk In new pla-vm rnodrrts7 

4. How a .n we prevent FrA from 1rraticnally restricting new plan n products In rezporue to 
p t 11c pressrre7 

Ctoase stnlo the problem, In as few words as posstbte In the form which ask for acik n-orienled answers. 

90Z9 001 L ac L11 —Z ` ` 1 wooMv~` 

a 
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/` iIlAT 

lanarle 1 Statement of Scenario Event: Topic of scenario: 
Zchedete/Fwu 

Decline in International Sales thru iqh Forrign GDwrn- AIM rant Intervention 

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

Approximately 125 reportrd AIDE cases outside the AI176 has had small lirpact on International sales of I United States. NIF. 

heat-'Treated NIP is available from several corrpeti- 3n-tl1 inpact on total Internatioal NIP sales 2 tors. a1 ti ujti a larger irrpact in %42st O rmany. 

Post major countries discourage or disallow plasma- Majority of plasma products used in the world are 2 pheresis, sourced from the United States. Positive inpact 
favoring United States fractionators. 

Please show the magnitude of the Impact by 3, 2.1 (high, medium, lore) 
I f

SCENARIO A10 

8029 00T Li LI ...1L.~~I WOO-OZO 
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lcr.d ! Impad of major future developments and trends Topic of scenado: 1thrd le/F,rr. Decline In Internationa1 Sales 
trrnt Intervention 

through Fbrriclr' CiO`rrn 

No. Mafor Future Derelopmords 

Most Likely: 

1. Major Foreign Goverrnmts require all Factor VIII to be heat-treated (IIeqular Factor VIII berried). 

Worst Case: 

1 Major Fbreign Q verwerits ban U.S. plarM sourced Factor VIII and becuie plasm predict self-sufficient. 

Impact on future operetlons/business 

Positive inpact if Cutter has an accept-
able Mat-treated Factor VIII. 

Meg, 

2 

Significant inpact on the very hlgh pm   3
fit A1(F sales if c erring in West German y 
and Japan. 

UJ 

Plea d se give the magnitude the knpact by 3.2, 1 (high. medium lo, w) j p II W 
t 

m 

C, 
1  

6029 Oet 
_1 14..C.I , WOO"02:0 
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swvarfm 3 Probability of oc urence of mayor developments and trends Topic of scenar►o: 
scfir•dats/hrm (from Schedule 2) 

Decline in International Sales thrxiçjh Ftrelgn CoverTi-- AIDS 
rtent Interventirn 

No. 1983 1984 1985 1986 1987 1988 

Most Likely: 

1 0 25% 501 501 50% 

Worst Case: 

1 0 51 5% 51 51 

Please show the probabRlty against the relevant years (a. g. low tilt 1984, med. 1986, hIgh 1988) 

01Z9 D e r r1 1 
cn .1:  W O O'Ozr 
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Scenuie 1 Statement of Scenario Event: Topic of scenario: 

$c .dswFsr. i I t 
~a -rrtaas tEE aJrTE2 Eff tW UI.IA aa~ TRATES nms 

I t 
No M,aJor Iswes/Problerns (short statement) Impact on current business 

1. The V.S. market for hem Mlle o,nc trates has ~aatee sales are 30% behind budget, causing 

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

transmission via thew products. 

2. A11 companies are seeking ways to minimize or Current Clutter sales are lower than they would 

eliminate perceived or actual AIDS ris), In their be if a heat-treated corx trate were available. 

products. Cutter is not at the forefrant of these Business may be at further risk if technology 

efforts. gap widens. 

Pleaseshow the magnitude of the Impact by 9.2,1 (high, medium. low) 

9OEL Dor L 

Mag. 

2 

3 

I 
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/ST,~\11T

Scenario 2 knped at major Mure developments and trends Topic of scenario: 

c.i sdulalhrw 
CQ4'ETIT EIE CVM' Jt IFMDTIMAA CUKE SIT 1'rES AIDS 

r { 

No. Ma)m Future Uevelopmente Impact on future operalbns/buslnesn Mag 

,as 

Most Ukely: 
- 1 

1. Other ompanies in addition to Nyland will market heat-treated Major short-term impact that will 2 
co ntrates prior to Cutter. decrease wkcn Cutter enters market with 

mrparable product. 

2. Os ietitore and Cutter will do onatrate A C-free product within Increase in total concentrate usarle. 2 
close time-frame. No other major lupact. 

3. Carpetltlrn will market rtt1A )UfF prior to Cutter. Major negative Lrpact on Koab" sales 3 
otll Cutter rlelA product available. 

Worst Case: 

3 
0 
0 
to 

V 
kn

1. CarpetitOr introduroea a patented or otherwise exclusively Flirketplace will buy as much of this 3 
AIDS-free product. product as is av-Silablo and will expect 

risky product to be available at low 
prices. 

2. FDA bans all plasma-.csirced Atif' upon availability of rtfA product Possible loss of Intel Allf' business. 3 
from a asrpetiinr. 1 

Please give the magnitude d the Impact by 3, 2, 1 (high, medium, lawrj 

LOEL DOT 
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3 
0 
0 
Ui 
In 
m 
O 
A

IIctnnde 3 Probability of occur ncn of rna)or developments and trends Topic of scenario: 
ltchadvIs/fi (horn Schedule 2) 

Of~l'rI M(3ts Q1tT17i HUVVWII.Ln O m WS AIDS 

a
No. 1493 1984 1985 1986 1987 1988 

Most Lllcety: 

1. 901 90% 15% lot 101 

2. 01 5% 20% 601 751 

3. 0% 5% 151 201 751 

Worst Ceae: 

1. 5l 5% 15% 251 251 

2. 0% 0% 5% 15% 25% 

Please show the probability against The relevant years (e. U. low tip 1984, med. 1986. high 1988) 

130fL 60I  _ _ _ 

L1~1 LUo 1, 1 1st , I l% 
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~VILAT

=an.rb 4 " Formulation of problem (.How can we....•) Topic d Scenario
Wclole/Tem 

O~ETCICftS oftsu RE ayrrEA iTmcnnT.0 ClT1~NMTFS i AIDS 

' ~ 1 

1. How can we leapfrog to develop a hepatit.e/virin-free product ahead of oorrpetition? 

2. }row can we aneelerate Cutter rum Ate troject? 

3. How can we alnfmra parcaived AIDS risk of Pcatoe? 

3 9
0 
O 
un Please state the problems In as low words as possible In the form which ask for action-oriented answers. 
to 

60tL 40T
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