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= _ j I. E ia mE sumARY 

Koatee sales (in .A P units) in the period January through April 1983 were down 29t when compared with the same period in 1982. To determine why sales were down so sharply, parameters of the entire customer base during rr these two tine periods were compared to identify general trends. The top 45 accounts of early 1992 were analyzed individually to identify specific reasons for sales decline (when present). 

• Concern about transmission of Acquired Immerse Deficiency Syndror+e (AIDS) has definitely caused shrinkage of the market for factor VIII among Cutter customers. Most institutions appear to be following the rational Hemophilia Foasdation's recomnendatiens and thus have switched sax patients to  elective 
Addi~oonnallypsaneecentersefeelasome of their patio ts

when 
may 

bepredriate. 
ucing dosage or using concentrate less frequently than in the past - even though in most cases physicians have not reca;rnended any change in treatrnent. 

However, sales loss may not be attributable solely to AIDS. For instance, there were 13% net fewer accounts in early I983 than in early 1982. The biggest net loss of acc ts (and sales) was in the hospital customer seg'ent. Iinfortsanately it is not possible to isolate the sales irmact of • this general decline from other factors. 

• 
Two additional factors contributing t- r`e sales decline are nrobahly being helped by concern about AIrS, but th' ere already in progress anyway. • The American Red Cross aroears to be tiring advantage of the AIDS crisis to increase market share with its purportedly "cleaner" (volunteer) blood in certain areas, although its political savvy is also playing a Dart in their growth. Hyland may be finding it easier to convert accounts to their new heat treated product due to fear of AIDS. but some accouants consider the theoretical reduced risk of hepatitis to be sufficient reason to switch, • especially for new patients. 

Part 2, the Physician Teleconferences en AIDS' Impact (to be published late in July), reveals a great deal about physician attitudes toward donor pool L- c tta,nce and the relevance of heat 'treated product and is a Ruch better predictor of the future than this descriptive report. 
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o Factor VIII usage among Cutter customers has clearly decreased due to concern about transrussion of AIDS and resultant changes in trea~ent. 
However, the Red Cross also appears to be increasing its market share 
among Cutter asstonrrs since it uses only volunteer donors (prestrubly 
"safer" with regard to AIDS) and it also puts key clinicians or. their 
board and thus encourages stitching to Red Cross concentrate. Heat-
treated product is also contributing to reduced Koate.t sales, although it had affected only one large account as of April 1983. (It 3u.st be-y came available for sale March 21, 1983.) 

• o The net number of Cutter CoiteO accounts has declined from 403 in 
early 1982 to 350 in early 1983, a 13% decrease. Since five distribu-tors have been dropped since early 1982, one would have expected the nLther of accounts to increase. In absolute nu-bers, the most accounts were lost in the hospital seg:ent. Impact of this net account loss versus other factors cannot be estimated however. 

o Customer Service Records (CSRs) indicate that solubility (reconstitution time) is a continuing problen with Koite= and more recently the yellow color of Koatet* has caused c laints. However, it is not clear whether this has resulted in any sales loss, especially when compared with the importance of pricing. 

o Orthopedic Hospital represents a unique problem in that some portion of a very large sales decline (-2.3 million-AMP uanits) is due to disagree-ment over Koate5 assay results. No specific product problem is evident, yet there has been signifivat account market share impact (per Sales). 
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III. R__= COt _ATI O.5 

• AfilS Surveillance• C t• ue to mon -t d 1 an Ln i or eve opments to Me spread of 
w. Furtner incidence among hemoohiliacs could cause even more 

downturn in Koitet usage and Cutter could quickly develop a massive 
excess inventory situation. 

• Cor)etitive Surveillance: During this volatile period it is especially 
=pertant to continue aggressive investigation of cow netitive activity 
with regard to pricing, product quality and product service. AIDS may 
be causing some accounts to re-evaluate the value of Red Cross sourced 
(volunteer donor) and heat-treated alternatives. 

• Heat-treated: Continue development of heat-treated product since some 
accoirtts are switching, despite higher price and total lack of clinical 
data. Due to AIDS, this has become an emotional issue. More discussion 
of this issue will be presented in Part 2 - Physician Teleconferences 
on AIDS' Impact. 

• Product Cuality: Manufacturing should continue to strive toward a clear 
and colorless, fibril-free, fast reconstituting product so business is 
not lost in the future due to oatient dissatisfaction with Koatee. 
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IV. PURPOSE 

This study was designed to determine reasons for the Koite sales decline in early 1933. Soec:fically. how have the following factors affected 
Cutter accounts: 

• AIDS • How has concern about transmission through blood products 
affected concentrate usage? 

• Heat-treated product - Have customers switched? 
• Product characteristics - Are there problems causing dissatisfaction? • Pricing - Has Cutter lost a great deal of business due to (high) bids? 

This portion of Marketing Research Project 1623 is intended to be descrip-tive whereas Part 2 has truth better predictive value since it investigates the attitudes and thought processes of physicians. 

V. IN•~'nCDC'CTION 

Koatee sales in .*T units for the four month period January through 
April 1983 were 291 lower than during the same months in 1982. a decline of over 20 IM .3HF units. It was clear that concern about AID5 prevention was affecting usage, but the extent of this effect was unknown. It was also possible that other factors could be contributing to a loss of market share, not just decrease in the total market size. C 
January 14, 1983 the National Hemophilia Foundation (W. ) gave recormenda- U 
tions for preventing AIDS in patients with hemoohilia. Please see Appendix A for D the cocplete text. In surrtary. the Medical and Scientific Advisory Council recommended that the following patients be put on (or kept on) cryoprecipttate: a) newborn infants and children under 4, 

2 

b) newly identified patients and c) clinically mild hemophiliacs. Electivesurgical procedures are to be evaluated carefully and possibly delayed. A synthetic antidiuretic hormone, l-dea.-uno-8-d-arginine vasopressin (DDAVP), should be used for some mild and moderate patients. 
2 

Vt. RZSE4P4 1 n 

Year-to-date Koite'm Sales re^ort 'B' showed J5LL.9s1  1982 and 1983 January ,ithrough April sales of Koate" for invoiced custcre r accounts. (Note: Not all shipping locations were inccluueo.j Different account numbers for sane institutions and multiple locations for the same account number werecomb cued when discovered. (There is chance for sane error in this manual combination process due to the way account names and numbers are assigned.) 

The total number of accounts were tallied and then manually split into seven cvstoner-type segments: Hospitals, Blood Banks, Military, Pharmacies, 
Distributors, Feaophilia Foundations (without specified hospital affilia-tion) and Other. 
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J 
• The 45 acct. is which purchased more than 400,000 M{F units in 1982 -ere analy:ed indivir.ially. If sales were dawn, Biological Sales personnel (Headquarters. Field Sales )wagers and, in sane cases, Sales Represents-tives) were contacted to dis_uss the reasons. Documentation in Bids and 

Quotation's file wxs analysed for information about "lost bid" accaarts. 

Due to concern about CSlst=x-r discomfort with direct questions on Koate! 
usage and duplication with Part Z of this research project, custaers 
were contacted as little As possible. Thus much of the information in 

• this report cares from indirect sources. In this researcher's opinion. • it is more likely that errors of omission have occurred than carmission 
(bias. distortion). 

\• When it was necessary to interview customers by phone, the nurse coordinator 
was usually sur eyed since zs y doctors were contacted regarding partici-pation in Part 2 of this project. Additionally it was felt that in some 
instances the curse oordLratars might actually have more insight an patient attitudes and current factor VIII usage. See Appendix B for the discussion 
guide/questionnaire. 

VII. FI\CI\GS 

There was a 13% net reduction in the comber of customer acco. ts; unferru- • nately, it is not 
/~ 

Possible to cuantify the relative sales impact of this \r 
net loss versus other factors for the follow-ing reasons: 

U
U 

• There is tremendous accar..t turnover year to year - • approximately D 501 of a sa le of 147 ncn•distributcr accounts in early 193: had .tutored aver by early 1583. 2 
• Because rang  accnts tu'y from more than one supplier. a reduction in 1 

purchases does not necessarily reflect reduction in usage. 

• • Reduction in Purchases could result from AIDS concern, product 2 
• Quality issues, availa::liry, etc. There is no quantitative way to isolate tnese problems when they are combined in one account.

See Tables 1. 2 and 3 (cages 9 -10) for a sr rary of charges in Kaate~! U accounts bec.een early 1982 and 1983 by Customer segnents. Highlights follow: 

• The hospital segment last the most accounts (-4- net) and had the big gest decline in uru is Purchased (-13.4 Bullion AHF units net). • (Tables 1 and 2). 

• Aside from distributors, the military segment had the greatest percent decline in number of accarts (-42% net). (Table 1). 

f 
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• Beside distributors, blood banks had the greatest percent decrease in • 1 the number of AHF units purchased (-381 net). (Table 2). 
.y 

• Blood banks represent a high percent of sales relative to the number of accounts. (Table 3). 

Table 4 (pages 11-15) details the purchasing situation in the top 45 accounts (ranked by January through April 1982 sales..) Table S (page 16), shows new large" (greater than 400,000 AFIF units purchased in four months) accounts as of April 1983. 

It is important to remember that, in the opinion of several sales managers, a 10 to 201 variance in a four month time period is nor..al due to different amounts or emergency surgery, inventory level changes, etc. Also keep in mind that many accounts use multiple vendors and the percent change in • Cutter sales does not necessarily reflect what the accarnt as a whole is doing. For instance, one hospital showed a 101 sales increase to Cutter but in the teleconference (Part 2) the Medical Director said his records showed a 151 decrease in factor VIII usage. Another limitation to the data • is that Table 4 reflects invoiced units, not actual usage, although one • should follow the other relatively closely except in tires of inventory build up or reduction. 

• • • AIDS impact: C 

Elective surgery is being postponed in some institutions (See Part 2 for physician 's attitudes about this). 

U 
D 

Some patients are asking to be switched to crydprecipitate and sa physicians are using crycpreclpltate for surgery 
2 

now when previously they used concentrate. 2 
• Physicians are following WF recanemendations on use of cryoprecipi- 2 tare with young and mild patients. 

Same patients are cutting back on dosage and number of uses --especially if they were treating heat•ily (possibly "over-treating") before. Only a few centers had recommended this 
+J 

reduction however. 
• • - Two centers recarmended against using concentrate prophylactically or recommended cutting back on prophylactic usage. 

U 
' 

• Orthopedic Hospital in L.A., the single largest account, reduced • purchases by 2.3 million .iJ units (-451) reportedly due to some extent 
• 

on Koatee not passing their assay test (in addition to complete halt of their extremely heavy elective surgery schedule for several months). (Table 4) 3
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• Pricing on contracts caused a net loss of 2.1 million AHF units among 
large accounts. Seven accounts were lost (exclusive of distributors) 
and four new ones were added in early 1983. Three more accounts in- 
creased purchases to the "large" acco.cut status in 1983 (Tables 4 and 5). 

• a Three accounts have partially snitched to Red Cross concentrate due 
to: (Table 4) 

Feeling that the risk of AIDS is less with volunteer donor 
fractionated plasma, 

Political considerations (I=unary physicians are put on the 
Red Cross Board and thus are encouraged to buy Red Cross 
products . ) 

Significantly lower price of 8.St/Al•F unit (in one account). 

Note: These accounts would switch entirely to Red Cross product 
if the supply becomes/stays adequate (per Sales). One 
district sales manager felt the Red Cross was pursing 
new business very aggressively and could be expected to 
expand production capacity long term. 

• Cse account has partially switched to heat-treated factor VIII. Two C 
mote feel they will be switching (Table 4). 

• Sales representatives for two accounts mentioned that they sent in 
C,utc.ner Service Reports (CSRs) on Koatee not re-constituting properly 
(Table 4) . 2 

• General observations: (Table 4) 1 

S of the 4S top accounts were distributors 
2 

Blood banks are a high proportion of the large accoLrits (221) 
verso. )u.t 7% of the total rmie'ber of accounts. 

I_ Il 

The : rents about large accounts on Table a help to explain about two- U 
::rs of the total tm:t sales decrease. (See Table 6, page 17 for the 
calculation.) Please keep in mind that even a.•nong the top 45 customers
there could be additional factors causing the sales dawntnrro wtn:th were 
not discovered due to the way unforsation was collected, i.e., primarily

• ndirectly. 

Table 7, page 18. shows the major non-hnran product problems with Koate'
from January 1982 through March 1983 as reflected an .CSRs. Although the 
amber of CS Rs is small relative to the norther of Koate!) custorers, it 
does appear that solubility and perhaps the yellow color are continuing
problms. Appendix C, a portion of a letter from a customer also succinctly 
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highlights some product deficiencies relative to ccnnetitors. One can 
probably assume that Table 7 and Appendix C represent only a portion 
of the real problem since it is human nature to delay writing manufac-
turers about dissatisfaction. 

It Is completely unknown at this point how a center would weigh product 
cost against patient satisfaction with the product f-om a convenience/ 
aesthetic standpoint (as opposed to medical effectiveness). 

IGRO-C: Kathryn H Egenes 

LMarketing Research Analyst 
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Table 1 

KCaT?"CLSitT't?S I\QI  BY R6?Q' SEg0T 
Customer Se nt 1982 1983 

a 

1.1 
Jan-Aor Jan-Avr 

Hospitals/'kdical Centers L305 :5 
Blood Banks/Centers 3i 3 •iit

• Military y
Pharracies 16 17 
Distributors 6 1 (5) (831) 
Hemophilia Centers/Foundations 4 4 0 0 
Other (State Bd of health. prisons, etc.) 26 29 3 121 

Total 403 350 (S3) (131) 

• Adjusted for obvious multiple accaa t numbers and multiple invoice locations for 
the same institution. 

Table 2 

T  HAHF [1''ITS IIVc)T=, 8Y C<STC'MR SE(. tE,*ff 
Cust er Segment 1982 1983 

Jan-.4r Jan-Apr 
(AHF (AHF 

units.'P units _ iLL 

Hospitals/Medical Centers 46.5 33.1 3 
B1Qod Banks/Centers 14.1 8.9 (S.5) (381) 
Military 
Pharmacies 0.4 0.5 0.1 15% 

• Distributors 3.6 1.5 (2.1) (571) 
Hemophiliac Centers/Foundations 0.9 1.2 0.3 351 
Other (State 3d of Health, prisons, etc.) 3.4 3.5 0.1 11 

Total 70.1 49.5 (20.6) (391) 
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Table 3 

CL'S-C R SEE `TS . REUTIt'=_ SIZE

Customer Setarrnt 1982 1983 
• tof tof tof tof 

Total Total Sales Total Total Sales 
(AHF tatits) (!HF units) 

Hosoital/Medical Centers 761 661 Tat 671 
Blood Banks/Centers• 7 21 9 18 
Military 
Phanacies 4 1 S 1 
Distributors 1 S • 3 
He.rnphilia Centers/Fotatdations 1 1 1 2 

• Other (State Bd of Health. orisons, etc.) 6 S 8 7 

Total 1001 1001 1001 1001 

" • United Blood Services has multiple locations. It ws counted as one account 
for purposes of this report. 
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Table S 

NEW LARGE' KQATa"&CCOU.1S: JA4. - APRIL 1983 

Sege-nt Quta wr Name Sales 
City/State AHF Units(000) 

Jan. - April 
1982 1983 

Other 1. Miss State Bd of Health 
Jackson, MS 0 1682 

Distr 2. Cryosan Inc. ("Z" code) 
Dedham. MA • 0 154 

Hosp 3. Memorial Hosp. 
Worchester MA 316 1111 2521 

Hosp 4. Phcy Svcs VW Hasp 5 Clinic 
Madison, WI 0 1043 

Hop S. Children's Hosp 
Detroit, M1 0 S67 • 

Hosp 6. West Virginia Univ. 
Morgantwn, WV 91 471 4181 

2 loc 1 loc 

Hem 7. Nate Hem Fndn - F1 Ch 
Boca Raton, FL 0 444 

Hosp 8.• Maricopa Canty Can Hasp 
Phoenix. AZ 0 432 

BB 9. National Blood Caupcs eats 
Minneapolis, MN 384 400 41 

Total 791 .694 

• Purchased more than 400,000 AHF units in Jan. - April 1983. Purchased less than 
that (or none) in Jan. - April 1982. 

Key: See Key at top of Table 4 
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Table 6 

CALCILATICN CF PE4CE`T SALES LOSS ECPUI\i9LE BY LACE ACC1 TS 

1982 Jan April sales 70.1 W AHF units 
1983 Jan • April sales 

--4 
AHF units 
AHF units 

o Sales to distributors theoretically should have been converted to 
new small accounts, therefore. sales to distributors will be ex-
cluded. 

1982 Jan - April sales to large acc . tts 46.2 4I AHF units 
(exclusive of distributors) 

1983 Jan - April sales to 1982's large accounts -2'.1 'V AF{F units 
Loss in 1983 of 1982's large accounts . `ta units 

o In 1983 new large accounts contributed a net increase of 5.4 W 
AHF units 

Loss in 1983 of 198Z's large accounts (19.1)44 AHF units 

Gain (net) in 1983 with new large accounts •S.4 W AHF units 
(exclusive of distributors) 

"L lainable" loss - large accounts 1AMP %mite 

"Explainable' loss - large accounts (13.''V 4HF units 
Total loss .6 }M AHF units 

■ 67% E lainable 

■Custaeer purchased 400,000 AHF units in 4 months. 
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Table 

• =R SERVTC_ REPORTS• 

Non-tkran Reactions (With more than one report) 

Reconstitution problems 

Bro!en vials 

Yellow color in freeze-dried product 
p• rocess related 

• 81ack particle in product, 
An. vial nAPpVM 

19982 

1S 

192982 i199Q82 I1998Q2 19983 Total 

6 6 4 S 26 

• S 1 1 1 n a 

0 0 0 1 5 6 

0 1 0 1 0 2 

• Source: Extracted from CRS Surrary Report for First Quarter 1983 and Fourth 
Quarter 1982 - Karen Fernandez 
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AFPEtDIX\ 

THE NATIONAL 
HalOPH:LIA FOWDAnON 

Page 19 

Reco~menddt 'ons of 
the '• , ec;eal eau Sc er.u~ie 
Acv;nry can I,T, red 
to the NHF oa c of D rectors 

THE NATIONAL HEMOPHILIA FOUNDATION 
M1CDICAL AND SCIENTIFIC ADVISORY COUNCIL 

January 14, 1913 

RECObi>IENDATIONSTO PREVEwT Alf)SIN PATIENTS WITH F1ESfOp}1L1A 
L Recommendations treating patients with hemophilia. 

A. It is recommended that =70"dpltate be to treat pat.iccts in the following croups except when there is an overriding medical ind catioa: 
oewborn lnfsrts end children under 4; 

- newly identified patients never treated with factor Vila concentrate; - patleats with clerically mild hemophilia who require infrequent treatment. Similar guidelines should be aoptJ:d to (actor IX deficiency patients where fresh frozen plasma carp be used it...: : jf concentrate. 
B. The potential ndvartta~cs arse ctsadvanta;es of cryoprecipitate versus factor VIll concentrate thcropy for severe hemophilia A arc not clear at the present time and are controvcrcinl. Thy: Medical and Scientific Advisory Council does not offer a Specific rcconhmcndalion at this time, but will continue to review the data. C. DDAVP should be used whenever possible in patients with mild or moderate hemophilia A. 

D. W 4i&Ctiva sirgic l Procc xrld he evaluated with reapeet to the poaslble ar}vemtagea a dwdvartta;ea of . dalay. 

U. Recommendations to factor VIII concentrate manufacturers: 
A. Serious efforts Should be made to exclude donors that might transmit AIDS. These should includes 

1• 
r 

1111 a ~ton, lbyi direet questioning, Individuals who belong to groups at high g AIDS, specifica.ly male homosexuals; lntravenaa drug .i and t7mea who have recently resided in Haiti 
2. Evaluation and Implementation Uf verified) of surrogate Laboratory tuts that would Identify individuals at high ride of AIDS trartsrnisaion. 
3. In addition, the manufacturers should eaase taing plasma obtained from donor aaataes that draw from pcptriatlon groups in which therein a significant AIDS kteldesee. It Is clear from the epidemiologic data that the pool of individuals at risk for AIDS transmission is not uniform throughout the country and that a great deal could be achieved by excluding donors from the hot ts•. B Efforts should be continued to tKP**ta the development of procuring methods that will yhaaetJvata ♦instaa potentf1137 M eat to factor VIII eoncentratas. 

over • 8- c - K .•.— E a 
I v &ST 3er STTEET • y,AI tad • NEW NEW ...... ...... r • 1 

22 

0 

M005649 5 

C 
U 
D 

2 
1 
2 

U 

3 

J 

I 

BAYP0004641 _0022 



Page 20 

C. There should be en evajuatlon of the possibi.ity that the yield of factor VIII in Fir ris donors could be inc-eased using DDAVP or exercise to maximize yield. This aou.ti permit a reduction in the size of the donor pooI and would compeicsate for iA— in Plasma that might occur du* to steps noted above. 
D. 1'nerr should be an evaluation of the feasibility of fractionating and processing f tasmr. so that  bttW "al! pm l pis art ersdl>isYe. k•hilt thbs will ee•tiinly be more costly, it may be the only May to break out of the present dilemma without going to an a.J-cryoprecipitate effort.. 

Z. Con_entrate manufacturer, should immediately ceese purchase of recovered plasma for factor Vitt concentrate from blood centers that do not meet the criteria Lsted in ll A above. These criteria should also apply to the cryoprecipitale. production of 

F. %1anufactur•_r, should scceleratt •fforts tor.ards the factor cot►eentrates by rEvOOibinant DNA teebmlogy, 
production of coegula U on

• [lt. Recommendations to regional and community blood centers: 
A. 

• 

Those centers ti t are in regioru In which there is a vey low incidence o; AIDS should increase capacity for cryoprecipitate production to be used locally and In other regions, 

B. These centers should evaluate the feasibility of preparing small lyoph pool lized cryoprcciintatc for hemophilia treatment. 
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I,;„ n i APPS IX B _ . 

t orTlctc — 

L\RIT Kcl TT: 11Ps' 
rRc 

TL1r111c,T. I\1LRN'111 rLil,' 

Respondent Title Wrse Coordinator 
Center Coordinator 
Medical Director 

_ Other 
hemophilia Center Name Phone I ( ) 

City State 

1st call •83/ 
Lato .i 

Ind call -83/ 
to Tine 

3rd call •83/ 
Cate / Tun

Salc5 Comrrnts: 
Pcrson,'Date: 

Introduction

C,00d morning/afternoon. I'm Kathy Egene, from Cutter Laboratorieq' 'Iarkcting 
Research Department. I'd like to ask you a fe,.' questions about usage of 

• factor VIII in ,'our center, particular1 in light of the current concern about 
AIDS. Iuld you be able to spend some time with me on that subject now' (If NO) 

• Is there another tier that would be more covenient for ire to call back' 

1. gecentl• there has been a great deal of pub1::1:v about NIBS and its 
occurrence in .ore henophilla patients has been of particular concern. 
Ila+ thi' a(focted .rour center's usage of factor VIII' 

Net (tl?\TlM1JE TO :1 
\o (l:,  TO :) 
Nor sure (CJr'1'I3-JL TO :) 
Ikm't kro►. 

h1,o car1J I tall to that .a,Id have rIj' iniarnution' 

litli' __—

C 
Ii 
B 
2 
1 
2 

` ra L0 

13 rt 
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O 
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- In .hut •a.c lia. Concern about .1185 changed your center's factor Vlrr us.icc' (PRORI on all not mentioned • CIRCLE "P"1 110: 

a. P • Y Y S Stepped elective surgery 
Stop Restart 

b. P - Y % S S.itched to cryoprecipitate 
Adult Peds 
Start Stop 
Home treatment patients toa. 

c. P - V N S Stopped using prophylactically 
• Stop Restart 

d- P - V N S Reduced number of uses 
Doctor recermcnded 

• Patient initiated 

c. P - 1- N S Reduced dosage 
Doctor recommended 
Patient initiate!

 

C 

U • f. P - 1 N 5 'ther (SI'ECII•Yl 

D key: P • Probe N • No Y • Yes S • Same 2 
i. (So far .eve been talkine in general about factor VIII usage changes 4ue to AIDS.) Arc there an other factors i.hieh could be causing a reduction in your • usace specificallk- of Koite this year 2 verso.• the same Period lasr year' 

Of asked for ex.- Ic: Oh • things like inventory level, patient riopul.ition • si:e, deliye n' time or product characteristic .) ( '1 

a.P _ High year-end inventor of product (PROBE) U 
• h.f _ Irs! eBkrZ n !urger% i rRPRF1 

c.r _ Stitching to twit treated (rRURI') 

.I.  Fcacr patient. 

• C.  licliycn time

r. _ Pri.c 

v• _ rraht:t chnractcnsti:+ iSrri rv) $ 

h.• _ (Srll'IFY) 

83oTo l K —Ea 2s 
-._.  - i - _. ~_ 

- --.- • N 
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.3 

d. Is [htrc ~m thine else that you feel .i ll affect your Aore ux~Yc ever the next sic month. either positivc]y or nc¢attvclq' 

R1S l tI lE tiTMMT. 
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June 13. 1083 

Jan Peterson 
Product Marketing Manager 
Cutter Biological 
2200 Powell 
Emeryville, CA 94608 

Dear Ms. Peterson 

• As the mother of a hemophiliac who has been using various brands of Factor VIII for the past 12 years, I thought you may be interested in some feedback on how Koate compares to other brands from the user's point-of-view
• 

. 

My first concern is that Koate is cot vacuum packed, although • I hear that that process is now changing. Transfering the 
sterile water to the concentrate is much easier when using • a transfer needle in vacuum jars. So easy, in fact, that my son does it himself with Profilate (Alpha), but cannot with !'~ Koate. V 

• Why does it take so long for Koate to mix? The particles are 2 
so large and clumped together that it takes at least five minutes of stirring, even when both water and factor were 1 
warmed. As I'm rushing to get the injection done and get to
work on time, those minutes mean a lot. Profilate takes about 2 
- 14 minutes. 

Another issue Is your filter needle. It is old technology that I've seen ten years ago. Check cut some of the new plastic I) disc filters. The factor goes into the syringe with very few 
bubbles.

The last issue. which you're very aware of, is the color. I'm Dot sure IJ of Its real effect, but psychologically it looks dirty or polluted. 

May I take this opportunity to sincerely thank Cutter for themoney and effort expended for Northern California Hemophilia Summer Camp. My son enjoys it, I need the break, and this year it Is esprcially appreciated as Ian •Ill learn to infuse himcrI r at camp, Bravo. J 
L 
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