
F 

Cutter GRO-C 
MILES ----- - - --- ---' 

Ref: PDH-5-280 

TO 
C. Patrick OATS: 

6/28/85 
Fes' P. Defart x4234 COPIES14 
Sua~ECr; V. $halson 

Coagulation Update 

You requested an update for Dr. Schaeffler's CMC presentation in 
two weeks. Attached is a summary in quick and easy to read 
fashion which includes some of the current "happenings" with 
coagulation worldwide. I asked Ella to make up several charts 
that could be used for overheads if desired, as part of the 
presentation. Let's review when you have a moment. 
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COAGULATION UPDATE 
28 June 1985 

NON HEAT ACTION 

Effective 21 June 1985 all non-heat treated KOATE ® and KONYNE ® 
were discontinued for sale in the United States. A letter was 
sent to all customers who purchased these products in 1984 and 
1985, announcing action and recommending return of any existing 
product. Internationally, a telex and bulletin were sent to all 
distributors and all affiliates announcing similar action. We are 
not requesting return of existing inventories of non-heat product 
internationally due to difficulties in customs, licenses, etc. 

No estimation of the volume of returns to Clayton available to 
date. 

The NHF and WFH have complemented Cutter for the action. The 
phone calls received from Customers all have been very positive, 
none have been negative. Most common remark is that of 
appreciation and admiration for the responsibility shown by 
Cutter. Additional comments have been on the completeness of the 
announcement package as compared with Hyland's letter. 

Competitively, Hyland announced similar action on 11 June 85 but 
did not remove non-Heat treated Proplex © and Auto lex ®. On 
19 June 85, Hyland recalled four lots of Proplex a due to an AIDS 
donor in the plasma pool. Armour is reportedly not withdrawing 
any non-heat treated product. Al ha has reportedly sold all 
existing non-heat treated Prof iThiii to the NYBC leaving them 
with no existing inventory and no plans to make an announcement. 

INVENTORY STATUS 

Desired inventory levels are approximately 52 million i.u. of 
finished product. Current inventory is running around 20 
million. We will complete year with 17 million i.u.This lower 
than desired inventory has been caused by: 

(1) increased demand for HT products 
(2) inability to acquire source plasma sufficient to 

meet demand 
(3) Use of 120,D00 liters plasma from which no AHF may 

be taken. 

Net effect is that we continue to experience back orders, spot 
shortages and will do so into 1986. Sales will equal production 
in 1906. Production is expected to be 289 million i.u. 
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ULTRAFILTERED (NON-HEAT) INVENTORY 

We currently have 28 million i.u. inventory of non-heat 
ultrafiltered KOATE O in three countries, US, UK, Japan. We are 
selling 1.5 million i.u. per month in Japan and anticipate HT 
sales to begin in September. once sales of HT begin, non-heat 
KOATE will be unsaleable. 

Rework procedures, through PMT have met with minimum 
success. The final container product is full of particulates. 
Additional testing and work is being done. Yields are reported 
to be about 28% of original container potency. Toxicity studies 
have been recommended. OoB has given indication that any 
application for rework of non-heat AHF would be expedited with 
minimal delay. 

Effort will be made to sell reprocessed OF KOATE in the United 
States. It is felt that given favorable toxicity reports, the 
optimum process may result in saleable product for a reduced 
price to selected accounts. 

JAPAN AND KOATE©-HT 

The Japanese MEW has approved the license for all heat treated 
AHF. Final pricing and dating decision is awaited. Anticipated 
sales to begin in September 1985. Initial shipment of KOATEO-HT 
has been made and additional shipments will be made following 
final Chosakai approval. 

It has been reported that the Green Cross may have some 
difficulties in supplying heat-treated AMF immediately and Immuno 
did not submit a license. There exists a real potential for 
immediate sales growth with long-term implications for CJL. 
Annual sales for CJL are projected at 23 million in 1986, all 
heat treated. 

AIDS IMPACT ON MARKET 

While there remains substantial anxiety in the minds of 
hemophiliacs, treatment has resumed the pre-AIDS level of 1982. 

We are experiencing a decline in the number of new AIDS cases 
among hemophiliacs. According to MMWR 3 May 85, the level of new 
cases now stands at five cases for the first four months of the 
year, compared with the high of 15 cases during first quarter of 
1984 and ten cases in the last quarter of 1984. The decline in 
the number of cases reflects steps taken by medical community and 
commercial manufacturers: 

elimination of high-risk plasma donors 
development of heat-treated concentrates 
selective patient education. 
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CUTTER ADDRESSES AIDS AND HEMOPHILIA 

Addressing the anxiety of patient and clinician in order to 
relieve their fears, is seen as the pivitol point for increasing 
Koate©-HT and Konyne®- HT sales over the next twelve months. 

Cutter solidified its position with regard to the validity of 
viral inactivation data on the concentrates by action taken 
21 June 1985. 

The following activities are planned in the US for the remainder 
of 1985! 

1. Production of an educational program directed toward the 
patient and clinician explaining safety and efficacy of 
coagulation products and the importance of early treatment. 

2. Publication of McDougal, et al paper in Journal of Clinical 
Immunology and Levy, et al paper in the Lancet. Both 
discuss collaborative efforts with Cutter regarding thermal 
inactivation of HTLV III/LAV. 

3. A direct mail campaign to hemophilia treating physicians, 
calling attention to the validity of the Cutter viral 
inactivation data and offering reprints of published papers. 

4. Special issue of ECHO, devoted exclusively to the AIDS 
issue. This will provide reassuring data relating to AIDS 
and hemophilia. 

Internationally, Cutter will continue the "Harmony of a Full and 
Productive Life for Hemophiliacs" program with the publication of 
two follow-up patient education pamphlets emphasizing homecare. 
A selling piece on KOATE dHT and KONYNE 4-HT will also be released fl
for market in Latin America and Far East. + , 

RESEARCH UPDATE 
n 

Among the several active projects: U 
- Copper Phenanthraline viral inactivation
- Wet heat KOATEB 
- Inhibitor indication for KONYNE®-HT U - Pure IX Concentrate 
- Activated VII ' 

Most pressing immediate need is to complete study and submit data 
supporting indication for KONYNE-HT in patients with Pactor ViIi 
inhibitors.

CGRA0000396_0004 



CHART 1 

AHF WORLDWIDE MARKET (1984) 

IU(000) Z $(000) Z 

U.S.A. 520 48.6 52.0 33.1 

JAPAN 100 9.3 35.4 22.5 

GERMANY 146 13.6 31.7 20.2 

lITALY 50 4.7 7.8 5.0 

O.K. 45 4.2 6 4.6 2,9 

ALL OTHER 209 19.6 25.5 16.3 1 
TOTAL 1070 100.0 157.0 100.0 

EXCLUDING ELSTREE 

SOURCE: 1984 NKT. PLANS 
MKT. RESEARCH BUREAU 
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CHART 2 

MARKET SHARES (1984) 

(MILLION IU) 

MKT CUTTER % 

U.S.A. 520 140 26.9 

JAPAN 100 16 16.0 
J GERMANY 146 17 11.6 

ITALY 50 16 32.0 6 
~/ U.K. 45 10 22.2

ALL OTHER 209 25 11,9

TOTAL 1075 224 20.9 

uH 

SOURCE: 1984 MKT. PLANS 
MKT. RESEARCH BUREAU 
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CHART 3 

CUTTER COAG SALES (KOATE AND KONYNE) 

(000) (000) 
1985 BUDGET YTD MAY '85 

U.S.A. $20,570 $ 9.450 
JAPAN 5,563' 1.545' 
GERMANY U 2,065 .912 
ITALY 2.237 ,856 
U.K. 1.304** 1.005•
ALL OTHERS U 2.724 .979 

TOTAL $34.463 $14.747 

WORLDWIDE KOATE SALES - (000) 

YTD (.MAY '85) 95,611 IU 
YTD (MAY '85) $11,285 SALES 

YTD (MAY '85) $0.118 ASP 

• BUDGETED EXCHANGE RATE.- W217.3911$ 
ESTIMATED ACTUAL V247.00/1$ 

BUDGETED EXCHANGE RATE: fO.6757/1$ 
ESTIMATED ACTUAL X0.800 /1$ 

1/ EX-CUTTER 
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CHART 4 

SELECTED CUTTER ASP 

(1995) (PER IU) 

U.S.A. 
io,oc 

JAPAN 23,40 (217.39 EXCHANGE) 

GERMANY 12,6 (TRANSFER PRICE) 1 U.K. 17,7G (0,6757 EXCHANGE) 

ITALY 10.3G (EX-CUTTER) v

1 

SOURCE: AFFILIATE REPORTS 
SALES REPORT, BIOLOGICAL 
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