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%%m, %Wi and pertussis vaccine (DTP) 15 one of the four
o S ety eats tutlatte 1s & %%%mau
%%m), i Apoovodet i b s Bt b i b

Total mam gaé mm‘! wm sales for um;a%%
EW;« z«—i} %m a Jﬂﬁtm%u 4 um@aﬁiﬁw
m%ﬁ 1y to physd %ﬂm%%%%mmmm;
sudited dats’ tiw%z 1y underststes the market. -

wim tﬂn of tetanus toxold products ua been decrensing dure
m wz umz max%%m} % M%wwa%
diphtheria have 24% m m of the w%i #Mfrwiﬁiy,

In 1982, sales of Lederle tetsnus-containing products resched ¥53.7,
an inersase of 2% over 1981 sales of M53.6. By mdam, ’%2 sales
were 85 follows:

Tetanis um4~ Wi
Tetan kS 960

According to the Biologics %mi%‘um Report 1ssued by the Center
for Disesse Lontrol, 3m market for UTP vactines has been
stable at app ately 18 mi1lion doses per year over the past 10
years W: M,, wmn of this business hes fluce
tusted during W due to product availability. However, we
have 3is0 zwmzy incressed our UIP business 10 the point thet we
now represent approximately 355 to 40% of a1 doses sold 1n the

United States,

sudited data, Myeth Lsboratories holds & Tead in the
Siore ind hospieal segment of the DTP market (Appendix fa;,, m??
smza 1& Wmm on the Tubex system of unitedose and the
il 16180 below Lederte.  In the past. o %WW
has %3‘%«% the 1esd of Lederle, increasing prices amﬁu‘ms 80
days after we announce & price incresse.




The impact of A. H, Robins’ assumption of the Elkins-Sinn bis) ta}
Tine has been very noticesble in recent years. Basad on audited -
m, mzwsm*z zm of the DTP business has increased to the .
int that they "gwmumy 103 of the private sector mar.
%‘%ﬂtzﬁudm u*m oKy tz ’{”’"‘zzg’”f% to other larger
butors st ower o spectrom, gp-
proximately 40% mu Lederia's price on o

Lederle i3 the number two menufacturer of DTP, with sn estimated |
- market share of betwaen 353 and 403, In 1982, sales of TRI-IMUNOLS,
m trade name for DTP, reached M$1.61, an increase of 185 over 198)
es of ¥51.36 (Appendix 24}4 Sales of UTP directly to physicians'
g ey e B s (58) o e
% p s ¥
drugstures {25%).
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In 1982, Lederie distributed Win 480 thousand mu 4:4 pre
{W% Mi This represents sbout ‘15 willion doses.
trast to dollar sales, over balt of Lederie’s unit voluse zmz i3

s01d to the pwm city, county, state). This discrepancy ~
between dollar sales and agﬁ ;ﬂn’%ﬁ}fm the aggressive -
price bidding necessary to capture city, ty and state comtracts
far mu,,m 1982 2 ’

price % 1%, 421@ o5 was 2%8 W £ 5. ”m Mma mz?
ing prics for the yesr was $3.34 per vial, only 2% sore than the
#umy m%ag price for 1981 iiz,?,%

Iﬁm mzm taking D17 will suparience some side effects, the most
compon of which sre fmr, freitabii1ty and some soreness and swelle
ing 1n the ares where the shot was given. More serfous side effects,
such as nigh fever, convuisions or going Into shock, have been sz;«v
ciated with DIP waceination. In some rare izam, brain dasage ha
3130 occurred close in tive.

%WQWW% mwmiﬁwwwmmm

Z&%sm outweigh 4; a%% mm:za' - %m i

Bryetciuns ove SUEHCINTES roorey LY St recoieG 113 4. Sever
cians have 4 L w te inmn :W

tion level to about 355, American medical suthorities fes] stre 1y

that the benefits far outweigh the risks of the vactine, snd point

gﬁ e Wm it epidenic of Wag sough in England a3 supportive of

r position.

in general, the Asericen public was unaware of 48 surrounide
ing DTP vaccine prior to %2 af xm, % %? za, ‘%2, $tation
ﬁiﬂiﬁmmﬁ-%ma s cente: 31 called “O77 Vac.
¢ine Roulette®. This prog o was m&im and took the mmw
mtm%uaf&%% sutweighed the benefits, %Wu
the program were dired mationally on April 20 on the 1BC Shaw.
Lederle had only three (3) Zmum in litigation concerning
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or to April. Since the shows, Lederle has received an additiona)
cothn “ﬁ lawsuits (Appendix 1-g). .:.

ﬁﬁxn&*&&gﬁi‘n§w§“§§§w\§u§§.$«.-§s§
wTth Commaughs on three Tswsuits resulting from 2.5M doses of their
A K
nication indicates that Myeth's Tawsuits ausber n the double digits,
s informtion gives credence to Mr. McDowell's claim of 40 sddi~ i

T macriry 74 et et o1 i SRR oA
 DTP busimess. The three viable ww&su for considerstion are: -
8. To stay in the DTP business with msjor strategy changes.

b. To withdraw from the DTP or totsl toxoid business.

€. To pursue a Federsl 11ability program for the TP vaceinstion

on 8, « Stay in the UIP Busine:

! strategy changes are recommended which wake staying in the
wﬁ@ “wam%ﬁa& option of choics. They are to aggr ._.§w§§§§
the price of the product and t0 decrease the 1ability on future Taw-
Stgnificant progress has alresdy been made on pricing strategy, as
w&w& be seen from the following sction plan: g
~Direction was given to the Price and Contract Administration
§ 10 bid no Tower than $5.40 on #11 contracts.
. «be are cyrrently attempting o get out of a1 existing cone
g where §“§§ ] &M& price below 35.40. Although 215k
vials are in this categ ....m,. the COC contract for approximately
130k vials at 51.37 per vial was tersinated. S

I R Al gy et

March 1, 1983, The price wi

«Significant price incresses are plasned for 1983 to continue
to raiss asﬁ&g selling price and assure 2 profit,




Assuming the same volume distribution in March, the average sellin;
(58 Tl s sy ol sl RS
§»§$§* of a Bresk Even ¥§sw§ outlined in Table 3. .

Teble 1: Break £ven Matrix for OTP
Including Liability Costs

7.0 500 687 583 5.0

cost s §§ 4t W51,342, For suample, 3 M5 settiement
at the rate of 1 suit/2N doses would equate to $0.50 per dose.

&§§§§§§§§§§“§§§§§§;

*§§&§w§§§$§§§§§§“ﬁ.fﬁ«ﬁi
mi1lion doses sold. | , | 5

t 135 appreciated that these nusbers nust $ ﬁ&&w mone
{tored to assure that the pesk of suits from the publicity has sbated
so that the projection will be accurste for pricing strategy.

A stmilar pricing analysis can be seen graphically keeping the suits
Mw&_&&& ] “ww 2 doses and projecting & M53 w‘ e § ‘, $§n |

In the short term, our strategy should cost business, but this is
gur advantage because the more thet 15 sold below the bresk even
point, the sore we jose. Given the fact that our competitors have
the same problem, they can be expected to 2150 increase their
prices. 1f they do not, we should 52111 be able.to maintain the
wore dusirabie privete business which ralises our ASP. Our competie
tors must 8150 be weighing their options, and 1t is not uareasonable
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to See one gut out of the busimess. This should seke our pric .
s ot S TR T
Lederle is effectively out of the business. pit el

The second major strategy change 48 to develop & patient package 4 i
sart to inform DIP recipients of ,:%*%&MN&&W&W.?
vaccing., Sufficient quantities of this insert would be madlsd with
sach vial of UTP distributed,

‘%ﬁ*&n%‘&aag_“&a&iu&#&@s
risks, but have done 1ittle o fnfors ,ﬁ&éx patient package in-
sert could get us closer to this goal., The American Academy of Pedia-
trics’ Redbook also recommends this procedure snd has developed 2
consent form as o guideline for physicians (Appenddx 1.1).

In sumary, the option of major strategy changes is recommended at - -
this time; however, it §“M.§ monitoring to assure i1 effective. .
ness, specifically ¢o assure that the costs cover the 11ability anti-

&1 5tons WWich Com b0 LIDECERG 10 mprove the SEonamte saetrele Jume

§\§§§,§a§§*§§§§§§§:§
§mu& half w“xma»w (approximately k$250). |

«The capacity 1o bid on defense contracts. :
«The Class 1 recommendation for 411 Lederle toxoids, which .
can provide s marketing advantsge for the other toxoid
Botion b. « lmmediste Withdrawal from 0TP or Toxe

This %mg“ not. favared 1t this tioe, but 1t §&s§%§w |
tuture 1iapi1ity 15 svoided, signiticent Timancisl pensities witl
oceur in §“ww®§§*§ period cost distributions.

Markgting Considerstions., Withdrawal from aﬁ%a&*i« wouic
have 11141 or no 1Epact on the sales volume of the balance of
our toxoid business. Most pediatriciens view DIP vaccine as »
commodity 1tem and make their buying decision on price rather
than company image or reputation. | |

ﬁ gancis ﬁs wﬂn ions. Na“m uhssﬁﬁggwa Qﬁ va wﬂwﬁ —
Withdraws] from the business in 1983 would only reduce this

cost by k587, Thus, the remaining 1983 pr §§x$§§§ |
Govts Tor TRI-IRUMLE (ST 2086) Soutd Mave 12 be adiorees by
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" 4 the balance of the toxoid line 1n 1983. Adsorbing these cost
would make the remainfng toxoid products unprofitable fn 1988,

T The 1983 total prime and alTocated cost for the tots) toxoid
e {including DIP) 45 MS3.1. Withdrawa) from the aﬁznwﬁ&m
business in 1983 would only reduce these costs by k3823, Thus,
1t can be seen that both TRI-IMMUNOL™ and the balance of the
toxotd line are responsible for approxiretely M52.4 of overhead
thit would have to be distributed. .

From an inventory point of vier, we currently have approximately :
« KSB50 full cost {nventory at varfous stages of development, With. - -

#rawsl from this business would probably require writing off this

entire inventory, It 15 possible that we might be able to sell

some of this materisl to foreign governments 1f we were sbsolved

of any 11ability. This contingency has not been explored.

LRl

At the present time, we have firm contract comitments to supply
215,000 vials of DTP vaccine to various state governments. Ale

- ®0st. 311 of these contracts have penalty clauses which, 11 Lgderle
fai1e8 to supply, would require Lederle to pay the difference
between our bid price and what the state would have to pay another
supplier for DIP vaccine.

Lege) Considerations. Withdrawsl from the DTP business could

ﬁwmw 1y be vigwed by & Jury #s an admission of guilt on the part
of Lederle. R. Crakas and M. Teicher did nof belfeve that tals

would have any effect on the ovicone 6f pending trials. Tme omly
concern which they expressed was that our withdrawal from fRis

I

bustness might possibly alienste some of our expert witnesses so
that they would be Jess willing to testify on our behalf. =
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Option ¢, - Pursue Government Assistence @ wﬂﬁmﬁ_@

4@«& g“ Nﬁ‘& §§w§ wﬁ »Wﬁmt the three %&ﬁ*ﬁ%ﬁﬂﬂﬁ&ﬁ*a « under the auspices
of the PHA, to pursuve 8 Federal program to cover Yiebility for OTP
vaccinations. Dr. Vallancourt has already been contacted by Connaught
Laboratories, who suggested that we meet 1o discuss this enﬁaw‘

We do not believe that a Feders) Vability program would be in the

best interest of Lederie.  This tssue, as 1t pertaing to ORIMUAE®,

was thorpughly reviewed by Mr. Bowmsn in July of 1882. ¥e would rec-
omend @geinst pursuing 2 government indemnification program for DIP
vaccing because 13 could 1ead to ¢ Feders) YHability for a1l vactines,
including ORIMUNE™, "
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