EXHIBIT 3.2.1

POINT AWARDS CRITERIA

Below is the methodology and criteria that will be utilized by the Claims Administrator to
evaluate the claims of Qualifying Program Claimants -- as set forth in Section 3.2 of the
Agreement. The claims of both the IS Qualifying Program Claimants and the MI/SCD
Qualifying Program Claimants will be evaluated utilizing a system based on Points. In short,
each Eligible Program Claimant who satisfies the Eligibility Requirements will be assigned an
initial number of Points (“Basis Points™) which are set on a grid with variables of age; duration
of use of Vioxx (“Overall Duration”); and the extent of the injury determined to have been
sustained (“Injury Level”). The Basis Points will then be adjusted for (1) the status of the
product label relative to the Eligible Event (“Label Adjustment”); (2) the Qualifying Program
Claimants’ consistency of use of Vioxx (“Consistency Adjustment”); and (3) for the risk factors
from which the Claims Administrator determines that the Qualifying Program Claimant suffered
(“Risk Factor Adjustment”).

For purposes of applying the criteria discussed in this Exhibit 3.2.1, unless otherwise
noted herein, the Claims Administrator shall review and analyze the Claims Package submitted
by the Qualifying Program Claimant and may, to verify completeness or in cases of
inconsistency, suspicion of irregularity, audit purposes and/or similarly appropriate
circumstances, review and analyze other documents or materials that the Claim’s Administrator
has access to pursuant to the Agreement.

1. MI/SCD QUALIFYING PROGRAM CLAIMANT

A. Basis Points: The Basis Points awarded to a MI/SCD Qualifying Program Claimant will
depend upon: (1) the age of the Qualifying Program Claimant at the time of the Eligible Event;
(2) the Qualifying Program Claimant’s Overall Duration; and (3) the Qualifying Program
Claimant’s Injury Level.

1) Overall Duration. The MI/SCD Qualifying Program Claimant’s Overall Duration
of use of Vioxx shall be calculated in accordance with the following (and Exhibit
2.2.2 to the Agreement):

a) To establish placement in an Overall Duration category, the Qualifying
Program Claimant must produce evidence of Vioxx prescriptions
dispensed or samples dispensed in accordance with the following pill
count definitions (and Exhibit 2.2.2 to the Agreement):

Number of Pills Dispensed Overall Duration Category

42 pills or less Less than 60 days

at least 43 pills but less than 128 | Over 2 months to 6 months

pills

at least 128 pills but less than Over 6 months up to 18 months
389 pills

at least 389 pills but less than - | Over 18 months up to 30 months




639 pills

at least 639 pills

30 months or more

2)

b) If the MI/SCD Qualifying Program Claimant is dispensed a number of
pills at a time that exceeds the number of days remaining until the Eligible
Event, the number of pills from that last filled prescription shall be
prorated for purposes of calculating Overall Duration at one pill per day.

Injury Level. The Injury Level suffered by the MI/SCD Qualifying Program
Claimant will be determined by the Claims Administrator utilizing the following

criteria:

MI/SCD INJURY LEVELS

Level 1

Death; or
Unresucitated Sudden Cardiac Death

Level 2

Ejection Fraction: <20%

CABG plus resulting complications within 6 months of the
Eligible Event (e.g. graft occlusion); or

Hospitalization: >30 days

Level 3

Ejection fraction: 21-29%;
Hospitalization: 15-29 days; or
CABG

Level 4

Ejection fraction: 30-39%;

Hospitalization: 10-14 days;

PTCA (stent) plus re-stenosis at stent site within 6 months of
Eligible Event; or

Defibrillator or pacemaker placement

Level 5

Ejection fraction: 40-49%;
Hospitalization: 4-9 days;
PTCA (stent); or
Angioplasty

Level 6

Ejection fraction: >50%;
Hospitalization: 0-3 days; or
Catherization

a.

If a MI/SCD Qualifying Program Claimant meets the criteria for more than one
Injury Level, then the most serious Injury Level controls.




3)

With regard to Ejection Fraction (“EF”), if there is a nuclear isotope study
measuring EF which is conducted at least 2 weeks post-Eligible Event, but within
1 year of the Eligible Event, then that study controls. If there is not such a nuclear
isotope study, then the highest EF per echo performed at least 2 weeks post-
Eligible Event but within 1 year of the Eligible Event controls.

For a MI/SCD Qualifying Program Claimants assigned to an Injury Level more
serious than Level 6 based on EF, if there exists an EF reading within 3 years
prior to the Eligible Event, and the post-Eligible Event EF reduction is less than
5% from the pre-Eligible Event reading, then that Qualifying Program Claimant
will move to the next lower (less serious) Injury Level.

Basis Points Grid. Once the age, Overall Duration and Injury Level for the
MI/SCD Qualifying Program Claimant have been determined, each MI/SCD
Qualifying Program Claimant’s Basis Points will be assigned utilizing the
following grid:
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4. Example. A 50-year-old MI/SCD Qualifying Program Claimant, who sustained a
Level 2 Injury and qualified for an Overall Duration of 18-30 months will be
assigned 572.92 Basis Points.

B. Label Adjustment and Consistency Adjustment:

1) Label Adjustment. The Basis Points of a MI/SCD Qualifying Program Claimant
will be adjusted (in accordance with Section 1C of this Exhibit 3.2.1) as follows:

a) If the Eligible Event occurred on or prior to March 9, 2000, then a
downward 20% adjustment.

b) If the Eligible Event occurred after March 9, 2000, but prior to or on April
13, 2002, then an upward adjustment of 15%.

c) If Vioxx use (determined in accordance with Exhibit 2.2.2 to the
Agreement) commenced before April 13, 2002 and the Eligible Event
occurred after April 12, 2002, then there is no adjustment.

d) If Vioxx use (determined in accordance with Exhibit 2.2.2 to the
Agreement) commenced after April 13, 2002 and the Eligible Event
occurred after April 13, 2002, then a downward adjustment of 15%.

2) Consistency Adjustment. A MI/SCD Qualifying Program Claimant’s consistency
of usage shall be determined by analyzing the frequency of use of Vioxx in the
twelve (12) months preceding the Eligible Event (such 12-month period, the
“Review Period”) (“Consistency of Use”).

The Consistency of Use will be calculated in accordance with the
following;:

(1) If the MI/SCD Qualifying Program Claimant filled more than one
prescription during the Review Period, then divide the total
number of pills received under such filled prescriptions by the
number of days between the date of the dispensing of the first such
prescription in the Review Period and the Eligible Event.

(ii) If the MI/SCD Qualifying Program Claimant filled only one
prescription during the Review Period, divide the total number of
pills received under such prescription by the number of days
between the date such pills were received and the Eligible Event.

(iii)  If the MI/SCD Qualifying Program Claimant’s last pre-Eligible
Event prescription was dispensed close in time to the Eligible
Event such that the number of pills received at that time exceeds
the number of days remaining until the Eligible Event, the number
of pills from that last filled prescription shall be prorated.

-5.



(b)  After the MI/SCD Qualifying Program Claimant’s Consistency of Use has
been determined, the Consistency Adjustment will be made (in accordance
with Section 1C below) as follows:

(1) If the Consistency of Use is equal to or greater than 71%, then
there will be a 20% upward adjustment, but only if the MI/SCD
Qualifying Program Claimant’s Overall Duration is greater than
two (2) months. If the Overall Duration is 0 - 2 months, then there
will be no adjustment.

(i) If the Consistency of Use is between 57 - 70%, there will be a 10%
downward adjustment, regardless of the Overall Duration.

(iii)  If the Consistency of Use is between 50 - 56%, then the
Consistency Adjustment will be a 20% downward adjustment,
regardless of the Overall Duration.

(iv)  Ifthe Consistency of Use is less than 50%, then there is a 30%
downward Consistency Adjustment, regardless of the Overall
Duration.

Calculation of Label and Consistency Adjustments. Once the Label Adjustment and
Consistency Adjustment have been determined, those two adjustments shall be added
together. Then, the MI/SCD Qualifying Program Claimant’s Basis Points will be
multiplied by the resulting aggregate percentage. The product of that equation is known
as the “Subtotal Points” (i.e. Basis Points x [100% + (Label Adjustment Percentage plus
Consistency Adjustment Percentage)] = Subtotal Points).

Example. A MI/SCD Qualifying Program Claimant (50-year-old, with a Level 2 Injury,
and 18-30 months of Overall Duration) has an Eligible Event on April 4, 2001. The
Qualifying Program Claimant had been dispensed 214 pills between April 4, 2000 and
April 4, 2001. This Qualifying Program Claimant’s Label Adjustment is +15% (see
1B(1)(b)) and his Consistency Adjustment is -10% (58% -- 214 pills/366 days -- see
1B(2)(b)(ii)) for an aggregate Label Adjustment and Consistency Adjustment of +5%
(15% - 10%). So, in this example, the Sub-Total Points would be 601.57 (572.92 Basis
Pts x 5% -- aggregate Label and Consistency Adjustment; or 572.92 x 105%).

Risk Factor Adjustments.

1) The definition of the relevant risk factors for purposes of evaluating the MI/SCD
Qualifying Program Claimant’s claim and the assigned percentage adjustment per
risk factor are as follows:



MI/SCD RISK FACTORS

Risk Factor

Definition

Reduction

Regular Smoking

Current tobacco product
user. “Current User” is
anyone who has used
cigarettes or cigars within
one (1) year of the Eligible
Event.

30%

Extreme Smoking

Evidence of being a Current
User within one (1) year of
the Eligible Event and a pack
history of 30 years or more.

50%

Post-Eligible Event
Smoking

Any cigarette or cigar use
that post-dates the Eligible
Event.

20%

Cholesterol

Controlled: Any history of
or diagnosis of
hypercholesterolemia within
3 years prior to the Eligible
Event, at the time of the
Eligible Event or within 2
weeks after the Eligible
Event; or presence of statin
(or other cholesterol-
lowering medication) in
medical records or pharmacy
records within 3 years prior
to, at the time of (including
if the medication is initiated
as a treatment during or at
discharge from the Eligible
Event) or within two weeks
after the Eligible Event.

Uncontrolled: Any history of
or notation of a treating
physician of non-compliance
with cholesterol medication,
uncontrolled cholesterol,
poorly controlled
cholesterol, cholesterol not
medically controlled or
similar reference within 3
years prior to the Eligible
Event, at the time of the
Eligible Event or within two
weeks after the Eligible
Event .

20%

30%

-7-




Hypertension

Controlled: Any history or
diagnosis of hypertension in
medical records within 3
years prior to the Eligible
Event, at time of the Eligible
Event, or within 2 weeks
after the Eligible Event; or
presence of hypertension
medication in medical or
pharmacy records at the time
of (including if the
medication is initiated as a
treatment during or at
discharge from the Eligible
Event), within 3 years prior
to, or within two weeks after
the Eligible Event.

Uncontrolled: Any history
or notation of a treating
physician of non-compliance
with hypertension
medication, uncontrolled
hypertension, poorly
controlled hypertension,
hypertension not medically
controlled or similar
reference within 3 years
prior to the Eligible Event, at
the time of the Eligible
Event or within two weeks
after the Eligible Event .

20%

30%

Diabetes

Controlled: Any history of
or diagnosis of diabetes
within 3 years prior to the
Eligible Event, at the time of
the Eligible Event or within
2 weeks after the Eligible
Event; or presence of
diabetic medication in
medical records or pharmacy
records within 3 years prior
to, at the time of (including
if the medication is initiated
as a treatment during or at
discharge from the Eligible
Event) or within two weeks
after the Eligible Event.

Uncontrolled: Any history
of or notation of a treating
physician of non-compliance
with diabetic medication,

20%

30%

-8-




uncontrolled diabetes, poorly
controlled diabetes, diabetes
not medically controlled or
similar reference within 3
years prior to the Eligible
Event, at the time of the
Eligible Event or within two

weeks after the Eligible
Event.
Obesity At the Eligible Event, BMI > 17.5%
30 kg/m
At the Eligible Event, BMI > 40%
40 kg/m
60%
At the Eligible Event, BMI >
50 kg/m
Family History
¢ Unambiguous First degree relative (sibling 25%
or parent) with early-onset
MI/SCD - male relative at 55
years of age or less and
female at 65 years of age or
less.
¢ Ambiguous Family history noted as a 15%
cardiovascular risk factor ,
without specifying the age,
gender or relationship of the
family member(s) to the
Eligible Claimant.
Alcohol Abuse Notation of alcohol abuse 45%
within five years of the
Eligible Event.
Prior MI or Documented MI prior to 55%
Coronary Artery initiation of Vioxx; or
Bypass Graft
(“CABG”) CABG prior to initiation of
Vioxx.
Pre-existing Any diagnosis of CAD or 33%
Coronary Artery ischemic heart disease prior
Disease (“CAD”) to initiation of Vioxx, other
than a MI or CABG.
Prior A diagnosis of any of the 10%
Diagnosed following prior to the
Vascular Eligible Event: Carotid
Disease Stenosis, Peripheral Vascular

Disease, Cebrovascular
Disease, or Renal Stenosis.

-9.-




Hlegal Drug Use

Illicit drug use (including,
but not limited to, cocaine,
LSD, and heroin, but
excluding marijuana) prior to
the Eligible Event.

o 25% (within 5
years)

o 95% (within I
year)

Trigger

As referenced only in Event
Records, vigorous exercise
within two hours of the onset
of Eligible Event symptoms
by those who do not
routinely exercise (including,
without limitation, climbing
hills, skiing, surfing,
distance biking, etc.); or total
joint arthroplasty or other
major surgery within 5 days
of the Eligible Event; or
gambling.

. 25%

e 50%, but only if
surgery trigger

Accelerators

MI or CABG plus Smoking
(Regular or Extreme) or
BMI > 40;

BMI > 50 plus Smoking
(Regular or Extreme); or

CAD plus Extreme Smoking

. 90%

2) The Risk Factor Adjustments made to the Subtotal Points will be calculated in a

sequential order as follows:

(a)

(b)

(c)

(d)

Obesity

L.

BMI at Eligible Event 30-39: - 17.5%

il. BMI at Eligible Event 40-49: - 40%
1il. BMI at Eligible Event 50 or greater: - 60%
Cholesterol

1. Controlled: - 20%

1. Uncontrolled: - 30%

HTN

1. Controlled: - 20%

ii. Uncontrolled: - 30%

Diabetes

1. Controlled: - 20%

1. Uncontrolled: - 30%

-10 -




3)

(e)
®
(2)
(b)
(i)
©)

(k)

M

(m)
(n)
(0)

Prior Diagnosed Vascular Disease (PVD): - 10%
Prior MI or CABG: - 55%

Extreme Smoking: - 50%

Regular Smoking: - 30%

Post-Eligible Event Smoking: - 20%

Family History:

1. Ambiguous: - 15%
il. Unambiguous: - 25%

Coronary Artery Disease (“CAD”): - 33% (no deduction for this risk
factor if the Qualifying Program Claimant has been assessed with the prior
MI or CABG risk factor).

Nllegal Drug Use:

1. Within 5 years of Eligible Event: - 25%
11 Within 1 year of Eligible Event: - 95%

Alcohol Abuse: - 45%
Trigger: - 25%; or -50% for surgery trigger
Accelerators: - 90%

1) If the MI/SCD Qualifying Program Claimant is found to suffer
from any of the following constellations of risk factors, then the
Qualifying Program Claimant will be assessed a 90% deduction
from the number of Points that exist after sequential deductions for
all other risk factors have been taken from the MI/SCD Qualifying
Program Claimant’s Subtotal Points:

. Prior MI or CABG plus Smoking (Regular or Extreme) or BMI >

40;
. BMI > 50 plus Smoking (Regular or Extreme); or
. CAD plus Extreme Smoking.

Example. A 50-year-old MI/SCD Qualifying Program Claimant who sustained a
Level 2 Injury and utilized the PRODUCT for an Overall Duration of 18-30
months. The Claimant’s Eligible Event occurred on April 4, 2001. In the 12
months prior to the Eligible Event, the MI/SCD Claimant was dispensed 214 pills.
The MI/SCD Claimant suffered from the following factors: (1) Obesity (BMI of
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33.4 at Eligible Event); (2) Controlled Cholesterol; (3) Controlled Hypertension;
and (4) Ambiguous Family History of heart disease.

. Basis Points 572.92

-- Label Adjustment +15%

-- Consistency Adjustment -10%

. Sub-Total Points 601.57

-- Obesity -17.5%

496.30

-- Controlled Cholesterol -20%

397.04

-- Controlled HTN -20%

317.63

-- Ambiguous Family -15%
History

TOTAL POINTS: 269.98

2. IS QUALIFYING PROGRAM CLAIMANT

A. Basis Points: The Basis Points awarded to an IS Qualifying Program Claimant will
depend upon: (1) the age of the Qualifying Program Claimant at the time of the Eligible Event;
(2) the Qualifying Program Claimant’s Overall Duration; and (3) the Qualifying Program
Claimant’s Injury Level.

1) Overall Duration. The IS Qualifying Program Claimant’s Overall Duration of use
of the PRODUCT shall be calculated in accordance with the following (and
Exhibit 2.2.2 to the Agreement):

a) To establish placement in an Overall Duration category, the Qualifying
Program Claimant must produce evidence of Vioxx prescriptions
dispensed or samples dispensed in accordance with the following pill
count definitions (and Exhibit 2.2.2 to the Agreement):

-12-



Number of Pills Dispensed Overall Duration Category

42 pills or less Less than 60 days

at least 43 pills but less than 128 | Over 2 months to 6 months

pills

at least 128 pills but less than Over 6 months up to 18 months
389 pills

at least 389 pills but less than Over 18 months up to 30 months
639 pills

at least 639 pills 30 months or more

b) If the IS Qualifying Program Claimant is dispensed a number of pills at a
time that exceeds the number of days remaining until the Eligible Event,
the number of pills from that last filled prescription shall be prorated for
the purposes of calculating Overall Duration at one pill per day.

2) Injury Level. The injury level suffered by the IS Qualifying Program Claimant
will be determined by the Claims Administrator utilizing the following criteria:

IS INJURY LEVELS
Level 1
° Death
Level 2
° Disability such that IS Qualifying Program Claimant requires Full Time Care in either a

nursing care facility or in-home nursing care (and did not need full-time care prior to the
Eligible Event). Full-Time Care means care that is administered by a nurse or
independent caregiver (that is, other than a friend or family member) for 8 hours or more
each day.

Level 3

Disability such that the IS Qualifying Program Claimant requires some assistance to
perform one or more BADLs (but does not require Full-Time Care), provided that the Qualifying
Program Claimant did not need such assistance prior to the Eligible Event; or diagnosis at time
of Eligible Event and continuing for at least one year thereafter of aphasia or hemianopsia.

Level 4

° Disability such that the IS Qualifying Program Claimant requires some assistance to
perform one or more IADL’s, provided that the Qualifying Program Claimant did not
require such assistance prior to the Eligible Event.

-13 -




Level 5
° Any injury not qualifying for Injury Levels 1, 2, 3 or 4.

The Basic Activities of Daily Living (“BADLSs”) are: Dressing, Eating, Ambulating, Toileting,
and Hygiene.

The Instrumental Activities of Daily Living (“IADLSs”) are: Ability to use the telephone, ability
to prepare and serve meals, ability to do laundry, ability to manage day to day finances, ability to
participate in housekeeping tasks, and ability to travel outside the home.

Whether the IS Qualifying Program Claimant is independent in any BADL or IADL shall be
determined solely from Claimant’s medical records dated within 6 months of the Eligible Event.

For an IS Qualifying Program Claimant to qualify as requiring assistance in the performance ofa
BADL or IADL, the Qualifying Program Claimant must require assistance for at least 6 months
following the date of the Eligible Event.

3) Basis Points Grid. Once the age, Overall Duration and Injury Level for the IS
Qualifying Program Claimant have been determined, each Qualifying Program
Claimant’s Basis Points will be assigned utilizing the following grid:

- 14 -




88°1¢C
§00C
€T 81
1791
8SvI1
6L<

Iv'6¢
9697
[E 44
90°C¢
19°61
6L<

7885
c6'eS
(40014
[AN4%
T6t
6L<

SOLIT
¥8'LO1T
¥0°86
¥2'88
£V 8L
6L<

Gees
6¥'SL
£9°89
9L°19
06'vS
6L<

SLEv
o1°ov
99t
18°C¢
L16T
6L-SL

886
76'ES
[4VX1%
(AN 44
76t
6L-SL

SO°LIT
¥8°LO1
¥0'86
¥T'88
EV'8L
6L-SL

6T S¢ET
69°¢1¢C
80961
LyILl
98951
6L-SL

1L¥91
86051
cTLel
(ARYA
08601
6L-SL

£9°¢9
9109
6915
(4454
SLEY
vL-0L

788
8808
EGEL
8199
z8'8¢
pL-0L

Ly 9Ll
9L 191
90°LY1
gecel
SO°LTI
pbL-OL

6'CSt
£GECE
[AR714
19T
67°5ET
vL-0L

90°LYT
Ly'9CC
88°60¢
6T 681
[L¥91
pL-OL

05°'L8
12708
6L
€9°69
£e'8¢
69-59

SOLIT
¥8°L0T
¥0°'86
¥C'88
ev'8L
69-59

6C°G¢eT
69°G1¢C
80961
LV 9Ll
98961
69-59

65°0LY
LE1EY
91°76¢
P6'CSE
eL’Ele
69-59

1¥'62¢
96'10¢€
1S'vLT
90°L¥T
19°61C
69-59

86
£C06
£0°Z8
€8l
£9°69
¥9-09

ceTel
(A4l
6C011
97°66
YT 88
¥9-09

1L¥9T
S9TYC
65°0¢C¢
£6°861
LYOL1
¥9-09

17625
6T S8y
8L 1P
90°L6E
P6CSE
¥9-09

6S0LE
[L°6EE
78°80¢
v6'LLT
90°LYT
¥9-09

16°¢01
gTs6
65798
£6'LL
LT69
65-SS

12761
90°8¢1
[42°28!
8L Y01
y1e6
65-SS

Iv'6LC
£1°95C
¥8CeT
9¢°60C
LT 981
65-SS

78°86S
A4S
69°69¥y
crely
IS AR
6S-SS

8116t
86'86¢€
86°5C¢E
8E°€6T
8L°09¢
65-55

IWHI

8E°601
97001
Sl'le6
£0'C8
6'TL
ye-0s

90°'LY1
08'vEl
N4
6C 011
¥0°86
pS-0S

[A% {14
19'69C
01°sv¢
65°0¢CC
80961
ye-0s

YT 888
TT6ES
0T°06¥
8T vy
91°C6t
ys-0S

9L 11y
SY'LLE
PIEvE
880t
1S¥LT
y&-0S

sTiel
1€°021
8601
¥i'86
05°L8
=S¥

LY OLT
9L 191
90°LY1
geeel
AR
6v-Sv

¥6'CSE
£GETE
[AR 714
[L¥9C
6T GET
ov-Sv

88°S0L
90°L¥9
T 886
Iv'6¢s
6S0LY
6v-S¥

clvey
1 X45%
9L 1 1Y
65°0LE
I¥6Ce
or-Sv

anId INIOd SISV S1

61Tl
yeocl
6v'811
$9°901
6L Y6
-0y

81161
STSLI
1£°651
8L EVI
StLT]
yr-0v

GETRE
61°05¢
£9°81¢
9L°98¢C
06'vST
yr-ov

ILY9L
86°00L
STLEY
€SELS
08°60S
4alid

6T SES
69°06%
80°9vv
Ly 10V
9896t
yr-0v

erest
9covl
09°LT1
15414
80°C01
6€-St

88°50¢C
£L°881
LSTLT
I7vel
STLEL
6€-5¢

9L 11y
SY'LLE
174422
880t
IS'vLT
6E-S¢

£5°ET8
06'vSL
LT 989
S9°L19
20'6¥S
6£-St

LYOLS
eP 8CS
6£°08Y
ceety
[E¥8¢E
6t-S¢t

90 ¥91
6E°051
TL9ET
S0t
83€°601
re-0¢

65°0CC
12zot
78°E81
1Z&°EA!
90°L¥1
pve-0¢

81 T¥v
8474014
§9°L9¢
88°0t¢
[AR714
ve-0t

$E'T8s
78°808
6C°SEL
9L199
T 88%
vE-0t

S9'LIS
81°99¢
ILYIS
YT ey
oL’ 11V
PeE-0t

00°6LT
091
€8Sl
ST1El
L9911
0e>

00°05C
L1°6TCT
£€°80T
05°L81
L9991
0e>

00°00S
£ 85y
L9911
00°SLE
£LEee
0e>

00°0001
L9916
£ EER
00°05L
L9999
0e>

00°00L
L9 1H9
£€°€86
00°¢TS
L9999
0€>

SPuoli <
syquow Og-81
syjuow gY-9
syjuowt 9-7
syuowt 7-Q
g Anfuy

SIUOW (f<
syjuowr OE-81
syjuowt 81-9
syjuont 9-g
syjuounr 7-0
p Amfuy

syjuow €<
sgjuow (£-8¥
syjuow g1-9
syjuow 9-7
sypuowt 7-)
€ Aanfuy

Syjuow (€<
syyuow O¢-g¥
syyuow §-9
syyuow 9-7
syuow z-Q
7 L&mfuy

SYIUoW (<
syjuout ()¢-81
syuowt 81-9
syjuowt 9-7
syjuow 7-Q
1 Aanfuy



4.

Example. A 50-year-old IS Qualifying Program Claimant, who sustained a Level
3 Injury and qualified for an Overall Duration of 18-30 months will be assigned
269.61 Basis Points.

B. Label Adjustment and Consistency Adjustment:

D

2)

Label Adjustment. The Basis Points of an IS Qualifying Program Claimant will

be adjusted (in accordance with Section 2C of this Exhibit 3.2.1) as follows:

2)

b)

c)

d)

If the Eligible Event occurred on or prior to March 9, 2000, then a
downward 20% adjustment.

If the Eligible Event occurred after March 9 2000, but prior to or on April
13, 2002, then an upward adjustment of 15%.

If the Vioxx use (determined in accordance with Exhibit 2.2.2. to the
Agreement) occurred before April 13, 2002 and the Eligible Event
occurred after April 12, 2002, then there is no adjustment.

If the Vioxx use (determined in accordance with Exhibit 2.2.2. to the
Agreement) commenced after April 13, 2002 and the Eligible Event
occurred after April 13, 2002, then a downward adjustment of 15%.

Consistency Adjustment. An IS Qualifying Program Claimant’s consistency of

usage shall be determined by analyzing the Qualifying Program Claimant’s
frequency of use of the PRODUCT in the twelve (12) months preceding the
Eligible Event (such 12-month period, the “Review Period”) (“Consistency of

Use™).

(a)

The Consistency of Use will be calculated in accordance with the
following:

1) If the IS Qualifying Program Claimant received more than one
prescription during the Review Period, then divide the total
number of pills received under such filled prescriptions by the
number of days between the date of the dispensing of the first such
prescription in the Review Period and the Eligible Event.

(i1) If the IS Qualifying Program Claimant filled only one prescription
during the Review Period, divide the total number of pills received
under such filed prescriptions by the number of days between the
date such pills were received and the Eligible Event.

(iii)  Ifthe IS Qualifying Program Claimant’s last pre-Eligible Event
prescription was dispensed close in time to the Eligible Event such
that the number of pills received at that time exceeds the number of
days remaining until the Eligible Event, the number of pills from
that last filled prescription shall be prorated.

- 16 -



(b) After the IS Qualifying Program Claimant’s Consistency of Use has been
determined, the Consistency Adjustment will be made (in accordance with
Section 2C below) as follows:

(1) If the Consistency of Use is equal to or greater than 71%, then
there will be a 20% upward adjustment, but only if the IS
Qualifying Program Claimant’s Overall Duration is greater than
two (2) months. If the Overall Duration is O - 2 months, then there
will be no adjustment.

(i)  Ifthe Consistency of Use is between 57 - 70%, there will be a 10%
downward adjustment, regardless of the Overall Duration.

(iii)  If the Consistency of Use is between 50 - 56%, then the
Consistency Adjustment will be a 20% downward adjustment,
regardless of the Overall Duration.

(iv)  Ifthe Consistency of Use is less than 50% then there is a 30%
downward Consistency Adjustment, regardless of the Overall
Duration.

Calculation of Label and Consistency Adjustments. Once the Label Adjustment and
Consistency Adjustment have been determined, those two adjustments shall be added
together. Then, the IS Qualifying Program Claimant’s Basis Points will be multiplied by
the resulting aggregate percentage. The product of that equation is known as the

“Subtotal Points” (i.e. Basis Points x [100% =+ (Label Adjustment percentage plus
Consistency Adjustment percentage)] = Subtotal Points).

Example. An IS Qualifying Program Claimant (50-year-old, with a Level 3 Injury, and
18-30 months of Overall Duration) has an Eligible Event on April 4, 2001. Prior to that
time, the Qualifying Program Claimant had been dispensed 214 pills between April 4,
2000 and April 4, 2001. The Qualifying Program Claimant’s Label Adjustment is +15%
(see 2B(1)(b)) and his Consistency Adjustment is -10% (58% -- 214 pills/366 days -- see
2B(2)(b)(ii)) for an aggregate Label Adjustment and Consistency Adjustment of +5%
(15% - 10%). So, in this example, the Sub-Total Points would be 283.10 (269.61 Basis
Pts x 5% -- aggregate Label and Consistency Adjustment; or 269.61 x 105%).

Risk Factor Adjustments.

1) The definition of the relevant risk factors for purposes of evaluating the IS
Qualifying Program Claimant’s claim and the assigned percentage adjustment per
risk factor are as follows

-17 -



IS RISK FACTORS

Risk Factor Definition Reduction

Regular Smoking . Current tobacco product 30%
user. “Current User” is
anyone who has used
cigarettes or cigars within
one (1) year of the Eligible

Event.

Extreme Smoking | e  Evidence of being a Current | o  50%
User within one (1) year of
the Eligible Event and a pack
history of 30 years or more.

Post-Eligible Event | o Any cigarette or cigar use e  20%
Smoking that post-dates the Eligible
Event.
Smoking Plus Birth | ¢  Regular or Extreme Smoking | @  55% - with
Control Use within plus use of prescription birth Regular Smoking;
1 Month of Eligible control occurring within one or
Event month of the Eligible Event. | ¢  70% - with
Extreme Smoking
Cholesterol e Controlled: Any history of e 10%

or diagnosis of
hypercholesterolemia within
3 years prior to the Eligible
Event, at the time of the
Eligible Event or within 2
weeks after the Eligible
Event; or presence of statin
(or other cholesterol-
lowering medication) in
medical records or pharmacy
records within 3 years prior
to, at the time of (including
if the medication is initiated
as a treatment during or at
discharge from the Eligible
Event) or within two weeks
after the Eligible Event.

e Uncontrolled: Any historyof | o 20%
or notation of a treating
physician of non-compliance
with cholesterol medication,
uncontrolled cholesterol,
poorly controlled
cholesterol, cholesterol not
medically controlled or
similar reference within 3

.18 -




years prior to the Eligible
Event, at the time of the
Eligible Event or within two
weeks after the Eligible
Event .

Hypertension

Controlled: Any history or
diagnosis of hypertension in
medical records within 3 years
prior to the Eligible Event, at time
of the Eligible Event, or within 2
weeks after the Eligible Event; or
presence of hypertension
medication in medical or
pharmacy records at the time of
(including if the medication is
initiated as a treatment during or
at discharge from the Eligible
Event), within 3 years prior to, or
within two weeks after the
Eligible Event.

Uncontrolled: Any history or
notation of a treating physician of
non-compliance with hypertension
medication, uncontrolled
hypertension, poorly controlled
hypertension, hypertension not
medically controlled or similar
reference within 3 years prior to
the Eligible Event, at the time of
the Eligible Event or within two
weeks after the Eligible Event.

30%

40%
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Diabetes

Controlled: Any history of or diagnosis
of diabetes within 3 years prior to the
Eligible Event, at the time of the
Eligible Event or within 2 weeks after
the Eligible Event; or presence of
diabetic medication in medical records
or pharmacy records within 3 years
prior to, at the time of (including if the
medication is initiated as a treatment
during or at discharge from the Eligible
Event) or within two weeks after the
Eligible Event.

Uncontrolled: Any history of or
notation of a treating physician of non-
compliance with diabetic medication,
uncorntrolled diabetes, poorly controlled
diabetes, diabetes not medically
controlled or similar reference within 3
years prior to the Eligible Event, at the
time of the Eligible Event or within two
weeks after the Eligible Event.

20%

30%

Obesity

At the Eligible Event, BMI > 30 kg/m
At the Eligible Event, BMI > 40 kg/m

At the Eligible Event, BMI > 50 kg/m

17.5%

40%

60%

Family History

Unambiguous

Ambiguous

First degree relative (sibling or parent)
with early-onset stroke - male relative

at 55 years of age or less and female at
65 years of age or less.

Family history noted as a stroke risk
factor, without specifying the age,
gender or relationship of the family
member(s) to the Eligible Claimant.

25%

15%

Alcohol Abuse

Notation of alcohol abuse within five
years of the Eligible Event.

45%

Prior MI or Coronary
Artery Bypass Graft
(“CABG”)

Documented MI prior to initiation of
Vioxx;

CABG prior to initiation of Vioxx.

55%

Prior Stroke or TIA

Documented stroke prior to initiating
Vioxx; or

Documented TIA prior to initiating
Vioxx, other than MI or CABG.

55%

Pre-existing Coronary

Any diagnosis of CAD or ischemic

33%
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Artery Disease (“CAD”)

heart disease prior to initiation of
Vioxx, other than a MI or CABG.

Pre-Diagnosed Documented carotid artery disease 33%
Caratoid Artery before initial use of Vioxx other than a
Disease or Prior stroke or a TIA; or
Caratoid Artery Documented carotid artery procedure
Procedure (e.g. stenting or endarterectomy) before
initiation of Vioxx.
Prior Diagnosed A diagnosis of any of the following 10%
Vascular Disease prior to the Eligible Event: Carotid
Stenosis, Peripheral Vascular Disease ,
Cebrovascular Vascular Disease, or
Renal Stenosis.
Prior Artrial Fibrillation Documented Artrial Fibrillation or 40%
or Heart Failure Heart Failure/Congestive Heart Failure
prior to the Eligible Event.
Diagnosis of Migraine Diagnosis of migraine headaches prior 15%
Headache to Eligible Event; or presence of
medication to treat or prevent migraine
headaches in pharmacy records.
Hormone Replacement Evidence of Qualifying Program 15%

Therapy

Claimant’s use of hormone replacement
therapy within one (1) month of the
Eligible Event and initiated within 1
year of the Eligible Event.

Illegal Drug Use

Illicit drug use (including, but not
limited to, cocaine, LSD, and heroin,
but excluding marijuana) prior to the
Eligible Event.

25% (within 5 years)

95% (within 1 year)

Trigger

Ag referenced in Eligible Event
Records, vigorous exercise within two
hours of the onset of Eligible Event
symptoms by those who do not
routinely exercise (including, without
limitation, climbing hills, skiing,
surfing, distance biking, etc.); a head
trauma, or total joint arthroplasty or
other major surgery within 5 days of
the Eligible Event; or gambling.

25%; or

50%, but only if surgery
or head trauma trigger

Accelerators

Prior MI or CABG or Stroke or TTA
plus Smoking (Regular or
Extreme) or BMI > 40;

BMI > 50 plus Smoking (Regular or
Extreme); or

CAD or Carotid Artery Disease or
Procedure plus Extreme Smoking.

90%

2) The Risk Factor Adjustments made to the Subtotal Points will be calculated in a
sequential order as follows:
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(a) Obesity

i. BMI at Eligible Event 30-39: - 17.5%
il. BMI at Eligible Event 40-49: - 40%
i, BMI at Eligible Event 50 or greater: - 60%

(b) Cholesterol

1. Controlled: - 10%
i, Uncontrolled: - 20%

-0



(c)

(d)

(e)
)
)

(h)

@
(k)
M
(m)

(n)

(0)
)
(@
(r)

HTN

1. Controlled: - 30%
1. Uncontrolled: - 40%

Diabetes

1. Controlled: - 20%
1. Uncontrolled: - 30%

Prior MI or CABG: - 55%
Prior Stroke or TIA: -55%

Prior diagnosed Carotid Artery Disease or prior Carotid Artery
Procedure: -33%

Coronary Artery Disease (“CAD”): - 33% (no deduction for this risk
factor if the Qualifying Program Claimant has been assessed with the prior
MI/CABG risk factor).

Prior Diagnosed Vascular Disease (PVD): - 10%
Extreme Smoking: - 50%

Regular Smoking: - 30%

Post-Eligible Event Smoking: - 20%

Smoking plus Birth Control (if this risk factor is assessed, then the
Claimant shall not also be assessed for the Smoking-Regular or Extreme-
risk factor):

i. Regular Smoking plus Birth Control: -55%
i. Extreme Smoking plus Birth Control: -70%
Family History:

i. Ambiguous: - 15%

ii. Unambiguous: - 25%

Prior Atrial Fibrillation or Heart Failure: -40%
HRT: -15%

Migraine: -15%

Illegal Drug Use:

-23.-



i. Within 5 years of Eligible Event: - 25%
ii. Within 1 year of Eligible Event: - 95%

(s) Alcohol Abuse: - 45%
(t) Trigger: - 25%; -50% for surgery or head trauma trigger
(u) Accelerators - 90%

i) If the IS Qualifying Program Claimant is found to suffer from any
of the following constellations of risk factors, then the Qualifying
Program Claimant will be assessed an additional 90% deduction
from the number of Points that exist after sequential deductions for
the other risk factors have been taken from the IS Qualifying
Program Claimant’s Subtotal Points:

. Prior MI or CABG or Stroke or TIA plus Smoking (Regular or

Extreme) or BMI > 40;

. BMI > 50 plus Smoking (Regular or Extreme); or

. CAD or Carotid Artery Disease or Procedure plus Extreme
Smoking.

3) Example. A 50-year-old IS Qualifying Program Claimant who sustained a Level
3 Injury and utilized the PRODUCT for an Overall Duration of 18-30 months.
The Claimant’s Eligible Event occurred on April 4, 2001. In the 12 months prior
to the Eligible Event, the IS Claimant was dispensed 214 pills. The IS Claimant
suffered from the following factors: (1) Obesity (BMI of 33.4 at Eligible Event);
(2) Controlled Cholesterol; (3) Controlled Hypertension; and (4) Ambiguous
Family History of stroke.

) Basis Points 269.61

-- Label Adjustment +15%

-- Consistency Adjustment -10%

. Sub-Total Points 283.09

-- Obesity -17.5%

233.55

-- Controlled Cholesterol -10%

210.20

-- Controlled HTN -30%

147.14

-- Ambiguous Family -15%
History

TOTAL POINTS: 125.07
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