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Developing the Investigator Budget

QLT Inc.

Our business is science. Our product is life.
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. Investigator Budget Template D.A.M.D. Study

QLT Inc.

Total
QLT Payable Procedures Cost/ Baseline V2 V3 V4 V5 V6 Telephone Final Total Proced.
and Services Test Visit Day 1 Day 2 Day 7 Day 14 Day 21 | Follow Up | Follow Up | Proced. Costs
Laboratory Tests
PK Tests 1 1 1 1 1 5)
Drug Screen 1 1
Pregnancy Test 1 1
Hematology and Chemisty 1 1 1 1 1 1 6
Virology 1 1
Urinalysis 1 1
Procedures
Vital Signs 1 1 1 1 1 1 1 7
Physical Examination and Med Hx 1 1
ECG 1 1 1 1 1 1 6
Chest X-Ray 1 1
Study Treatment
Study Drug Administration and
Accountability 1 1 1 1 1 5
Labour Charges
Investigator (hours) 3 2 2 2 2 2 0.5 2 14
Nurse/Research Coordinator (hours) 7 4 4 4 4 4 3 4 30
***Study Management (hours) 4 2 2 2 2 2 2 3 16
[cosTvISIT B - $ - $ - $ - & - $ - $ - |

[ overhead on Procedures and Services @ 25% | -] -] -] - -] -] [ -] | -]

Miscellaneous Charges
Patient Expenses 1 [ [ T T [ 1 | $ -
Courier / Mail / Incidentals

I | $0.00 | $0.00 | $0.00 | $0.00 | $0.00 | $0.00 | $0.00 | |

***|ncludes maintenance of regulatory binder, IRB submissions, SAE reporting, patient contact etc.

; is science, Our product is life.




Various sources for figures:

» Internet

e http://www.ama-assn.orq/
» Software program
 Medicare Fee Calculator
» Historical — previous trials
» Experts and consultants

Our business is science. Our product is life.




More Numbers...

Tools Help
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99244 Office consultation for & new or established $149.47 F121.11
patient, which requires these three key
components: a comprehensive history, a
comprehensive examination; and medical
decision making of moderate complexity.
Counseling andfor coordination of care with
other providers or agencies are provided
consistent with the nature of the problemi(s)
and the patient's andfor family's needs.
Usually, the presenting problemi(s) are of
moderate to high severity. Physicians
typically spend B0 minutes face-to-face with
the patient andfor family.

CET Assistant. Walume 132, Issue 10, October 20032
CET Assistant. Wolume 12, Issue 9, September 2002
CP T Assistant. Wolume 12, lssue 7, Julby 2002
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patiefit, which requires these three key
components: a comprehensive history, a
comprehensive examination; and medical
decision making of high complexity.
Counseling andfor coordination of care with
other providers or agencies are provided
consistent with the nature of the problemi(s)
and the patient's andfor family's needs.
Usually, the presenting problemi(s) are of
moderate to high severity. Physicians
typically spend 80 minutes face-to-face with
the patient andfor family.
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N4 The Numbers...

QLT Inc.

edicare Fee Calculator 2003

File LColors Tools

Mon-Facility Facility Mon-Par |

Llr = Ln MF Charge
257 49 F.11 209.07 .78 28131

D
MO

Mame ConvFact| Adjusted| Unadjust
REBRY“S Mon-Fac Units 1 71 5.88

Our business is science. Our product is life.




Study Start Up Fee

v
v

Contract and grant negotiation

IRB submission, set up study files

Study Management Activities

v

AN NN

SAE reporting

Maintain Investigator Binder
Patient contact and follow up
Study amendments

Our business is sc

cience. Our product is life.




. Investigator Budget Template D.A.M.D. Study

QLT Inc.
Total
QLT Payable Procedures Cost/ Baseline V2 V3 V4 V5 V6 Telephone Final Total Proced.
and Services Test Visit Day 1 Day 2 Day 7 Day 14 Day 21 | Follow Up | Follow Up | Proced. Costs

Laboratory Tests
PK Tests 1 1 1 1 1 5)
Drug Screen 1 1
Pregnancy Test 1 1
Hematology and Chemisty 1 1 1 1 1 1 6
Virology 1 1
Urinalysis 1 1
Procedures
Vital Signs 1 1 1 1 1 1 1 7
Physical Examination and Med Hx 1 1
ECG 1 1 1 1 1 1 6
Chest X-Ray 1 1
Study Treatment
Study Drug Administration and
Accountability 1 1 1 1 1 5
Labour Charges
Investigator (hours) 3 2 2 2 2 2 0.5 2 14
INLrse/Research-Coordinaterholrs) 7 4 4 4 4 4 3 4 30

< **Study Management (hours) Ol 4 2 2 2 2 2 2 3 16
[cosTvISIT B - $ - $ - $ - $ - $ - $ - |

[ overhead on Procedures and Services @ 25% | -] -] -] - -] -] [ -] | -]

Miscellaneous Charges
Patient Expenses 1 [ [ T T [ 1 | $ -
Courier / Mail / Incidentals

I | $0.00 | $0.00 | $0.00 | $0.00 | $0.00 | $0.00 | $0.00 | |

***|ncludes maintenance of regulatory binder, IRB submissions, SAE reporting, patient contact etc.

Our business is science. Our product is life.




@ More Things to Consider....

QLT Inc.

% .
Sponsor Activities
monitoring
gueries

s contacts - phone, meetings

Audit / Inspection
time spent in preparation
time spent during event
follow up activities

Our business is science. Our product is life.
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@ Payment Structure

QLT Inc.

$ Start up payment made upon signature of
agreement

$ Quarterly payment for “work done” during the
guarter (amount owed - 10%)

$ Final payment = sum of 10% holdbacks

ess is science. Our product is life.



‘ Pass Through Expenses

Reimbursed by QLT Inc, but not part of the
Investigator Budget:

IRB Fees

Local Advertising
Screen Failures
Pharmacy Fees
Document Storage

business is science. Our product is life.




THE MERIHCE  Rondey, Fed

mpE 1 AEE

<. Secretive drug trials questioned

First in a series

Erarlae by Eagmw] Kunm
Zeiew Hows vl

Umrseidn b
wecig ane ar lcrrdsbely s

alledi i |-||-|.||||:. Hia £l Pl

sirigtitniinng inthatey That roc s
| i bvw e hepad

] .|||- (L |
m

III L AR

[ g
i Cevnlang Aie
[ AT18E
re N papEr and
I e sl T

e |||1|“ R

siathe 1w dugs., Ank-

il beatiag cas

ilrige gl b | et
- .|.||| Edls 0l 1FaEiy

Y lar gl
o1 e
hefime thiesy
. B plae] oe T markel

Pa & fod o areerd 1 DaeAYem Bews
bk b Lirvew bygal K b
Frappl thn pessarch -
PRTHE ErE
i oo

pressureg
e lom

tn
- IR Ll:\.
Il irlss, armasig In
queEiilom A e e e
et sl are o | R
Coradi 1irinks Thd G
not ehibcalty ur skl
ralyaapd

MCDONALD

f e s e D et drkal vol-
pirdiaern Py B e Rl caliireg
vl s adifl begrnatad e ot nel
preqrery wirsy] paliemis o dhe
s bulik §reodyed i irada

i matnr Citind | ol nersd
ey b pears Broks Balieel #ithiks
i i |.||L-|' o s ey
el ml e tlemgery s mrheandon i
A et withiig ipoefcal es e
irivesils arvd thnugg Erinls

In g v bale, deegeen are 1Bk

1ieis tan miekd cren who slg
i pinHenis ol

[l S rhes
Thg L= el
=l T fhen

il v fhe

dalm arsl wtis
(L L] riil
IFII- ] '\-
I hyzicians
A‘fﬂﬂ% '|.| .:l"
B Jlll :- £4N) 1
E A [T

il wmrlaa® by o il Ovsgy
t e Lo o e
Fared g Fha= ||||-\.
e phvecia s el scarkanes
higar bl rormera dosng
TR e O e R 1F 8 ]
il o mvchoas FSEL IS o prar
Pl Tk Lapameid. i
b Linlvsrrary
i Tuar i, =R Tinders
o JEH TS
= il B MW DT
§ i
v e Al dhesr i beald
i S
Thar Feotim mre Typecidiy
=0 b Ll s T Lt
paprerEE 1o Secion
- - - ] b -n i al -

|||||| il
peasiicd v k:-
||.||l il o i

|||.,.:_.

i ol

wibchosg B 2
—\..-u-l Ay ra T

e &

R [ e f-'r"" wwid

i laal rﬂ"’ > .I'ﬂ'\'q"-'l"'

i A R

W B TRE

Em'diend Fres e

FrrnpE sl oo ustd 1o reosd] saifeas by ol el b

1R

II|.J| i el b= |:_'|

LR TR e
pe g b b g ek b vl bl o ]

whore das Bhat

harmiet Thet saken of el
has besem RLEE L

by

iraist” lH-\.:\."ll'l- |-\.-|-\.||p.| =YL
P Ubgrd e’ O flie-basl prdie i
irrerat i r b The Canew@anamm
ol Ui i

Enads Jiiy
Dl ey gl e fewes pa il ko ape
cillc Irinds & harc o coare By, The
(LR ERET T S PP Rais n
v R e, tecters. Bl uelves

2 for e
TrHegT Laml wemar et
BEam gyl by cenald
Bl ps abint o chmkchl By
Ak In O ediid i i h v ik
] 78 ke St e s
remasarch Bared]vgd In H

Fowd !r1|-\.: &1,
fviitead 'l_‘ .o L LT

Hesh b Canariy vél rem L h
eaancdd D |-|u|||.: e L]
viliiairy, . anivereibse, e

il b, Sl '_h— a1
Crraneetl- e Bl iE Ho
Faaseorc b B [ise piles shes i «
ezl ik,

mubes slilie Bkt ir -l:'\-

riicl b s B |':|.-I| ity

Thioes

wivl; prbEnks cansol [
el e el |
nhe |l dfesl b Gl

raks; dum i sheaid b |
i teggimand bos Fm oveale Snd o
pakd sacmaaiyve e for e
v e
Huft oo mwnardy wrsiengdi- o (hinie
1y s Selbreeedd
sans Priod Machewl Wi ki
pific st o the Unseersdly ol B
Far Frossded @ Laysw Cavianidalon
of Carvela whedy Hial b 308
pradsd i
ayubore moast |

e IIII [
R T e T IR
ail
g Ly Hhe mcrribsd bk

S s

1 Cies ol b Bee e anwevrn "
Lanareme, ey gay -|l1-l'r'\-l' i
oy R | TN ' L i

e. Our product is life.



@ At the end of the day...




‘ Questions?

ess is science. Our product is life.




@ ‘ Web Sites

Centerwatch.com

Ama-assn.org




