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All research projects require a budget




Research Governance Service

Search this st Signln. 2

PROJECT | Investigating the magical properties of dragon scale and its use in defense against the dark arts

S Grosonentid PRN: PRNO000000004 Project status: Active Ethics approval status: Pending
@ Heali = Project type: Research Short title:  Dragon scale use for defense against the dark arts
r— 3 Protocol number: PVS3 Acronym: CPL Minnerva McGonagall
Research Governance Service External HREC ref: Lead HREC:
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Timeline Summary
Home
Forms & Documents

Reports.
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Sign Up

Welcome to the Research Governance Service (RGS) Publications

RGS s an information technology system which supports the
research governance framework for conducting WA Health
human research projects.

The RGS is a centralised system for investigators, research
group members and sponsors to complete, submit, manage and
track their ethics and govemance documentation through the
lfecycle of their human research project. This includes
approval/authorisation, monitoring and publication.

« July 2016

« Separate budget spreadsheet
* |HPA categories

« Costing: electronic quotes &

authorisation

* Funding: amount, name, type

In addition, the service provides for Ethics, Research Governance
and Hospital Administrators, Human Research Ethics Committees
(and Subcommittees) to administer and report on all human
research conducted within WA Health or accessing WA Health
participants, their tissue or data,

Technical Assistance: Contacts:
Phone: 1300 1700 89

Hours: 7.30am to 5.00pm

Email;

Copyright © 2016 Department of Health WA



Budget elements
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IHPA Standard Costs for Clinical Trials

Major Categories

Feasibility assessment
Ethics approval
Site-specific assessment
Trial initiation

Patient accrual

Clinical services

Pharmacy/Investigation drug related

Biospecimen related
Clinical resources

Trial operation
Participant related
Amendment processing
Site closeout visit
Record archiving

Drug return/destruction

Biospecimen transfer/destruction

IHPA Service and Support Values

Service & Support Table:

Reference. [Major category tem Guidance Text
INumber
Sub-L1t 1 STE AUTHORISATION
[} e the required m [se0.38 p tial[Based on Pland CTM/C are the only two Involved In  preliminary assessment and that
and preliminaryreview of a clinicaltial potocol by the potentia ite P (and/or delegates) . May the Plis $226.11/hour as defined in 4 $90.78/nourfor CT/C (as
shone orsite visit) with the efined initem 2.63)
representative - the gathered d
-« Potential utiies .. Ithough toscope of
project) were and phase 1 protocol i typ detailed
(e ) and hence the types of
rias.
-« Although the costs are incurred by the clinicltiaste the coss were not included in any lnical tia budget, as
i before ste sel the
Ject
iz Protocol review = Reads ] il hostunit | 540767 p Gimicaltal [Based on That the Pland CIV/C are in protocol
e oncology,respiratory, e the Pl $226.11/h 1) an $90.78/hour for CTM/C (3 defined in
etc)in s thology,radiology,radat tem 26.3).
therapy, other lnicl
speciatie, dinica ,etc) trialprotocol for -+ Although the costs are incurred by the clinicltiaste the costs were not included in any linical tia budget, as
scentificmeritand local i before site sel the
The process may involve review by indvidual or by a panel draw from teselect
FEEE) [ 5250 o Based on That the Pland CIV/C are in protocol
feasiiliy fat e the Pl $226.11/h 1) ant $90.78/hour for CTM/C (3 defined in
the wial tem 26.3).
- whether ria is consistent s mission, research drisk v -
1132 o Based on PI,cTc Sharmacy) are
study site visit hourly ofthe P $226.1 initem 2,61, 590.78/hour
lorganisation fora potential ffor T 63)and $86.72/n ,based on
diical rial her ahosptal scentis .2, Grade 3/4 hospital scentist
and/or pharmacist (.. Grade 3/5 pharmacst)
- standard
1135 Gased onth That the 71, CRC, RGO and at least one supporting department are InvoIv{S755 51 for budget negotiation _[Basedt on 71, CTIC (usually the pharmacy) and
budget negotiation and o the RGO are involved and tha th the Pl $226.11/hour a5
contractreview potential ciical rial efined initem 2.6.1), 90.78/hour for CTW/ 63), 58, ,based
olve
rade o e.Grad saffbased
on aresearch and is $a2,587
- : the standard Medicine Australia (A}, or MTAA or other
and7).1fnot,
legal site provided by intemnsl o outsourced fawyer. Thislegalcost
in cost
FEF ] herRec [ « e 52,607.83 porcinical el 1o per [83sed on the assumption thatthe #1and CTV/C re
sppiication lcommittee (HREC) application HREC application) the hourlyrate (fully absorbec) ofthe P is $226.13/hour (a defined in tem 2.6.1) and $90.78/hour for CTM/C (a5
form (or equivalent) e protocol, partcpant defined nitem 2.63).
information and consent form
(ocr etc.Alsoindud - v provided) as
response to ethics committee i (where prepared) thi '
a i abtained) thefarge varistion from min to 75th percentie
and asociated « The ‘max value was due to the tudy.Sett
ldocumentation to the tia funder/sponsor. trals at the 75th Howeveras only one
toseta
atthisstage, even though the gathered data suggests i
the input time for such types of cinical trals.
122 ethics eview T review of the ethics applcation by the HREC, ndluding the _[52,099.42 pr cliniea rial ased on are HREC and the s

lpreparation of any requests
for aditional information and subsequent consideration of the material provided.

lapplication

hairperson, 1 egal background;
lbackgrounds, 1x ethics officer; 1x lay members.
. on the HREC

by

which s based on the 75th percentile.
. HREC ' b
calculated on cost not fees incurred,

Note: IHPA full absorbed rate 33%




Cost Types | S'."',

« Feasibility S

Activity prior to project approval

* |ndirect (non-project specific)

Salaries, training, research equipment, administration, utilities

 Direct (project specific)

Non-salary costs directly related to project




SSA budget

With this much grant money, only experiment we can do is "flip a coin”!



eview procedures/partlmpant VISIts

Protocol schedule
Sponsor schedule

Icode  [procedure Qty| on s m| w1 wi| W ws| W wa wio| w4 w;al w22|  was| Total (AUD)
{ivcon [informed consent BRI [ | [ | § 100
los211 ¥l sgnmeasurenents EEED wo| mon] mo| s mo] ma sl we] e el ] pe]  p § 1500
|
028 me(m’md“emm"hm B v| 2@ 40.00| 20 w0 w0 w0 w0 w0 @00 00 00 w00 00 m.ool 20 ER )
IS0623 |6 Minute Wak Test (6WT) of v wooo[ | a000] 10009 100.00 o oo w000 o] momels oo
53451 [Rghtheatcatheteratin of ] somao] | 1000 100000 2000
R3451 |ngtheattcamemzanmmmetam/rwt 2f v | 30000 300,00 300.00 §  600.00
gy |Ceceocardogram, m’d Inddes racng ®v| mw w0 om0 e om0 oo 00| 0| wooa| o] e wooo| vsoo| 7see|  7seo|  7seo|  7soofs  gsa
Food dran for circal Labolatw test, IV,
HBsag, HCY, serum pegancy test (fr ol v| s 00| 5.0 50.00 50.00 oo w0 s s s sofs 50w
0 BNP
7 [Fehocardography v o] s §
R3307  |Echocardogram interpretation andreport v s 50,00 T
Screening/Week 25 - comprehensive physical
59205 [excm, medical and socal isory, PAH istory, I v| mof| 3 s0[s M0
it s nd WHONYHA frchonal cass
B |WQsen | v] o] s T
RESED [VQscan terpretaton andireport v o] wom) § 10
CONVD [Conconitant medcation monitoring 6| v| s o] 0] wn] we] oo ool oo on] oo oo o] ool 0w oo ool wowefs  mwe
AT [Adverse eventmoniorng 6 v] s o0 o] o] se] we] nol so] o] oo oo woe] ool wow] oo ool wefs e
04150 [Pulmonary fuction test (FFT) v o[ s § 150
Week 22 - physical exam, vital sign
B WHONTHA ot s 1|v| a0 0 §
150074 [WHONIHA fuconal dassassessnent NEED no| w0 mo] el o] o[ moo] o] meo] ool mo] no|  w ET
Procedures Sub Total (AUD) 307500 62000 47000 52000 47000 47000 62000 47000 47000 47000 52000 42500 42500 42500 186500 675,00 § 1199000
Code __on Procedure OH_Budget S DL WL W2 W3 WA WS W6 W7 WE__ WO WI0 W4 W8 W2 W3S
NPO0S  [Patient Reinbusement - Per Vit 16 0.0 an] a0 w0 o] oo oo o] oo ool ool oo oo soo] wel oo ooli o
sty Coordinator -per Vs Il 80.00 o] oo oo woo] eooo] sooo] eooo| enoo| enoo| soeo] woo] s won| eveo| s soofs 1200
Tlon Procedures Sub Total (AUD) 13000 13000 13000 13000 13000 13000 13000 13000 13000 13000 13000 13000 13000 13000 13000 13000 § 208000
Code __ Conditional Procedure OH_Budget S DL WL W2 W3 WA W5 W6 W7 WE WO WI0 WM Wi§__ W2 W3S
31025 JUrne pregnancy test [ v o[ ool mo] o] o] o[ oo oo oo ow o] o] oo o] oo oo om[s 2w
WA Health Infrastructure Fee 25% TR0 SISS00 SO0 SI000 SBO0 SIS0 SISS00 SUMD SUBOD SUB00 SIN0D $10600 SI0600 SIGOD  $4600 $I6900 § 300000
Total Cost Per Visi with Overhead{AUD) [ s397400] $905.00] $71800] $78000] s71800] s718.00] s905.00] $718.00] $718.00] 5718.00] s780.00] s661.00] g661.00] s661.00] s2461.00] s974.00] 5 17,070.00

10% Withheld for Final Study Payment
VISIT PAYMENT SCHEDULE (AUD)

$397.40

$90.50

§71.80

§78.00

$71.80

§71.80

$90.50

§71.80  §71.80

$71.80

§78.00

$66.10

$66.10

$66.10

§246.10

$97.40 §1,707.00;

[ 53576.60] sa1a50| s646:20 $702.00] s646.20] s646.20] s814.50] s646.20] $64620] $646.20] $70200] $594.90] $594.90] s9a90| $2,21490( s876.60| $15363.00]




I d e nt|fy r ate S fo r S al ary WA Award Rates used in Costing Template

AMA: 1 October 2015 40hr/week

b ase d roce d ures e e
Consultant Yr 8 S 250,148.00 S 120.26

Consultant Yr9 S 262,656.00 $ 126.28
Level 2.1 S 86,555.00 $ 43.80
WA Health Research Budget S mam 5w
Level 2.3 S 90,123.00 S 45.61
Template Nov 2015 ot S wmeam i o
SRN Level 2 S 107,279.00 $ 54.29
http://ww2.health.wa.gov.au/Health-for/Researchers- SRN Level 3 s 11072300 $ 56.03
and-educators/Research-governance

« Awards o2 G s mn

. -3. $ ,205. $ .
http://www.health.wa.gov.au/AwardsAndAgreements o oo e B
. G-4.1 S 70,633.00 S 35.75

-4. S ,711. S .
« |HPA Standard cost items s nmmls  %E
G-5.1 S 77,314.00 S 39.13
G-5.2 S 79,477.00 $ 40.22
G-5.3 S 81,704.00 S 41.35
. G-5.4 S 83,995.00 $ 42.51
Note: IHPA costs are often bundled (e.qg. start up) with fully oo T IE o
absorbed salaries (includes 33% overhead, can /1.33 to 863 b ooysm 4876
remove) . G-7.2 S 101:991.00 S 51.61
. G-7.3 S 105,261.00 $ 53.27
Do not add overheads to these items. G-81 S 11002200 S 55.69
G-8.2 S 113,958.00 $ 57.67



http://ww2.health.wa.gov.au/Health-for/Researchers-and-educators/Research-governance
http://ww2.health.wa.gov.au/Health-for/Researchers-and-educators/Research-governance
http://ww2.health.wa.gov.au/Health-for/Researchers-and-educators/Research-governance
http://ww2.health.wa.gov.au/Health-for/Researchers-and-educators/Research-governance
http://ww2.health.wa.gov.au/Health-for/Researchers-and-educators/Research-governance
http://ww2.health.wa.gov.au/Health-for/Researchers-and-educators/Research-governance
http://ww2.health.wa.gov.au/Health-for/Researchers-and-educators/Research-governance
http://ww2.health.wa.gov.au/Health-for/Researchers-and-educators/Research-governance
http://ww2.health.wa.gov.au/Health-for/Researchers-and-educators/Research-governance
http://ww2.health.wa.gov.au/Health-for/Researchers-and-educators/Research-governance
http://www.health.wa.gov.au/AwardsAndAgreements
http://www.health.wa.gov.au/AwardsAndAgreements

Calculate salary, oncosts, overhead

HCN Health

Accounting Manual

(HAM) for rates:
On-costs only for
staff employed
directly by WA
Health;

= Internal rate: 23.25%

- External rate: Non-
medical staff 30.25%
+ Medical staff
40.25%

Oncosts:

0% (NHMRC, charities, DoH)
« 10%

* 25% (>$10M company)

Salary Rates used in Costing Template

Equivalent WA Salary rates in
Standardised staff positions and levels to IHPA Simple & Complex
rates 2015 - 2016: levels Speadsheets Comparison against IHPA Rates

IHPA Hourly
WA Health Hourly  Rate (fully
Rates (fully absorbed -
WA Health Hourly absorbed - direct, direct, oncosts
WA Health Salary Rates (direct & oncosts & indirect & indirect
Clinical Resources Positions Level/Grade oncosts) costs) costs)

Investigator time — Principal $ S S

investigator AMA Yr 9 155.64 194.55 226.11
$ $ $

Investigator time — sub/co- investigator | AMA Yr 5 128.04 160.06 199.11
$ $ $

Research nurse time ANF Level 2.4 57.36 71.70 74.79

Clinical research coordinator (non-

research nurse) time — equivalent to $ S S

Clinical Trials Coordinator (CTC) HSU G-6.3 60.10 75.12 82.74

Clinical research coordinator (non-

research nurse) time — equivalent to $ S S

Clinical Trials Manager (CTM) ANF SRN Level 3 69.06 86.32 93.16

Clinical research coordinator (non-

research nurse) time — equivalent to A blended

Clinical Trials Manager (CTM)/Clinical CTM/CTC hourly $ S S

Trials Coordinator (CTC) rate 64.58 80.72 90.78
$ $ $

Interpreter services - - 53.91

Oncosts Cost Rate: B.25%

Indirect (overhead) Cost Rate: 25%




Per participant budget (Simple)

Calculated Cost based

Investigator Time (no Research Nurse Time CTC Time (no CMTime (no Calculated Cost based on on Time and Salary

Procedures overhead) (no overhead) overhead) overhead) Time and Salary (including overhead)
Screening 5 5 1 S 1,125.10 | $ 1,406.37
Week 0 3 5 1 S 813.82 | $ 1,017.27
Week 2 1 3 0 S 327.72 | $ 409.65
Week 4 2 4 0 S 540.72 | $ 675.90
Week 6 1 3 0 S 327.72 | $ 409.65
Week 8 1 4 0 S 385.08 | $ 481.35
Week 10 3 8 1 S 985.90 | $ 1,232.38
Week 12 1 4 0 S 385.08 | $ 481.35
Week 14 0 6 1 S 404.26 | S 505.33
SUB TOTAL $ 2,645.88 $ 2,409.14 $ 24039 S - S 5,295.41 S 6,619.26
Unscheduled visit 1 2 1 S 33046 | S 413.07
Early withdrawal from treatment 2 5 1 S 658.18 | $ 822.72
12 Week Safety - week 6 0 1 1 S 117.46 | $ 146.82
Week 12/ early termination 2 3 1 S 543.46 | $ 679.32
Unscheduled visit 1 1 1 S 273.10 | $ 341.37
TOTAL S 3,579.72 $ 3,097.47 $ 540.87 S - S 7,218.06 $ 9,022.58

Create a breakdown from the

SChedU Ie Of events in the PI‘O'[OCOI tO ;Z:ticc?sair;ter into RGS Budget as individual visits per

calculate amount per visit/procedure OR

or Ind|V|dual Salarles per tOtal You can enter into RGS Budget as individual personnel

ViSitS/procedureS salaries per participant



Per participant budget (Complex) — Normal Procedures

Costing Template for Clinical Resources’ Salaries per Participant {Complex)
Enter number of times procedure occurs per visit (usually 1)

Research Cost per item
ator Nurse Time CTCTime CM Time {based on
{no (L] (L] Time and Week Week Week Week
Procedures overhead] overhead) overhead) overhead) Salary) Screening |Cost 0 Cost 2 Cost ‘Week 4(Cost ‘Week b|Cost 8 Cost 10 Cost Week 12|Cost ‘Week 14|Cost Subtotal
Informed consent 1 1 0 $ X 15 213.00 $ - s - s - 3 - 5 - 5 - $ - 5 -
Vital signs 0] 1 0 5 57.36 15 5736 1[5 5736 15 5736 1|5 5736 15 5736 15 5736 15 5736 1 s 57.36 15 5736
Medical history 1 1 1 5 273.10 1|5 27310 15 273.10 s - s - s - £ - 5 - s - £ -
Physical exam 1 1 i s 213.00 15 213.00 115 213.00 3 - s - 3 h 5 - 115 213.00 3 - 5 -
ECG 1 0 0 S 155.64 1)5 15564 1|5 15564 S - 1] $15564 s - $ - 1)5 15564 S - $ -
Adverse event monitoring 0| 3 1 B 232.18 B - H - § - s - § - 5 - 1|5 23218 § - 1| § 23218
Blood draw 1 1 i s 213.00 15 213.00 $ - 1] 5 213.00 1] $213.00 1) 21300 1] § 213.00 115 213.00 138 213.00 5 -
Questionnaire o 1 0 5 57.36 5 - 1|5 5736 1|5 5736 1| 5 57.36 1|5 5736 116 5736 1)5 5736 13 57.36 1l 5736
Data entry 0 1 o 5 57.36 5 - 118 57.36 5 - 1] § 57.36 5 - 1§ 5736 11§ 57.36 18 57.36 115 5736
Subtotal § 77820 § 573.61 § 12019 § - $ 147200 $ 1,125.10 $ B813.82 $ 327.72 $540.72 $ 327.72 $ 385.08 $ 98590 $ 385.08 S5 40426 $§ 529541
Unscheduled
Unscheduled visit 1 2 1 s 33046
Early withdrawal from treatn| 2] 5 1 5 658.18
12 Week Safety - week 6 0| 1 1 5 117.46
Week 12/ early termination 2] 3 1 5 54346
Unscheduled visit 1] 1 1 s 273.10
Subtotal 5 93384 § 688.33 § 30048 § - $ 192265
TOTAL $ 171204 § 126193 § 42068 § -5 3,394.65

Investigator 5|5 77820 3|5 466.92 1| 5 155.64 2] $311.28 1) 5 15564 1] § 155.64 3|5 46692 15 155.64 o[ s - $ 264588
esearch

Nurse 5| 5 286.80 5|5 286.80 3| 5 17208 4| 522944 3| 5 17208 4| 5 22944 8| 5 458.88 4|5 22944 6|5 34416 | § 240914
CTC 115 6010 15 6010 N - 0ls - N - o[ s - 15 6010 e - 1) % 60.10]8 24039
M 05 - 0|5 - ofs - ofs - e - os - 05 - e - o) s - s =
TOTAL % 529541

Note: Salary time is in hours
You can enter into the Research Governance Site Specific Assessment Budget Spreadsheet the total individual persennel salaries per participant. OR
You can enter into the Research Governance Site Specific Assessment Budget Spreadsheet the total salaries per individual visit per participant.



Per participant budget (Complex) — Unscheduled
Procedures

Costing Template for Clinical Resources’ Salaries per Participant (Complex)
Enter number of times procedure occurs per visit {usually 1)

Cost based on
Research Cost per item Early Week 12/ Time and
Investigator Nurse Time CTCTime CMTime (basedon withdraw 12 Week early Salary
Time (no (no (no (no Time and Unschedule al from Safety - terminatio Unschedul {including
Procedures overhead) overhead) overhead) owverhead) 3alary) d visit Cost treatment |Cost week 6 |Cost n Cost ed visit Cost Subtotal Total overhead)
Informed consent 1 1 0 5 213.00 $ - 5 - 5 - s - s -
Vital signs 0 1 ] 5 57.36 5 - 5 - 5 - 5 - 5 -
Medical history 1] 1 1 5 273.10 5 - 5 - 5 - 5 - 5 -
Physical exam 1] 1 ] 5 213.00 5 - 5 - 5 - 5 - 5 -
ECG 1] 1] 0 5 155.64 s - 5 - s - 5 - s -
Adverse event monitoring 0 3 1 5 232.18 5 - 5 - 5 - 5 - 5 -
Blood draw 1 1 0 5 213.00 5 - s - s - s - s -
Questionnaire 0 1 0 5 57.36 5 - 5 - 5 - s - s -
Data entry 0 1 0 $ 57.36 5 - - 5 - $ - s -
Subtotal $ 77820 ¢ 57361 § 12019 § - § 147200 $ - $ - $ - $ - $ -
Unscheduled visit 1 2 1 $ 33046 1] $33046 s - E s - s - $ 33046 [ $ 413.07
Early withdrawal from treatn] 2 5 1 S 65818 $ - 1] § 65818 s - s - 5 - $ 65818 [ 5 82272
12 Week Safety - week 6 0 1 1 5 117.46 5 - 5 - 1| $117.46 5 - 5 - 5 11746 | 5 146.82
Week 12/ early termination 2 3 1 H 543.46 5 - H - 5 - 1| 554346 5 - 5 54346 | 5 679.32
Unscheduled visit 1 1 1 $ 273.10 $ - s - 5 - s - 1l % 273.10 $ 27310 [ $ 34137
$ 93384 § 68833 5 30048 § - $ 192265 $330.46 $ 658.18 $117.46 $543.46 § 273.10 $ 192265 § 240331
TOTAL 5 1,712.04 $ 126193 § 42068 § - $ 3,394.65 $ 721806 S 9.022.58
Total salaries per visit
Investigator | §155.64 357972
Research
2| 11472 5| 5 286.80 1[5 5736 3| 5172.08 1|5 5736|5 6BB33|S 309747 | 5 3,87184
1| 5 6010 1| 5 60.10 1|5 60.10 1| 5 60.10 1/5 6010 |5 30048 |5 540.87 | 5 676.09
ofs - ofs - 05 - ofs - os - s o s o s -
TOTAL $ 192265 § 721806 5  9,022.58

Note: Salary time is in hours
You can enter into the Research Governance Site Specific Assessment Budget Spreadsheet the total individual persennel salaries per participant. OR
You can enter into the Research Governance Site Specific Assessment Budget Spreadsheet the total salaries per individual visit per participant.



Research Department
SSA costs

| . $ Amount of | $ Amount of in-kind
Serwce/SElpport/Item Cost per test/item Ct.)s.t per Total c?sts for e e e
provided (C) (D) participant (E) the site (F) ot funder (G} site or others (H)
Proposed number of participants per site: 5 Project timeframe in years 4
wmber of participants per site to give a figurein (F).
Overhead 25% $9,022.58| § 11,966.25 | j
Investigator time —
Principal investigator S 3,579.72 |5 1789861 |S  47,865.00( $ -
Research nurse time S 3,097.47 |S 1548735 ¢ - s j
Clinical research
coordinator (non-
research nurse) time —
equivalent to Clinical
Trials Coordinator (CTC) S 540.87 | $ 2,70435( $ S .

Total Cost =
test/participant x time x
no. of participants

16.3 Site/Region Project Budget

. Head of Department (or N $ Amount of $ Amount of in-kind
Research & Supporting N PP Cost per Cost per Total costs for v
Departments Name (a) | c0Uivalent) must complete ovided(c) ©) () thesite () | ™ndingby sponsor - support from the
and sign Declaration (B) or funder (G) site or others (H)
site: Fiona Stanley Hospital  Proposed number of participants per site: 5 Project timeframe in years 4
1f () is completed then this is multiplied by Proposed number of participants per site to givea figure in (F).
Research Department
Gastroenterology John Smith Overhead 25% $9,022.58 $ 11,966.25 | $ -
time —
Principal investigator $ 3,579.72 | $ 17,898.61 | § 47,865.00 | $ -
Research nurse time S 3,097.47 | $ 15,487.35 | § - S -
Clinical research
coordinator (non-
research nurse) time —
equivalent to Clinical
Trials Coordinator (CTC) $ 540.87 | $ 2,70435 | § - s -
Preparation of the HREC
application - Start Up Fee| $ 2,600.00 S 2,600.00 | § 2,600.00 | $
Preparation of the SSA
application by the
project
team - Start Up Fee S 400.00 $ 40000 $ 400.00 | $
Pre-screening activity $ 166.00 | $ 83000 | $ 530.00 | $ S
Screen Failures (1:2) $ 1,414.00 $ 1,414.00| $ 1,414.00 | $ -
Discontinued or Early
Termination Payments
based on completed
visits S - $ $ - $ =
Trial specific equipment
setup and maintenance | $ 800.00 $ 800.00 | $ 800.00 | $
Handheld Computer
(ediary) $ 250.00 $ 250.00 | $ 250.00 | $ =
Laptop $ 515.00 $ 515.00 | $ 515.00| $ -
Archiving Fee (15years) | $ 2,000.00 S 2,000.00 | $ 2,000.00 [ $ -
Reconsenting Fee S 113.00 $ 113.00| $ 84.00 [ $ -
Central Labs
(Haematology,
Chemistry) 5 28.05|$ 28.05|% 14025 | $ 3100
Central Labs (Anti-
therapeutic antibody,
CRP) includes Collection,
Preparation and
Processing S 34.00] $ 34.00 | $ 17000 | $ 64.00 | $
MCS S 29.00 | $ 29.00 | $ 14500 ) $ 145.00 | $ -
Partial MCS S 19.00 | $ 19.00 | $ 9500 ]S 95.00 | $
Colonic biopsy
(histopathological
confirmation of UC) $ 375.00 | $ 375.00 | $ 1,875.00| § 1,875.00 | S -
Biopsy; Staining and
preparation of the slides
including shipping and
handling S 89.00 | $ 89.00 | $ 445.00 | § 445.00 | $ -
Colonic biopsy (CMV) B 104.00 [ $ 104.00 | $ 520.00 | $ 520.00 [ $ -
Colonoscopy, with
biopsy $ 1,066.00 | $ 1,066.00 | $ 5,330.00| $ 5,330.00 | $ -
i i with
biopsy $ 204.00 | $ 404.00 | $ 2,02000| $ 2,020.00 | $ =




Additional research department costs

* |HPA standard costs
* Department costs

* Medicare Benefits
Schedule

http://www9.health.gov.au/mb

s/search.cfm

Trial Initiation Trial specificequipment  [The activities associated with the hire, purchase and/or $85.04 per
setup receipt from the sponsor of any equipment (including IT  |piece of trial
and maintenance infrastructure) required for the purposes of conducting equipment
the clinical trial. Includes the required setup/
customisation/commissioning of the equipment so that it
is suitable for use in the clinical trial, as well as local
maintenance of the equipment throughout the trial.
Ethics Approval Preparation of the HREC  |The activities associated with the preparation and $2,607.83
application submission of the human research ethics committee per clinical
(HREC) application trial (i.e. per
form (or equivalent) and supporting documentation which |HREC
includes the protocol, participant information and consent |application)
form
(PICF), recruitment and advertising materials, etc. Also

Ethics review The activities associated with the review of the ethics $2,099.42
application by the HREC, including the preparation of any [per clinical
requests trial
for additional information and subsequent consideration |application
of the material provided.
Site-specificassessment |Preparation of the SSA The activities associated with the preparation and $398.69 per
application by the project |submission of the Site Specific Assessment (SSA) form (or [SSA
team equivalent) by application
the Pl or project team, which include completion of the

Site processing and review |The activities associated with the processing of country $264.71 per
specific regulatory documents (e.g. the Clinical Trial SSA
Notification application
(CTN) Scheme form), insurance and indemnity documents, |processed

safety and/or biosafety reports, trial agreements,
requesting,



http://www9.health.gov.au/mbs/search.cfm
http://www9.health.gov.au/mbs/search.cfm
http://www9.health.gov.au/mbs/search.cfm

Supporting Departments

16.3 Site/Region Project Budget

Research & Supporting e::i?t:I:::)er:Tsttr::r’:p(I::e Service/Sprport/Item Cost per test/item C:.::s't per Total c::')sts for funzi:;n:::;:r:sor $sﬁr:::r:tf::r:‘;'::d
Departments Name (A) and sign Declaration (B) provided (C) (D) participant (E) the site (F) or funder (G) site or others (H)
Site: Fiona Stanley Hospital ~ Proposed number of participants per site: 5 Project timeframe in years 4
If (E) is completed then this is multiplied by Proposed number of participants per site to give a figurein (F).
Supporting Departments
Pharmacy Jane Doe Set Up Fee S 1,200.00 S 1,200.00 | S 1,200.00 | S -
Close Out Fee S 400.00 S 400.00] $ 400.00| $ -
Archive Fee S 150.00 S 150.00 | S 150.00 | S -
Annual Administration
Fee $ 500.00 $ 2,000.00 | § 2,000.00 | $ -
Annual Storage Fee $ 100.00 $ 400.00 | $ 400.00 | $ -
Dispensing Fee S 45.00 | $ 180.00 | $ 900.00 | $ 900.00 | $ -
Remote Monitoring Fee -
$100 per instance S 100.00 S 100.00 | $ 100.00 | $ =
S 5,150.00 $ 5,150.00 $ -

Recruitment ceases Jul 2017 competitive
Anticipated 5 patients

Study costed for 4 years

CTRA states quarterly invoicing, however put through monthly
Other cost at $150 is the archiving fee at the end of the study
Annual Fee at $600 is storage and annual together

All IP supplied by sponsor
Archive fee to be waived if filed with site files

Service

Agreement

Trial Charges ($)
v Trial Set Up
Remote Monitoring
Drug Transfer
+« Close Out Cost
v Annual Fee
IXRS fee
After Hours Cost
> Other Costs
Patients
Cost/dispensing
Dispensings/patient
Cost/patient
Total trial cost  §

$1,200.00

$400.00
$600.00

$150.00

5

$45.00

4

$180.00
$5,050.00




Review funding agreements

. Amount (AUD)
1,414
Clinical Trial Research Agreement 1,076
476
Schedule 2 Payments 730
458
531
BUDGET AND PAYMENT SCHEDULE 1,331
468
Treatment Period Study Week 533
7,017
448
Early Withdrawal from 858

Amount (AUD)

12- Week Safety Follow Up Visit Includes 25% Institutional OH

Week 6 161
Week 12 / Early Termination 745
Unscheduled Visit 344



Research/Sup

ting D t t SSA fundi
Neurology Mary Kane Neurologist - Per Hour S 190.00 S 950.00 | $ 950.00 | $ -
Lumbar puncture S 299.00 $ 1,495.00 | $ 1,495.00 | $ -
Neurologic examination | $ 116.00 $ 580.00 | $ 580.00 | $ -
Cerebrospinal fluid (CSF)
analysis; includes lab
handling for shipment to
central lab S 95.00 $ 475.00 | $ S -
$ 350000 $ $ .
Imaging Sally Field Brain MRI with contrast,
includes interpretation
and report S 2,834.00 $  14,170.00 | $ 14,170.00 | $ -
Brain MRI without
contrast, includes
interpretation and
report S 2,155.00 $ 10,775.00 | $ 10,775.00 | $ -
Chest X-ray, includes
interpretation and
report S 148.00
Ethics Office SMHS REGU Ethics review S 3,500.00 3,500.00 3,500.00
Research Governance SMHS REGU Site processing and
Office review $ 3,500.00 3,500.00 3,500.00
7,000.00 S 7,000.00 $
Total for site $107,845.14
Total site balance =(G+H)
E $14,174.11
Add additional rows and sites as required.
Total for all sites
Total for all sites balance $14,174.11
=(G+H) - F

16.4 If costs are not covered by the sponsor explain how the costs will be covered or explain how the site will benefit from the research.

N/A



Funder Type

16.1 Site(s) Project Funding/Support

16.1.1 Has this project received/or has confirmed research funding (including investigator remuneration or in-
kind support)? Yes

16.1.1.1 If No, will the investigators being applying for research funding (including in-kind support)?

Not answered as above question Yes

16.1.2 Indicate how the project will be/or isintended to be funded/supported at the site(s). If there are multiple
sites in a ‘group of sites’ listed in 1.3.1, indicate which site is receiving the funding or add more tables if funding is being
received at multiple sites.

16.1.2.1 Site Name:  Fiona Stanley Hospital

Type of funding Funder name Amount of funding $ [ Amount of in-kind Funding is
for the site* support in $ value | confirmed/received
or being sought

Confirmed [Sought

Commercially
sponsored ABC Company $ 122,019.25| $ - X

Non-commercial
sponsored (e.g.
collaborative groups)

Grants (e.g. NHMRC)

Donations/Bequests

Internal department
funds

Other (specify)

Sub total for site $ 122,019.25( $

Total Funding for $ 122,019.25
Site*

For a ‘group of sites’ add more tables as required for each site.

Total Funding for All

Sites** $ 122,019.25

* This amount is based on the recruitment of the total number of participants listed in 5.3 over the time period of the
project in 1.5.3. Proposed Number of Participants per Site: 5
** This equates to the $ amount of funding plus in-kind support at the site.

*** This equates to the total $ amount of funding plus in-kind support for all sites covered by this SSA Form. It should be
the same as the total of columns (G) + (H) for all sites in 16.3.

16.2 Will participants receive any payment or expenses for participation in the research? No

16.2.1 If Yes, give details. Not answered as above question No




Example and Questions




