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A (o] el
daun 1. midziinsulszanamsdanisdayaniusgniiionssa (Costing Template)

n’nﬂt:aﬁu\mﬂizmmn’h‘é’@m’nﬁ'agamuﬂumiﬁan‘ma (Costing Template) AUUKINTIIDDI

"Guidance For Industry Computerized Systems Used In Clinical Trials"

Fixed Cost Non-fixed Cost
Responsible . Total Total Total
Task personnel Umt‘for Cost pa-r number of | Unit for costing Cost pgr one number of | Costs
costing one unit . unit ,
units units
1. Preparation phase
- Design data management | Project manager | Project 10,000.0 1
plan
- Design data management
system
. Deslgn CRFs Data Manager Variable 5.00
(reformating to suite data
entry system onfy)
. Prepare list of personel, |Data Manager |Project 2,000.0 1
hardware, and software
specifications
. Design database (data | Statfistician Vartable 100.00
structure, data dictionary,
annotated CRFs)
. Generate validation rules | Statisiician Validation Rule 5.00
. Programming for Data Validation Rule 100.00
valldation rules Programmer
. Programming for Data Cell 20.00
reporting templates Programmenr
- Install and setup the Data Project 30,0000 1
system (data managemant | Prograrmmer
system only)
- Perform and write a report | Lead Data Project 20,000.0 1
of system testing with a test | Manager
{dirty) data
- Prepare SOP for data Statisfician Project 10,000.0 1
management & Statlstical
analysis
- Prepare work instructions |Lead Data Project 10,000.0 1
for data management Manager
- Conduct & training of Statistician Project 10,000.0 1
personnel
- Develop plan for data Senior Manuscript 20,000.00
analysis statistician
2. Implementation phase
2.1 Data management
- CRF Processing/Filing Assistant Data Page of CRF 1.00
Manager
- Data entry and verification | Assistant Data Keystroke 0.02
Manager
- Data validation and query |Data Manager Validation Rule 5.00
generation
~ Query Management Data Manager Validation Rule 5.00
{running validation routine,
errors resolutions)
? (see details at hitp:/Meww.fda.govioralcompliance_ref/bimofffinalcct him)
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Fixed Cost Non-fixed Cost
Responsible . Total Total Total
Task personnel Um_for Cost pe‘r number of | Unit for costing Cost pa'r one number of | Costs
costing ona unit unit .
units units
- Coding of medical data Data Manager ftem fo be 5.00
coded

- Audit {(Source document | Data Manager Visit * Site 2,000.00
vs. CRF vs, Queries vs.

Database)

- Data cleaning & data Data Manager Variable * 0.05
base close up Case

- Web-based Routine data |Data Manager |Project 10,000.0 1

monitoring report in a -

standard format

2.2 Statistical analysis

- Prepare a data file for Statistician Manuscript 1,500.00
statistical analysis

- Prepare a batch file for Statistician Manuscript 15,000.00
statistical analysis

- Quality control for Statistician Manusecript 8,000.00
statistical analysis

- Perform the analysis and | Statisticien Manuscript 15,000.00
write the RESULTS gection
of the report

- Wiite statistical method in | Statistician Manuscript 2,000.00
the METHODS section of

the report

- Write statistics-related Statistician Manuseript 5,000.00
issues in the DISCUSSIONS

section of report

- Programming for reporting | Data Cell 400.00
template (on request) Programmer

3. General Management & ’
Administration

- Coordinated tasks Project manager Site * Month 1,000.00
- Stationary supply & Secretary Site * Month 1,000.00
communication

- Secretary funclions Secretary Site * Month 1,000.00
- Transportation & Secretary Site * Month 1,000.00
Miscelfaneous

Sub Total Cost

Instituta Charge

Total Cost

Note that the costs :

- do not include hardware

= do not include software

- do not include traveling nor accommodations expenses in case that tasks are to be performed

outside the DMU

- do not include printed materials, traveling nor accommodations expenses in case that tasks are

related to training or meeting

- will be multiplied by 1.5 to all items in #2.1 for the project with at least one follow-up visit

SR
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- will be added for 1,000 bahts per one variable affected by modification requested to the CRFs

after the system has been implemented

- will be added for 2,000 bahts per one illustration (graph or chart} in the reporting template

- will be multiplied by 3 for every writing activities for manuscript preparation in English

¥ E o : ’ . .
AIUN 2, lﬁﬁ!"ﬂ ﬂ']'“&l"ﬂ'll'ﬂﬂélﬂﬂ1iﬁﬂdﬂﬂ‘i$3]'lmﬂ11‘ﬁ"{ﬂﬂ (Costing justlficatlon)

Costing ltem

Justifications

1. Preparation phase

- Design data management plan

DM Plan lwanammen vasstuusiwissamsdoya ﬁ'ﬁmﬁﬂﬂurgﬁm‘m
vilaszuunimsdamriaye fussdsanmrmtesuuhinuesliideari
upvhatndls  AssiBaneflmwsnh lUufieldets  uasezdmsliladoyand
AW gﬂunuﬁﬁa'lﬁ'i'nﬂummgmmnmfu wgasTBmsidgezdaiFnsn
§19591% 4 comply M regutation axls dela Fedufludadinsdindnmmiad
uRenmaTlmimamsuwnd u@iazﬁﬂnﬁﬂmanm'sffﬂ:gnﬁﬂﬂuﬂﬂmﬂu SOP #nnts
wits Tamhaudrienasisaslaiunmanesoulan  external reviewer fiawiles
dufiumrmuszuufingy dewsulazsnidn aeluienemewidefilmenms
b

- Personal (name and position} for the Data Coordinating Center
- Personal (name and position) for the Participating Center
= Infroduction

-~ Data Capture

- Data Translation

- Data Transfer

- Data Storage

- DOata Storage

- Data Validation

- Data Discrepancies

- Treatment of Data Problems Outside the Query System
- Data Coding of Text Fields

- Data Set Creation

~ Data Audit

- Data Archival

m witaaYuadinauaaidu (CRCN)
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Costing Item

Justificatlons

- Design data management system

dhwansrryguinsnsiauriuasrendud Miluruundwsdans
doun asluitdemomyiadeniluenanst

= introduction

- Requirements

- System architecture
. Design and archival of CRFs
. List of personnel, hardware, and software specifications
. Database system
. Data structure including an Entity Relation Diagram (ERD)
. Data dictionary inciuding annotated CRF
. Validation rule generation and implementation system
. Programming for reporting templates

- Systern Security and confidentiality

= User manual of the software system

- Install and setup the system (data

management system oniy)

i:uuﬁizq‘lmanm's Design dala management system 1 $iaalesums
Gadslunsu@nas? maursalfouls endudfuedeszynlfidiuinenzess
Tasan193de dmusmaangnil Jujvadadnsusnaslasinmiagwaziise
\llaudunnsrin System analysis Tumsdifinfinuiuilnesdnidieg amiwisdy

FfiunT uaznanasauaiunsnltamle

- Perform and write a report of

system testing with a test (dirty} data

&8 v oo ° Y . .

T3 wnadfdaiaaauidile CRF uas Validation  rule Tuianmns
. et 4 0 & oA w
Design data management system lWaraurh snuunasaniufindeyanalu CRF
va - [ - et v o
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- Prepare SOP for data management

& Stalistical analysis

§i Standard operating procedures (SOP) prHnIKay 20 TWAT Anandou
atheaziBuatauasy Sruszidsaimzauinenseadlaremyisy siminded
nezvaunmUgussuumdiadiu maillf msilfemulasudly usemrmuna
version ﬁ‘l«ﬁl-ﬁtﬂuaﬁuﬂaqﬁuinﬂuaﬂuun"'buehqﬂ ARDRITTHZLIIRIUDILATINGS
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List of SOP for data management and statistical analysis

- SOP of How to write SOPs for the cumment Project
Data Colfection

- Case report form (CRF) design, production, and distribution
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- Sourca document requirement and management
- Data capture (from source document to CRF}
- Administering tests and questionnaires
- Data transfer (from Study Site to Coordinating CGenter)
- Document storage and retention
IT Systemn and Data Management
- System setup/finstaiiation
- System maintenance
= Dala backup, recovery, and contingsncy plans
- Change control
- Database safety and security
- Generation and management of validation rules
- Data entry (from CRF fo database)
- Data coding of text fieids
- Data verification and query gengration
- Data validation and query generation
- Data cleaning via exploratory analysis' and guery gensaration
- Data audit
- Database close up and utilization

- Data analysis

- Prepare work instructions for data

management

»
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ufsr SOP Hiuseumsiiueng wadwenussfoadfuf Sidasid

Work instructions #w3ulisipaziBoadanana step-by-step lundazanm

- Conduct a training of personnel
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- Develop plan for data analysis
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2. Implementation phase

2.1 Cata management

- CRF Processing/Filing
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- Data entry and verification
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- Data validation and query

generation
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WEI9IN Verification Toyalu data file Fogavanunufsitu CcRF ualviild
g » 13 ] = r. 8 » g LY :
AUMURITBYRITGNABY namfssefianaaniudruasuiufindayass CRF wia
a a4 4 & v Jdf wer - ~ A v r E an e 5
Nﬂmmawa’awn‘l-ﬁ‘mmalﬁlwuwwagﬂmmuun'lﬂ AR AUNTIUINMTT
validation Saflamuduin
A A W o L P . . o
awlunszuwnsit faatoanunsds wn lUsunsuils vaiidation e #1
b L) L 3 ; el ey L4 r = ; Lt L J" -3 g A
shal3iauwmhi sufennanmdlesgsindganudayandmiy uarfedpiyit
= = = b JA »
WifiadsRansia uaamns e azldnumdoyafifiansia szdasiinszumns
% . o 5 o v  Hoa . o 1Y o A
fumtaysngneas Waldunfvinauilelu data file Téndas nazumwmahemit
E a‘ e L7 L 4 ¥ = '3 o ar 3
Felivuasunduson laudnisasiawutsfianaia mMIadeavsiudiaay (query
. a  wod P a g oo
generation) AsYszauaminfinadanNeveiudrasy msfugr@suuui
Jafiansne midafumingmignadie nifsialiifaanumadilunssuumads-
Fu query usslwldriaanasuim 9ay Salfimuazanune oy azbuaTausey
| ¥ w o oa 5 - ™ ™
BENIUAN UBNANNUUEIN DI documentation I.ﬂ'H.‘Hﬁﬂfg’l%ﬂ"m‘i‘lm‘izl.i'luﬂ'ﬁﬂ?:ﬂu
- v e A a ¥ ow w & ' =
gunmdeys nazwiauiuminraageunnida nsdesdmfivataiussuy W

& o v a = w
#3770 reconstruction Fulwalldnsdhfianruduwoles AuTzuy

- Query Management (running

validation routine, errors resolutions)
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- Coding of medical data
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- Audit (Source document vs. CRF
vs. Queries vs. Database)
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- Data cleaning & data base close

up
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- Web-based routine data monitoring

report in a standard format
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2.2 Statisfical anafysis
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- Prepare a data file for statistical

analysis
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- Prepare & baich file for statistical

analysis
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- Quality controf for statistical

analysis
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- Perform the analysis and write the
RESULTS section of the report
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- Write statistical method in the
METHODS section of the report
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