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Workload estimation

CDMS setup
CDB ADMINISTRATOR
IT SPECIALIST
TECHNICAL WRITER
CRF modules setup
CDB DESIGNER
CRF DESIGN AND REVIEW
CRF draft creation
BIOSTATISTICIAN
CLINICAL DATA MANAGER
MEDICAL WRITER
DATA CODING
Data Coding
CLINICAL DATA MANAGER
DATA ENTRY (INCLUDING CRF AND DCF PROCESSING)
Double Data Entry
DATA ENTRY SPECIALIST 1
DATA ENTRY SPECIALIST 2
DATA EXPORT
Data Export
BIOSTATISTICIAN
DATA MANAGEMENT PLAN DEVELOPMENT
DMP design
CLINICAL DATA MANAGER
DATA VAUDATION PLAN DEVELOPMENT
DVP Design
CLINICAL DATA MANAGER
DB LOCK
(DB freeze
BIOSTATISTICIAN
CLINICAL DATA MANAGER
ROUTINE DATA MANAGEMENT
Routine Data Management
CLINICAL DATA MANAGER
DM PROJECT COORDINATOR

??? HOURS
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2?? HOURS

??? HOURS
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??? HOURS

??? HOURS
??? HOURS

??? HOURS

??? HOURS

??? HOURS
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2?2 HOURS

PROJECT PLAN

1.5TUDY DOCUMENT DEVELOPMENT AND PREPARATION
1.1. ICF DEVELOPMENT
1.2. PROTOCOL DEVELOPMENT
1.3. STUDY DOCS FINALIZATION
1.4. SYNOPSIS DEVELOPMENT
1.5. REGULATORY/SCIENTFIC ADVICE

2.5STUDY STARTUP ACTIVITIES
2.1. APPROVALS, LICENZES AND INSURANCE OBTAINING
2.2.STUDY SITE SELECTION
2.3 STUDY SITES SETUP
2.4 TRAININGS

3.PROJECT MANAGEMENT
3.1. MEETINGS
3.2. PROJECT MANAGEMENT
3.3. SITE MANAGEMENT

4.CLINICALMONMORING
4.1.SITE MONITORING VISITS

5.DATA MANAGEMENT
5.1.CLINICAL DATABASE DESIGN AND VALIDATION
5.2. CRF DESIGN AND REVIEW
5.3. DATA CODING
5.4. DATA ENTRY (INCLUDING CRF AND DCF PROCESSING)
5.5. DATA EXPORT
5.6. DATA MANAGEMENT PLAN DEVELOPMENT
5.7. DATA VALIDATION PLAN DEVELOPMENT
5.8.DB LOCK
5.9. ROUTINE DATA MANAGEMENT

6.STATISTICAL ANALYSIS AND STUDY REPORT
6.1. STATISTICAL ANALYSIS PLAN DEVELOPMENT
6.2. STATISTICAL ANALYSIS REPORT DEVELOPMENT
6.3. CLINICAL STUDY REPORT CREATION
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3HakoMasi KapmuHa?

Moprdene cepBUcoB
A

Karanor CepevCcOoB
A
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3HakoMasi KapmuHa?

KoHuenuuna cepBUCOB:

Cekmop pbIHKa:

KW B Poccumn

KN B CHI

K B EBpone

3aKa34yukKu:

Big Pharma

Poccuinckue npeacrtaBuUTeNbLCTBa
Poccumnckne komnaHum

aaaaaa

JxcnnyaTaums
cepBUCOB

BizeofiofuBLaca
.......

nnnnnnnnnnn

Obwwi hoHa pecypcos

KaTanor rpetben CTOPOHbDI:
BKntoueHue B KaTasior pasgenos
KaTa/l0roB yCAyr HalMx BeHA0pPOB
(nabopaTtopumn, uccnepoBatenbckme
LLEHTPbI, KYypbepCKne cyKobl,
CKnaabl v ap. )

O6wumit poHA pecypcos:
— Jhrogmn

— WHpacTpyKTypa

— WT lMNMpunnoxeHna

— WHbopmauma/3HaHms
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3HakoMasi KapmuHa?

MopTdens cepBUcoB
L

Karanor CepBUCOB
A

e

KoHeeiep cepeucoB
A

OxcnnyaTauma
cepBucoB

Banedctaceannue |

Briceofiogueumecn

NMocToAaHHOeE yny4yleHue
CepBUCOB:

N3mepeHune KavecTBa
npeaocTaBAgAeMbIX YCAyr COrnacHo
YCTAHOBJ/IEHHbIM METPUKAM,
ot4yeTbl, nepecmoTtp COI,
OonTUMM3aLMA NPOLLECCOB

O6wuih dooHp becypcoa

NMpoekTupoBaHue cepBUCOB:
Co3aaHune HOBbIX NN
yAyJdleHue/agantaums
MMEIOLLIUXCA CEPBUCOB C y4EeTOM
noTpebHOCTEN 3aKa34YNKOB U
HOPMATUBHbIX TPeboBaHUM

JKcnayatauma cepBucoB:
Ncnonb3oBaHmne Habopos
MMEILWMXCA B KaTanore CepBmncos
Ana GopMMpPoOBaHMA NNAHOB
NPOEKTa C NOJIHbIM ONUCAHNEM
YPOBHA OKa3blBaeMbIX YCAYT.
dopmmnpoBaHue CTaHOAPTHbIX
KOHpUrypauymn.
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Umo nony4unu

ﬂepCOHaanaﬂ oTBEeTCTBEHHOCTb B/Z1aAe/ibluad YCAYTIU

OﬂpEAEI’IEHHOCTb Ana otaeszia pa3BUTUA 6usHeca

BbicTpoe popmupoBaHuA naaHa u 6logKeTa NPoeKTa

BbicTpoe n1aHMpOBaHMeE pecypcos

BO3MOXXHOCTb aHaNU3a ycayr

Mpo3payHOCTb 6U3Hec-NpeanoXKeHui

yl'ly‘-II.LIEHVIe B3aMMONOHMMaHUNA C 3dKA3HUKOM
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