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SHOPPING FOR YOUR CRF

Combining data sources for a simple data collection browser

Where does this
datapoint map to”?

What's in the library / | When should | include
on the standard form? this question?

.!i-‘
E=EE B
- CREF library - Guidance (required/

(assessments, fields, recommended/ optional
datatypes, dictionaries) fields, guidance on use)

- SDTM mapping location

Essential information extracted and merged
on a common object (form / field) to create
hierarchical dataset.

) CHILDBEARING POTENTIAL WITH CONTRACEPTIVE PROTECTION

O CHILDBEARING POTENTIAL WITHOUT CONTRACEPTIVE PROTECTION
Female Reproductive Status ©
O SURGICALLY STERILIZED

© Female Contraceptive Protection specify
O POSTMENOPAUSAL

Does the male subject agree to use appropriate level of contraception?
Subject Characteristics O
O IN-PATIENT
O Male Contraceptive Protection specify
O OUTPATIENT
Subject Status at Selection ©
O HEALTHY VOLUNTEER
O If Other, please specify

O OTHER

VISUALISE - QUICK REFERENCE SOURCE

Library visualised (HTML / JavaScript) as an interactive,
animated, annotated CRF & mock-build environment

Main window:
CRF page displayed

Required fields are in bold

Click optional fields to
select/deselect

Mouseover to display
guidance

List of
assessments

Click to display in the
main window

SDTMv

mapping
location

CRF

guidance

Browsing
tracked

Enroliment

Yisit Date

Demography

Subject Characteristics
Anthropometric Measurements
Vital Signs

Administration of Study Medication
Adverse Event or Intercurrent lliness
ECG- Sampling

ECG-12 lead

ECG- 12 lead (Loaded)

Fregnancy

Fasting

Urinalysis

Laboratory analysis - Sample identification

Blood Chemistry
Hormone Panel
Hematology
Coagulation
Required Forms

wmnal Cbservations
Treatment Allocation
Medical History
Substance Lse
FK Sampling Information
Urine Sampling Information
Standard Meal
Previous and Concomitant Treatments

Subject Disposition - Study Period
Completion or Early Discontinuation

Infusion Related Reaction
Injection Reaction
Immunology

Other Labs

. Surgem and Presedura Hmstony

Research Biosample Repository (RBR)
ot ing

'Loyalty card'

may need to be extended

Subject Characteristics

- Female Reproductive Status |

Indication of where the guidance  j

Unique Events

Dimension. EventCategory EventAction EventLabel
Secondary dimension ~ | Sort Type: | Default

Event Category

'Shopping basket'

List of the objects
selected with any
associated notes

Print or save
as PDF

Click to display a
dropdown list of
dictionary entries

Click to add the
., selected fields to

Add any notes""-: thebségigtgmg

(free text)

Color
Unique colors v




