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Se rVI ce - Protocol Synopsis Design & Clinical Trial Design

- Scientific and Medical Consulting
- Patient Recruitment and Retention Strategy

- Efficiency Optimization Consulting

- Consultation for the Labeling of Study Medication
- Biostatistical Study Design Consulting

Clinical Operation

- Pre-Study Site Visit

- Investigator Meeting : e
. Site Initiation Visit Preparation and Document Validation of

. IRB Activities (In-study IRB Support) Service ReQUigiCosRBIEgPoTS
- Monitoring Visit AH[A - IND & NDA Submission

: gif::;' F':/Lasge;gﬁ;?]ent - Respond the Question Raised by MFDS
+ Close-Out Visit jggcy Report
- In—house site management : InSpeCtion Preparation & /—\ttendlng & F/U
- Essential document management

- MFDS Inspection Support

- Site Staff Training

- Strategic Consulting for IND & NDA

+ Protocol Development

- IB (Investigator Brochure) Writing

« ICF (Informed Consent Form) Writing
- CSR (Clinical study reports) Writing

« Any kinds of Medical Paper Writing
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Se Ice + Customized EDC Development, User Manual

« URL Account, e-CRF management

- Database Structure/Entry Screen Development &Test
« Dummy Generation, DVS Programming & Test

+ IWRS & Randomization

- Data Verification (DCF Generation)

- Database Lock, Data Back—-Up & Archiving

Late Phase Study

- Biostatistical Study Design Consulting - PMS, Phase IV, Observational Study,
- Big Data Analysis Registry Study Design

. Sample Size Calculation Ser\" ce - Site _\/lSl_t(Pre—Study Visit, Initiation,
e . Monitoring, Close-Out etc.)
- Randomization code generation MH|A

- Site Contract
- Statistical Programming & Validation .
. oy : + Materials Development
+ Generation of Statistical Table and Figures ,
—a PER: - In-House Site Management
- Participating DSMBs (Data Safety Monitoring Boards)

.. : S : - Essential Document Management
- Statistical Analysis Report Writing and Review . :
- Project Management, Data Collection &

Monitoring

- CRF Development , CRF completion guidelines, CRF Management
- DMP, DVS, SECD Development

- Paper Based CRF Data Management Process :Double Entry & QC
- Lab Data & External Data Handling

+ Query Management, Medical Coding

- SAE Reconciliation
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Supraclavicular zone
W 1(5 R/D L) Low cervical, supradavicular, and stemal notch nodes
SUPERIOR MEDIASTINAL NODES
Upper zone
W2R B Upperparatracheal (right)
ma Uoper paratracheal (left)
W33 U Prevascular
W3 O Retrotracheal
W4R U Lowerparatracheal (right)
4L Lower paratracheal (left)
AORTIC NODES
AP zone
B35 O Subaortic

mé Para-aortic (acending aorta or phrenic)

O AFEEl= OJ0|XIE Z0] L0 &= 0]

o



&l research | Company Profile 24

2= APPENDIX

AAHE EDC AL = (At 15 e-CRF 271)

Surgery
@ MO QAE

% 289 ] Completeness Agsoy OFS 4%
. k=2
1 Curative resection ¥ | R 4, Limiteg Resection ¥ | [ ) |Cdb.CCn|rE‘S"ECrf-CDm LH <
e L B e
- ' UAE M| F2EH(120.0~2209cm)E HHO{GHSLICH CHA| 2215}
T v = v ) | it O FHAR
I _ - - | " | N
if
O C— . . B ca— | | = 201
| | . | | | == ONA T if
O CO—_J 5 C—1 - | .
[ ' | ONA T
#Y0| % YEE NAR 7|BHC
14 Hi= H|0|E 23 20| 15 Ha| 7|s
. BH2 |0 CH3H Q1210] 0|5k KMEO| S - ZEHeH #2|2 DATAL MEE £
- B2 318 H3 90| Y2 It - O[3k 2|2 DATAY| Mg £



