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The long journey begins in the lab, where scientists spend years testing thousands of ideas. Next, crossing the so-called “Funding Valley of Death” requires the resources and
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time needed to complete clinical trials, testing safety and effectiveness among what could end up being thousands of volunteers. At the end of this steep financial and
scientific climb: Food and Drug Administration approval for a new treatment. Ultimately, it may have taken up to 15 years and more than $1 billion to bring this treatment

to the market.

3 to 6 years

Basic Research/Drug Discovery

5,000-10,000 Potential Treatments’
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1 Although we are using the word “treatment,” clinical trials also involve medical research studies in which people participate as volunteers to test new methods of prevention, screening, and diagnosis of disease.
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1,000-5,000
volunteers

FDA Review
One? Approved Treatment!
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By the end
of the expedition,
you may have spent up to
15 years and more than

$S1 billion to bring one product
to the market.

For more information, visit:
brightfocus.org/clinicaltrials
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2 After approval, the product is manufactured for sale on the market, and the process enters Phase 4 (Post-Marketing Monitoring/Clinical Trials). At this point, the FDA monitors for public safety and adverse events, and the sponsor company may begin Phase 4 Clinical
Trials to obtain information about long-term effects or to test the product in special patient populations.

complete all three Phases of the Clinical Trials.

The “Funding Valley of Death” is the financial challenge many promising treatments face in having the opportunity to be scientifically tested in a clinical trial. In many cases, further financial support or partnerships are necessary to proceed.

The cost of bringing a drug to market depends on a number of variables, but could be more than $1 billion, including approximately $50-840 million for Basic Research/Drug Development and Pre-Clinical/Translational research, and approximately $50-970 million to

(BrightFocus Foundation, 2017)
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How Data Management Represents a Significant
Workload for CRN/SC(CRC) in Clinical Trials?

Search Strategy

PubMed ("clinical research coordinator" OR "clinical research nurse” OR "clinical research nursing” OR "clinical trial
nurse")
AND

("data management” OR data manager” OR "data entry" OR "data handling" OR "eCRF" OR "case report
form")
AND
("workload" OR "workforce" OR "time allocation" OR "task analysis" OR "job responsibilities")
* Title: 1. The role of the clinical research coordinator — data manager —in

oncology clinical trials

* Authors, publication year: Rico-Villademoros et al., 2004

* Research theme: To determine the standard tasks performed by clinical
research coordinators (CRCs) in oncology clinical trials.



Title: 1. The role of the clinical research coordinator — data manager - in oncology clinical trials

Tertiary Primary
task Secondary task task Mean (SD)  Scoring ‘3’
‘R lt:
e S u ° Administrative activities T 1.55 (0.36) N.A.
Management of IRB submission — 1.78(0.76) | 19.4%
Management of Hospital Director submission ——— 1.31 (0.67) 11.1%
Management Medicine Agency submission - 1.00 (0.00) 0.0%
n - 2 Medical history adaptation for the CT — - 1.64(0.86) | 25.0%
( 1 ) C RC S d eVOte d tO m 0 n It 0 rl n g Scheduled protocol specified tests —_- 167(0.79) | 19.4%
Scheduled patient’s CT appointments . - . 183 (0.84) | 27.8%
° L) ) n . . )
activities". All standard tasks fell into this Glinical ativities — T
To identify potential eligible patients -t - 1.72(0.85) | 25.0%
. . Assessment of inclusion/exclusion criteria —— 1.83 (0.85) 27.8%
e Participation in informing of patients = 1.40 (0.70) 11.4%
C at ego ry’ I n C lu d I n g ° Participation in obtaining informed consent - 147 (074) | 13.9%
To assess response to therapy ——t 1.42 (0.69) 11.1%
To assess toxicities N 1.58 (0.81) | 194%
. o o o . Scales/questionnaires completion — 217(0.81) | 417%
» patient registration/randomization
Monitoring activities [un 2.45 (0.27) NA.
Patient registration/randomization s vemy 204(023) | 94.4%
. To deal with Hospital Pharmacy -— 1.89 (0.66) 16.2%
> reCruItment fol.l.ow-u p To deal with a central lab e 1,60 (0.81) 20.0%
Recruitment follow-up - - 2.70 (0.62) 78.4%
CRF completion - = 284(050) 89.2%
. . . To act as CRA f— 1.56 (0.81) | 19.4%
» CRF completion, collaboration with the CRA To collaborate with the CRA = o | Znes [T
Queries resolution - ——-— 2.68 (0.63) 75.7%
Reporting serious adverse events s vem  295(0.23) 94.6%
To handle the investigator file = +my  289(0.32) 89.2%
» Serious Adverse Events (SAE)reporting e A Lo B
Data management and statistics — T 749 (0.59) A
. . . . ga:abaste set-up ———— 158(077) | 16.7%
ata entry - 69 (0. 4%
> I nve St Igato r fl le h a nd ll ng Statistical analysis o :fz Eg::; 129.;/:/
Researcher-related activities — T —
H H . . Participation in protocol/CRF design | = -
» preparing the site for and/or attending audits Participation in protocol/CRF review oz [ oo
Attending investigators meeting - 178(080) | 22.2%
Participation in Final Report — 1.28 (0.51) 2.8%
Participation in CT publication —— 1.14 (0.40) 0.0%




Title: 1. The role of the clinical research coordinator — data manager - in oncology clinical trials

e Result:

(2) Nurses and physicians were more
involved in clinical activities, like
completing scales/questionnaires(e.g.,
therapy and toxicity assessments),

compared to non-clinical background staff
(P=0.054).

100% of nurses/physicians resolved queries.

while only 60.9% of CRCs from other
backgrounds did the same.

Tertiary Secondary tasks Primary Mean(SD)  Scoring ‘¥
o . - g'3
Clinical (Nurses & Physicians) vs non clinical tasks tasks
Administrative activities A 1.68(0.42) NA.
1.46 (0.30) NA.
Clinical activities P 191 (0.70) N|A.
e 1,50 (0.33) NA.
Monitoring activities A 2.58 (0.21)* NA.
2.39 (0.27) NA.
Data Management & Statistics _ ng }ggg; : :.
Researcher-related activities U 142 (0.56) N[A.
1.23 (0.19) NA.
Patients’ registration/randomization . 29302 | 929%
295(021) |  95.5%
Scales/questionnaires completion L = | [250(085M | 571%
195(0.84) |  31.8%
Scheduled patient's CT appointments : = ! 207(1.00) | 50.0%
P PP I 168(0.72) | 13.6%
Recruitment follow-u —— = 279(058) | 857%
P e | 265(085) | 739%
. ——m— 279(058) | 85.7%
CRF completion Tl Tod | o
' = 263(074) | 75.0%
To collaborate with the CRA , s | B
: . m 300000 | 100%
Queries resolution . . 207 | 0o
i ' —an 2930027) | 929%
Reporting serious adverse events o e | %
investiaator —a 293027) | 929%
To handle investigator's file S Swos |
- 250(076) | 64.3%
To prepare and/or attend the audits '—1—' 200082 | 455%
1 2 3

HH  Clinical background (n=14)
4 Non-clinical background (n=23)

* p <0.05; Mann-Whitney
A p=0.054; Mann-Whitney



Title: 1. The role of the clinical research coordinator — data manager —in oncology clinical trials

* Result:

(3) use job title as "Clinical Research Coordinator" instead of "Data Manager”

» data managers: dealing with data management activities (e.g., database set-up, data analysis)
and usually working at a research center.

> CRC for those involved in on-site activities.

(4) CRCs more involved in Multi-National trials differ from those less involved, because

pharmaceutical sponsors set higher quality standards.

CRCs‘ key tasks:

facilitate smooth clinical trials
and maintain data quality.




Search Strategy

PubMed ("clinical research coordinator" OR "clinical research nurse” OR "clinical research nursing” OR "clinical trial
nurse")
AND
("data management” OR “data manager” OR "data entry" OR "data handling" OR "eCRF" OR "case report
form")
AND
("workload" OR "workforce" OR "time allocation" OR "task analysis" OR "job responsibilities")

* Title: 2. Assessment of Nursing Workload and Complexity Associated with
Oncology Clinical Trials: A Scoping Review

* Authors, publication year: Bozzettietal., 2024

* Research theme: this scoping review aims to explore the current approaches

for evaluating workload (WL) in oncology CTs and identify tools for measuring
clinical research nurses’ WL.



Title: 2. Assessment of Nursing Workload and Complexity Associated with Oncology Clinical Trials: A Scoping Review

Result:

(1) The complexity and workload
associated with Clinical Trials can be
attributed to 5 main domains:

» protocol,

»single case(patient),
»data management,
»regulatory
»worker-related

(2) Differences in Domain Proportions

and the Importance of Data Management:

» Protocol-related: the highest
proportion in most studies, reflecting
the complexity of trial design and

operations.

»Variability: The workload for data
management differs by study,
influenced by trial complexity, data

volume, and phase.




Search Strategy

PubMed ("clinical research coordinator" OR "clinical research nurse” OR "clinical research nursing” OR "clinical trial
nurse"
AND
("data management” OR “data manager” OR "data entry" OR "data handling" OR "eCRF" OR "case report
form")
AND
("workload" OR "workforce" OR "time allocation" OR "task analysis" OR "job responsibilities")

* Title: 3. Extending the description of the clinical research nursing workforce
* Authors, publication year: Fisher et al. (2022)

e Research theme: to determine differences in Clinical Research Nurses most
frequently performed activities.



Title: 3. Extending the description of the clinical research nursing workforce

Result:

(1) Among the 56 surveyed activities, the most performed multiple times
per day:

»Monitoring study participants for potential adverse events: 187
(80.2%)

» Providing nursing leadership within the interdisciplinary team: 169
(72.5%)

» Recruitment(51.5%)

» Collecting study endpoint data: 100 (42.9%)



Search Strategy
8 B ("FFFHEEEAT OR "HiZE6--" OR "BRRHIZE 5" OR "Bk ")
AND
("fésfs" OR "iEE" OR "T{F " OR "Bi§ BFE" OR "ZEIHEH" OR "Biys FE")

o Title:4 =B FER RSB E LT LIFEWER - LITCOGH |
* Authors, publication year: Feng et al., (2005)

* Research theme: %5 &8 ERE RIS & E4H 4% (Taiwan Cooperative Oncology
Group, TCOG)IH4TFE T TENFH TE = » iR RFalinmmE fAE IR 77
fic -




Title: 4 S TE bR R Rt FS e = T 1E=¥WiF - LATCOGAA

Result:

(1) TAEHFE T BCASEL -

* WIFEAH BRE B EE) (54.4%)
* FTBUOCE LE(20.9%)

* L EEH20.8%)

© AHFEX(3.9%)
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14.9 155 324 .
14.7 80 15 32
14.7 130 24.4 3.2
11.3 70 18 2.5
6.3 50 10.8 14
4.6 60 10.5 1.0
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20.8
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© BN ERTE/E R EER 5.7%
© EBIEIEE 4.2%



Search Strategy

BRI ("HRZESEERAT" OR "HF9726-1-" OR "ERFREIZEH & OR "SAERzE1-")

AND
(n%én OR HH‘%%%\:" OR nI,ﬂ:—:%n OR ngﬁﬁ%ﬁg&i‘in OR "%}I{SHE%EE" OR vv%ﬁ%&%fin)

* Title:s. ERPRWTFTE B A THR R Be s (Ol 2 2 FRE

* Authors, publication year: = %55 (2015)
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Title: 5. BFRI FEHEERTH TRRFRAABRA T2 Hist

£_— HCRNsEABHBENEEREE  SEREHRMECHIF (E) (N=80)
wolE HEE BT IREE R
H H M (SD) i M (SD) BEF M (SD) HEfF
: i 409 (049) 2 398 (052) 2 262 (071) 3
27. CRNsr“ EE TR EEER AR T B  WES 420 (0.62) 18 390 (072) 33 255 (0.83) 29
Re Sult' 28.CRNs fE & FIHHF{HF# &% (case report form ) 428 (0.66) 14 405 (073) 23 254 (093) 32
. 29.CRNs FEREZIRG AR A EEFERE L T Afls J HYIEREME: 3.68 (0.88) 40 360 (0.76) 42 275 (0.86) 12

il 30. CRN JE " HEE RSB R, (40 - 355 ~ BT ) IrBORBEESE 390 (072) 31 3.86 (078) 36  2.56 (0.87) 28
CRNS E/\]%@Hﬁﬂzﬂz ] B (5T} 5] LRI

r B RE | HY A
32.CRNs JE " Frigitain i i B A AR B 28 e T 0F iV AHE | 403 (071) 28 393 (0.69) 31 266 (0.81) 19
E_W, - \/)\@ZF‘— % |_1" 33rWiﬁ%ﬁ%‘iﬁ%ﬁ*ﬁEﬁ}t#ﬁ%&*ﬁﬁﬁﬁ%ﬁtﬁ%&éﬁﬁ& JEECRNsHYT. 399 (0.80) 30 395 (076) 28 271 (0.89) 15

pmEEE) | (= fs%

EEIJ

31.CRNs % " FERFEIEFEEANE ~ TR AGHRICHFSE] 416 (0.58) 21 4.08 (0.65) 20 263 (092) 21
§% o DIRECRERPREABRIGH - IR - BRIREEN E

&)d“#

‘E ] 5 3[s 410 (077) 25 406 (068) 22 260 (0.89) 24
J1—11111}_I_ /\\\IIIX N |_1_le '2 :: 35. CRNSFEFfﬁrﬂbﬁ%ﬁﬁf‘ﬁzgﬂ&mﬂfﬁﬁmﬂ 4.19 (0.60) 19 410 (063) 18 260 (0.82) 24
H?ik 36.CRNs fiE rﬁwu,‘ﬁﬁﬁ.ﬁrﬁﬁtwﬁﬁﬁﬂﬁfﬁiﬁﬁﬁﬁm 4.13 (0.66) 23 401 (070) 25 263 (0.80) 21
AE o 37.CRNsfE" 252373 CRNs (VFEREE 424 (060) 15 4.14 (065) 16 2.58 (0.88) 27
38.CRNsfE" fﬁrﬂb%EJECRNsE’J;EFEIf’EJ 419 (0.60) 19 411 (066) 17 260 (0.87) 24

 SFERES 3.63 (060) 4 369 (052) 4 300 (054) 1

39.CRNs #3iii T 28 | KBRS A ] 379 (1.08) 34 394 (091) 29 274 (098) 13

40.ERREAERRAIART » CRNs JE " 2 E3BanyTHE RS | EEE] | 3.05 (1.08) 45 321 (0.88) 46 326 (091) 2

41 R EGEEIART » CRNsJE " S B & B (case report forms ) W 375 (0.68) 37  3.83 (073) 38 3.19 (0.87) 4

42 BRRBABRBRALI] » CRNsHE" B8R HBIRG
43 BEPKBRBRBEAAR] » CRNs JE ™ YR A43 HBI B AT |

3.29 (090) 44 343 (0.85) 45 325 (0.88) 3
379 (0.84) 34 384 (0.85) 37 3.00 (0.84) 6

44.CRNsfE " i 7 Bl AR e BaZea o R i T 5 I o e I B 5% 414 (074) 22 409 (073) 19 273 (091) 14
45.CRNs A] LA EFF SRR RE BN 5 1% 371 (0.80) 38 3.63 (070) 41 296 (077) 7
46.CRNs & " {7 BhEG PR a3 3% 3.51 (094) 43 358 (074) 43 290 (0.81) 8

#¥ : CRNs = clinical research nurses ( [ FRIF7CEE1AR ) -



Why Reliable Clinical Trial Data Matters?

In Drug Package Inserts
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From Clinical Trials to Real-World Data

* Key Difference:

Clinical Trials Real-World Data

Environment Controlled, specific settings routine clinical practice, diverse settings
Data Collection Structured, protocol-driven Unstructured, from various sources
Sample Size Typically smaller larger, reflecting broader populations
Generalizability Limited to the trial population Enhanced generalizability to real-world

populations and settings

Purpose for evaluating safety and efficacy for understandl real-world performance
and long-term effects.



From Clinical Trials to Real-World Data

- About Thalidomide
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Data Collection and Ethical Concerns:

An Overview of Historical Events
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Tuskegee Study(1932-1972, USA)
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Between Duty and Ethics

Nurse Eunice Rivers in the Tuskegee Study...
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* A spring tonic is a traditional remedy used in herbalism to revitalize the body after winter, typically made from wild greens and herbs.



The Henrietta Lacks Case(HeLa Cells, 1951)
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Why data management is
abSOIUtely essential In * Ensures trustworthy results.

clinical trial? * To Identify safety signals early, enabling
timely intervention or trial modification

to protect participants.

* Clinical trials generate large volumes of
data from various sources (e.g., labs,
¢CRFs, imaging, devices).

* Ensures Regulatory Compliance(e.g.
FDA, EMA).

* Advanced methods enable better insights.




Guidelines and Regulations

21 CFR Part 11(scope and application of part 11 of Title 21 of the Code
of Federal Regulations. Electronic Records/Electronic Signatures)

* Apply to records in electronic form that are created, modified, maintained,
archived, retrieved, or transmitted under any records requirements set forth in

FDA regulations
* Scope includes:
1) validation
2) audit trail
3) legacy systems(& Z &%)
4) copies of records
5) record retention

(FDA, 2003)



Guidelines and Regulations

* Key article of ICH GCP(good clinical practice) E6 R2

Article Number

2.10& 5.5 data handling and record keeping, data confidentiality

5.18 Monitor's Responsibilities:
To protect the rights and well-being of human subjects and ensures trial data are accurate,
complete, and verifiable from source documents

4.11 Safety reporting(AE,SAE)

4.9.1 * The investigator should ensure the accuracy, completeness, legibility, and timeliness of
the data reported to the sponsor in the CRFs and in all required reports.

(ICH, 2016)



Limitations under ICH E6(R2)

* Diverse Data Sources and Regulatory Gaps

1) diverse data sources in clinical trials (e.g., wearable devices, ePRO, , remote
monitoring), technology adoption has accelerated—especially after COVID-19.

2) The regulations still lean toward traditional systems (e.g., paper-based records or
classic EDC? creating a gap between current practices and regulatory guidance,
particularly tor validation and compliance of emerging data sources.

* R2 introduces the risk-based approach, its application is mostly limited to:
1) Clinical trial monitoring(e.g., 100% on-site monitoring)

2) Asignificant portion of trial costs is spent on Monitoring Visits (MV)
» cost 9-14% of site monitoring (A Sertkaya et al., 2016)
» cost 17.1% of Site monitoring for phase Il trial, 16.2% for phase lll trial(Martinez, 2016)

* Non-risk-adjusted standards, leading to:
1) Excessive low-value queries (query fatigue)
2) Wasted human resources on non-critical data fields

3) Inability to focus on high-risk or high-impact data points that matter most to trial
outcomes



* On January 6, 2025, the ICH released the E6(R3) revision of the GCP guidelines, addressing
technological advancements and the growing complexity of clinical research.

Article Number | Summary Difference between ICH E6 R2(2016.9) and ICH E6
R3(2025.1)

3.16 requires sponsors to secure data across all E6 R2 limited focus on data security and lifecycle management,
phases—from collection, storage, and access, to causing inconsistencies in data handling practices.
disposal(Data governance).

Principle 6/ 3.10  Quality by design(QbD) involved QbD aims to identify critical data and processes for maintaining
trial quality, identify risks that could undermine these elements,
ensure the reliability of trial outcomes.

Principle section Emphasizes diverse trial designs and the use * FE6 R2 limited provisions for innovative trial designs and

of technology (e.g., EHRs, wearables, ePRO). modern technologies.

* Processes for managing computerized systems, ¢ E6 R2 lacks support for addressing ethical issues from new
ensure they are fit for purpose and used technological approaches in trial design and implementation.
appropriately.

» Highlights participant rights protection under
various conditions (e.g., e-consent,
transparency, results sharing).

NA * Clinical trial processes should be implemented ¢ A key limitation of ICH E6(R2) is lack of extend the risk-
in a way that is proportionate to the risks to based approach to data validation and cleaning processes.
participants and to the importance of the data  * Most data are handled uniformly, without considering risk
collected, avoids unnecessary burden on level or outcome impact, leading to inefficient resource use
participants and investigators. and reduced focus on critical data for trial reliability.

(ICH, 2025)
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Data management- Data Entry/Data Capture

e Definition:

1)

2)

Data entry 1s the manual process of typing or
transferring patient information, such as text
and numbers from source documents (e.g.,

EMR) into the data management system(e.g.
EDC).

Data Capture can include data entry but
mainly uses technology to automatically
collect and convert information from

documents(or device).



What is Case Report Form(CRF)?

* A case report form (CRF) 1s a

standardized document used 1n

clinical trials/research to
collect data from study
participants.

* It's designed to capture all the
information required by the
study protocol, ensuring a
consistent and organized way
to collect and manage data.

Source Documents(data)
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Data management- Data Entry/Data Capture

&

v = * Site-Level Practical
A &Q @ Approaches:

&d{g Central/Local Lab Data Imaging System fos] 1. Ensure records are
complete and accurate.
Monitoring Reports Patient wearable device 2. Data traceabﬂity
:Q" Diverse data sources and data formats — 3. Data standardization(per
c'?@q Q= CRF design)
Interactive Web/Voice e —— hTecE; 4. Real-time entry(safety data)
Response Systems(IWRS) @ Records 5. Utilize automated data
— capture

Clinical outcome assessment(CoA or eCoA) .
Patient Reported outcomes(PRO or ePRO) 6. Cross-functional

Collaboration



Data management- Data Entry/Data Capture
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ALCOA+
for Data Integrity
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'ata management- Data Entry/Data Capture
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Data management- Data Validation

* Definition: * Types of Data Validation
The process ofchecking the 1. System Validation(automated)
accuracy, consistency, and Range checks, Mandatory fields, formats,

compliance of entered data to
ensure 1t meets predefined rules
and standards.

logic
2. Manual Validation

Add medical and protocol-specific context.

source data verification(SDV), logic,
protocol deviation(PD)



Data management- Data Validation

* Site-level Practical Approaches:

1.

2. Check for logic errors(discrepancy).
3.

4. Promptly respond to queries.

* Examples of Discrepancy
1.

2.
3.
4

Collaborate with CRA, PI, and DM.

Ensure audit trails for transparency

Date Conflict(e.g. [E]EZ= %24 HIRIY 5 — BT FTAE 73U T)
Demographic mismatch(e.g. 4= 5 F-#5 214 {H faHIF SH)
Unreasonable data(e.g. fi{[EvisitHygs B2 Z2E A ¢ S0k gsE i 80k g)
Not meet Criteria(e.g. HBV SEC{H #7440 A EtE#)

Y\ (PD)

Clinical inconsistent(e.g. NHYMRC 247, {H G40 5% A 75 (H HEH EATE)




Data management- Data Clean

e Definition

Further checking and correcting errors to ensure data
consistency and accuracy.

* Data Cleaning Activities Before
Data Cut-off(DCO)

1. The DCO process is crucial in interim analysis, Related activities before
to assess the data at a specific point in time, DCO
rather than waiting for the complete study to 1. Query resolution
finish. 2. Missing data trace-back
2. triggered by 1) predefined number of events or 3. Subject status and
2) follow-up milestones. AE/SAE/SUSAR

It supports(Shi et al., 2021):

»Sample size re-calculation in adaptive
designs

»Preparation of regulatory TLFs*(DSUR,
IND, BTD etc.)

Reconciliation

(Shi etal., 2021)
TLFs (Tables, Listings, and Figures)



Data management- Database Audit

e Definition:

Database audit 1s a systematic review of a database’s integrity, security,
and compliance processes, conducted after data entry and validation but
before database lock.

It focuses on audit trail completeness, data change tracking, and access
control to ensure regulatory standards.

_____ Database Audit | Data Validation

Target Entire database Individual or specific range ~ *Data Validation “Sd5E & FHE?”
Data management of data entries » . .
processes Ex. fg B 50kg — 80kg 2 BRI A #5754
Purpose  Ensure overall data quality Verify accuracy and

*Database Audit “FEHEHEAERE S A T(=97

and compliance consistency of data

Timing Typically before database  Ongoing after data entry Ex. 3530 T BAEE BIE? 151 EFIE0? 155077
lock SR A A FE A



Data management- Database Locking

* Definition:
After a proper quality check and assurance, freeze the database to prepare for analysis.

* Key Process Points:
1. Final Validation

2. Pre-lock Checklist:
Ensures all data management tasks are complete before locking.

PI acknowledges data 1s ready for database lock & sign-off CRF.
3. Data Extraction:
Performed from the final locked database for statistical analysis.
—>no modification in the database is possible.
4. Exception Handling:
If a critical 1ssue arises, users may unlock and update the database.
—>require proper justification, documentation, and audit trail.

(Krishnankutty, Bellary, Kumar, & Moodahadu, 2012)



Data management- Data Analysis

* Definition:
Perform statistical analysis on locked data to derive study conclusions.

* Key Process Points:

1. Follow the Statistical Analysis Plan(SAP): pre-defined methods to ensure
scientific validity and objectivity.

2. Analyze the primary endpoint(statistical significance/clinical relevance).
Evaluate secondary endpoints, safety outcomes.

3. Site Operations: site may be asked to provide clarifications or additional
data

P1: participate in the SAP development - data interpretation(provide
medical explanation)




Data management- Data Storage

e Definition:

Securely store all clinical data in compliance with regulatory requirements for
future reference.

* Site-level Practical Approaches:

1.

A

Preserve essential records: S F/EMERERN(SZa0 & dmsit ~ SIFRCAS H BHSE),
FIUR B EERHE

Ensure traceability & confidentiality: O] _FEEHEFIE, (A B A FH
Digital File Protection: TEHR{F ), B& T 247855 Audit Trail B fj[1 75514 &
Retain per regulatory timelines: (<& € F R R EFE R}

Off-site storage(YME[ 2 #0): H BB ALLER(REE, WA, =5 VFE, HH,
BRN), aFEEIH(PRFEAMR, A5 HL e, 5B ) |
Be Audit(inspection)-Ready |

R

-




Data management- Data Storage
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Not just a Clinical
Tral ...

Clinical Evidence
helps Healthcare
keep moving
forward.

Each piece of data is like a brick or
a steel bar. If it's placed wrong, the
whole structure might become
unstable.

A strong house stands because
many people work carefully and
pay attention to details.

Protects participants’ rights
throughout the study.



Thank you @
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