CAN TAP
TALENT

Clinical Research Professionals
ECHO

Welcome &
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Agenda

12:00 PM: Welcome & Introduction

12:15 PM: Announcements/Introduction to Project ECHO
12:30 PM: Didactic

12:35 PM: Problem/Question Presentation

12:55 PM: Discussion, Questions, and Recommendations
1:00 PM: Final Closing Announcements
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ECHO Etiquette

« We kindly request all the participants to remain on
mute unless speaking. Please introduce yourselves on
chat using the following template; (Name,
Organization, Role)

* Please keep your videos on whenever possible.
* Please use respectful and appropriate language.

 Please use the chat function or the raise hand feature
for any questions.
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Facing Issues with Zoom?
Contact Us!

Email: Prasanth.pillai@uhn.ca

Zoom Private Chat: Prasanth Pillal,
CRP ECHO COORDINATOR
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Today's Topic:
Source Documentation In
Clinical Research




Objectives

Review Source Data, Source Documents and Good
Documentation Management

Review Case Report Forms (CRFs), Electronic Data
Captures (EDCs) and Good Data Management
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Definitions

Source

Source Data: All information in original records (and certified copies)
of clinical findings, observations, or other activities in a clinical trial
necessary for the reconstruction and evaluation of the trial.

Source documents: Original documents, data and records which
contain the source data.

Case Report Forms (CRFs)

Case Report Forms: A printed or electronic document designed to
record all the protocol-required information to be reported to the
sponsor on each trial subject/participant.




ALCOA-C Checklist

COMPLETE ATTRIBUTABLE
Maintain adequate, accurate Obvious who created a document and when

and complete source Who made a change, when it was made, and why
documents

ACCURATE

High level of honesty and
accuracy in reporting

Double checked for accuracy

The record should be easily read

ORIGINAL
Study record should be
original, not a photocopy

CONTEMPORANEOUS
Results recorded as they are observed
Signautres attached to a date when it occured
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Good Documentation Practice (GDP)

For written
records, use
blue or black

ink

“If it wasn’t
documented,
it wasn’t
done”

To clearly record
what actions took
place in the
conduct of a study

Essential for
reconstruction,
evaluation and

validation of clinical
findings,
observations and
other activities
during a study

Why are Good
documentation
Practices
important?

All study
information should
be recorded,
handled, and
stored in a way that
allows its accurate
reporting,
interpretation, and
verification

Necessary for
analysis of study
results and
meeting regulatory
requirements

Records will
be reviewed,
monitored
and possibly
audited

Good data in
= good data
out
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GDP: ALCOA-C Principles in Action

e Recorded accurately
¢ Cross-checked for errors or inconsistences

* Non-intentionally misleading (prevents fraudulent entries, editable
entries)

Data Integrity/Validation

e Genuinely true data
e Validated and supported/witnessed
e Relevant to the reporting requirement

* Not changeable after original record-keeping entry (extensively track
changed)

e Information is recorded contemporaneously

* Real-time record keeping including date stamps (typically automated
on EMRs)

* Prevents errors from memory-uses and prevents editing of original
data
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Late Entry Timelines

* Any documentation of a visit >24hrs is
considered late. For proper GDP, use the
following steps:

1. Title the note as “Late Entry”

2. Add the entry with the date of the event as well
as the date of the entry documentation.

3. Add an addenda to the next blank spot in the
note to indicate what was missed and why




Source Document Corrections
s ooNm

Make corrections attributable (either via
signing + dating or by using your individual
electronic medical record login

Explain the rationale for your corrections
The person who wrote the original entry
should be the same person making the
correction

For electronic systems, ensure systems are
validated with an audit trail that cannot be
tampered with

GDP-Compliant Electronic Correction

Note Revision History

IlEdlted by -ﬂm- RN, 5/6/2024 11:23 AM |

-mm-x RN Research Notes 5/6/2024

egistered se »\d um

IAddondum 05Jun2024: Disregard above note, documented on wrong patient in error I

edited by [T EIRSIE. RN, 5/6/2024 11:12 AM
-m-a. RN Research Notes te: 5/6/2024

Registered Nurse Signed

Sludy:-mv-
Trcatrnonl_ (Drug)  ducleaed

Visit C3D

Pt returned to clinic for C3D1 wisit. AE and con med logs reviewed with pt, pt denies any changes

Do not obstruct the original entry to a point
where it is not legible (e.g. white-out,
scribbling out, overlay stickers, etc.)

Do not alter and entry or disguise an
addition

Do not use pencil as it can be easily erased

GDP-Compliant Paper Correction

Smoking Status:
L] Never
[XI Current; total years smoked to date: s

[J Previous; date of last use (month- year)
1. Entry error, should vead as 12 years, AA 15)an2024
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Source Versus CRFs
Source CRFs

e cumanewison] - EMIR Source Record T

+ Add Ld

Term Serox Expected  Start Date

Fatigue

B > - =] AT
il P O] W TN SR ] I ) ] wa—
Expoctod Siudy At E
Yos Uneoiated Unekoly [ Probatie Dofiite Basaiine Symptom o ey wan v Mo =
Seriou

mab Attribution

A Bt s e b e i ) B b )y o by LA

Yos Uniikely Possible Probable Definte  Baseline Symptom

urront Grade

B A

Uniikely Possible Probable Definte Baseline Symplom

g

Unvolated  Unikely Possible [[TRS00Y| Oefote Basaine Symptom

2 252022

Resolved Date S BRY O+ >80

EN
|

- O]
< >

Never reviewed History)

19 BAAE CRNE IRAIET SN

Fateet s el v rd ey, T Moy
Sxwwn 2y
- i Lotact comum v g w0 Lx
Screening Worksheet Patient John Doe -
DOB 01Jan202 e Cehe ~
Tide / Code: MRN: 12345674 P -~ ey e
ning D% . o
Visit Date: - e e
ddMmmaie
TOPRTONG A S 7 ORSEAT [PEOCT FLIAE MA CAC1 G0
e , .. Paper Source Record o prooac Paper CRF
Note: if complated by multigle study team members or completed on different dates, initi £ et wgws (pcican @ poses Deac st £ v b Soater? M o
indicated
ATV Caecu Dl by et wmacks clowel 0 i 3w on 8 e st M
) g
Demographics Beth pule o slioye Jords) ows OF 1y
-t L M
e
Ethnicity: Ol Hispanic 1 Han-Hispanic e |
-3
. N N CRaes s
Race: DOwhis D Black/African American e o 3P AT RO WA AT Mmoo
Dasian [ Native American or Alzska Native Gt ek
D1 Wative Hawalian or other Pacific slandsr
[T a—— L D o cast 3 B2 mepoe ' Cube @ Sgrussz -' T 0 woot © e ey s
Contraception ORER b
o e e P Ser v e I i m
Methodls] of 1 LR I Tt P T LESL L
2 T Bt gt 100 b of S Serer? m » "
or O N/A - select one of the following regarding the patient/patient's partner: B e e oy e =
OFostmencpsussl  Dlgugillystere  OOther —specify: - T il
DI Participant's partner is not 2 WOCEP [depending on efigibility criteria) b s Nghe Cehas  Aatcxaibram E< H O
Ze o Vet Q < g a
Catw wats u J J J
st W o Wl o ellus B0

New York




L Data Collection

Clinical Trial Data

Presentation

Project.
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CRF Requirements

All CRF entries should comply with the following:

* Follow the ALCOA-C Principles
* Accurate, Legible, Contemporaneous, Based on Original Source, Attributable,
Complete
e Consistent with source
* Error corrections are attributable to the editor, dated and include and explanation
for the change
* Include administrative information on each page as follows:
* Study title/protocol information
* Page numbering
* Version dates
e Study participant ID
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Thank you!
Questions?

Emails: jJasmine.grant@uhn.ca +
efa.pasieka@uhn.ca
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Case Report Examples
Active participation Is encouraged




Project

ECHO

ECHO Case Reports

CAN TAP

ECHO for Clinical Research Professionals
Problem Presentation Form

Name:
Role in Clinical Research:

Brief Description of the Situation/Scenario (Max 100 words)

What are your top 3 questions for your situation?

Discussion: (This will be filled out after the ECHO Session by the hub team member)

1. What are the top concerns or risks in the situation (e.g. Patient safety violation, Data
integrity compromised, etc.)?

2. Are there any other relevant factors or questions that could impact the choice in
actions taken?

3. What are the recommended actions?

4. What are the best practices and recommendations for prevention?

*Please ensure the removal of all identifiers; this includes names, personal information,
clinical trial details, sponsor information, and any other identifying information/
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Case Report Example 1

Brief Description of the Situation/Scenario

A patient had a history of tuberculosis from a positive skin test in the
past. At a monitoring visit, the monitor issued a query asking for this
item to be added to the baseline symptoms. The patient did not have
active disease at the time and it was unclear how this should be
documented.

What are your top 3 questions for your situation?
1. What defines a baseline symptom versus a medical history item?

2. Should we make the update in this case?
3. How should we clarify with the monitor in this case?




Case Report Example 2

Brief Description of the Situation/Scenario

A patient participant incorrectly spelled their name on the consent.
The monitor brought this forward to the coordinator and asked for this
to be corrected. The patient participant corrected their name however
added the wrong date (not today’s date — instead wrote the date of
initial consent) beside their correction. The nurse at the time is no
longer working in the department.

What are your top 3 questions for your situation?
1. How do we proceed with the correction from here?

2. Can we do any corrections since this happened 6 months ago and
we cannot discuss it with the study nurse (as they have now left)?

3. Does the patient need to re-consent at this point?
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Next ECHO:
October 25th at 12(esT)

Topic:
Managing Participant Safety &
Risk in Clinical Trials

Connect with us! Info@cantaptalent.ca

Submit a case or propose a topic. All ideas welcome.
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