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Learn how to overcome common pitfalls and optimize

your clinical data collection efforts.
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What Is SMART-TRIAL?

The First and Only Electronic Data

p— Capture (EDC) system designed for
. SMART-TRIAL MedTech

by greenlight guru
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Supported 400+ MedTech studies

100+ MedTech companies across 16 countries
with sites all over the world

Medical Device classes |, ll(a&b), lll and IVDs
Clinical activities from pre- and post-market
Customer audits from USA and EU authorities

Customers completed clinical data
submissions in N-America, EMEA, Oceania,
and Asia




POLL #1
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Why This Topic?
We’ve talked to too many frustrated clinicians.

We’ve seen too many datasets and reports end up needing additional work.

Increasing study cost, data quality and crucial time.
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Clinical Study Data '
Collection

Correct Data



What Happens
When...

we only think about
collecting the correct data?
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Common Pitfalls

e New challenges for data entry staff at the site
® Increase the risk of erroneous and missing data

e Adds complexity to data analysis and reporting
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What Happens
When...

we think solely about the
clinical workflow?
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Common Pitfalls

e Data structure becomes partitioned
® Increases time from export to reporting

e Introduces QA challenges for monitors and reviewers
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What Is Data Structure?
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Protocol to Results

Complex study protocols
introduce additional
intervention and
measurements that increase
complexity of clinical
workflow.

Complex clinical workflows,
reduce the likelihood of
people entering correct data
at the “correct time”, resulting
in frustration, missing data
and lack of oversight.

More time spent on data
cleaning, restructuring and
understanding the data
structure, than the data itself.
Increases cost and time to
reporting.
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Start With the
End in Mind L”.’—“

Define your reporting requirements before T
designing your data entry forms | JEE——
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Common Pitfalls q D

During EDC setup and eCRF/ePRO designs
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POLL #2
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Problem #1 - Repeated Variables

When the same value/outcome is
collected in multiple ways and places

Blood pressure

Blood pressure systolic

Systolic Diastolic
(O Normal: <120
@® Atrisk: 120-139
134 91 (O High: >140
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Solution #1 - Repeated Variables

Plan the eCRF setup {:C}Eél

before you start

Standardize how variables are collected L 3 cm—
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Problem #2 - One Visit, One Form

Shoe size

182. Copy of Har du fle...

183. Copy of Har du fle... 43

184. Copy of Har du fle...

Lymphocytes (cells/L)

17822
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Solution #2 - One Visit, One Form

One Form, One Domain

Don’t forget: Clinical Workflow
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Problem #3 - Validation Rules

Not using them.
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Solution #3 - Validation Rules

Use an eCRF setup template.

Question Text

Export Label
(optional)

Answer
possibilities
(optional)

Showrule
(optional)

Help text
(optional)

Mandatory?

Decimal?
(only for no.)

Validation Rules (optional)

Date of Visit

dateOfVisit

Please specify
the date of the
visit

Yes

<= date of fill out

Is the subject
healthy?

Yes/No

subjectHealthy

0=No, 1=Yes

According to
protocol
description

What's wrong?

Free text

Subject's height (m)

Number

meters

<1,0 (block answer)

<1,0 (alert: People below 1 meter
are not eligible in this study)

>2,5 (block answer)




Problem #4 - Validation Rules in the Wild

Studies happen in the
real world.

With real people.
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Solution #4 - Validation Rules in the Wild

Remember outliers.

Allow for flexibility.
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Problem #5 - Using Free Text

Fast to set up!

Please note the symptoms experienced by the patient

Expensive to analyze.
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Solution #5 - Using Free Text

Does the patient experience any symptoms?

@ Yes
O No

Please select all the symptoms that apply:

Create OptionS! [] Productive cough

[:’ Spontaneous sputum production
[] shortness of breath

D Chest Pain

[] Haemoptysis

D Loss of appetite

[J weightloss

D Fever

D Night sweats

i SMART-TRIAL
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Problem #6 - Using Patient Reported

Outcomes

Setup as ePRO
Fill out as CRF IR REERERE.

Effective

~ | SMART-TRIAL
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Solution #6 - Using Patient Reported

Outcomes

How effective would you say the treatment is?

Optimize for
transcribing 38
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Problem #7 - Patient Reported

Outcomes

NOT using ePRO
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Solution #7 - Patient Reported

Outcomes

Consider

Study population

Where to fill it out? {H
Language
guag 5 [®) !
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Common Pitfalls I | | I

With data export and preparations
for data analysis
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Mishandling Raw Data

Raw data files, such as .CSV @
should be treated with care
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Do Not
Double Click
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raw.csv

U_FiVU_yd ; OMrU_r3_yl ; OMFU_r3_U<Z ; YMrU_OdateuTvisit_t
";"9mFU_vitalSigns_HR";"9mFU_vitalSigns_Q4";"9mFU_vita
italSigns_seatedBloodPressure_rightArm_dia";"9mFU_vita’
talSigns_seatedBloodPressure_leftArm_dia";"9mFU_F10_Q1,
_3";"9mFU_F10_Q2";"9mFU_F10_Q3";"9mFU_F10_Q4" ;" 9mFU_F1I
it_date";"12mFU_vitalSigns_resp";"12mFU_vitalSigns_Q2"
mFU_vitalSigns_seatedBloodPressure_rightArm_sys" ;" 12mFl
12mFU_vitalSigns_seatedBloodPressure_leftArm_sys";"12m
12mFU_F10_Q1_0";"12mFU_F10_Q1_1";"12mFU_F10_Q1_2";"12m
U_F10_0Q4";"12mFU_F10_0Q5";"12mFU_F3_Q1";"12mFU_F3_Q2";"
ation_F11_Q3";"termination_F11_Q4"
1";"Mount sinai hospital"nriozl—OB-Ol
";"Incomplete";"Not
0";"No";"Female";"Subject is surgically sterile";".b";'
-66";"60";"21-77";"-n";".b";"2019-03-01";"66";"-b";"SS'
ns";".ns";"1:1";"1";"Yes";".b";"Yes";"603df541579%9ed929:
;"80";"130";"78";"-nS";"A littleu;n.nsu;u.nsu;ul:ln;uzc
1ffd91bc@e74b78c54e8a" ;" 2021-03-22";"88";".b";"77";"37
;".b";".b":".b";".b";".b":".b":".b":“.b":".b"
2";"Mount sinai hospital";"2021-03-01
";"Completed";"Not Active";"2021-03-01";"Yes";"Yes";"Yi
ASian";"-nS";"-nS";"-nS";".h";"1-8";"60";"18-52";"-n";l
"-n";"-n";".nS";"-nS";".nS";"A 10t";"530:0";"3";"Ye5":'
"120";"80":"120";"80":"None";"A 1ittle";"¢n5";"-nS";“l
60,60c8618b4bb215233045419d" ;"'2021-08-03";"80";".b";"4!
s";".ns";"2:2";"10";"Yes" ;" . h";"Yes" ;"61499b5161ff1752.

3";"Mount sinai hospital";"2021-03-01
";"Completed";"Not Active";"2021-03-01";"Yes";"Yes";"Yi
Asianu : " = nsn : " . nsu : " s nS" : " N bu : "1. gn ; ugon : 024. 93n : " 3 bu : 1
;"133" ; "89" ; n = ns" : " X nsll ; "Som" ; " & ns" ; "3 : 0" ; ll3" ; llYes" : " ‘
"130" ; "80" : "134" ; llgell ; "None" ; " - nsll ; " % ns" ; n “ ns" ; ll1: 1" ; "‘
77" ; ll37 & 8" ; "120" ; "80" : “115" : "80" ; " - nsll ; "A

L DT T F T TN LTS LY, P3N I NI TN I T N T TR | S—

VS.
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32;6mFU_F10_Q3;6mFU_F10_Q4;6mFU_F10_Q5;6mFU_F3 01 6mFU_F3_Q2;
talSigns_Q2;9mFU_vitalSigns_HR;9mFU_vitalSigns_Q4;9mFU_vitalS
jns_seatedBloodPressure_rightArm_dia;9mFU_vitalSigns_seatedBl
iPressure_leftArm_dia;9mFU_F10_Q1_0;9mFU_F10_Q1_1;9mFU_F10_Q1
24;9mFU_F10_0Q5;9mFU_F3_0Q1;9mFU_F3_Q2; 12mFU_date0fVisit_date;1
alSigns_HR; 12mFU_vitalSigns_Q4;12mFU_vitalSigns_seatedBloodPr
essure_rightArm_dia;12mFU_vitalSigns_seatedBloodPressure_left
rm_dia;12mFU_F10_Q1_0;12mFU_F10_0Q1_1;12mFU_F10_Q1_2;12mFU_F1@
_F10_0Q5;12mFU_F3_Q1;12mFU_F3_Q2; termination_F11_Q1;terminatio

21;Mount sinai hospital;P1/03/2021

rcomplete;Not Active;01/03/2021;Yes;Yes;Yes;No;No;No;Female;S
ns;.ns;.ns;.b;0,0875;60;0,928472222;.n;.b;01/03/
tle;.ns;.ns;01.01;1;Yes;.b;Yes;603df541579ed929405535e3;01/06

11579ed929405535e3,6051ffd91bc@e74b78c54e8a;22/03/
kel alali el el sl skl ool

92;Mount sinai hospital;01/03/2021

omp leted;Not Active;01/03/
.ns;Asian;.ns;.ns;.ns;.h;01.08;60;18.52;.n;.b;28/02/
1A 10t;530.00.00;3;Yes;.b;No;.b;10/06/

ta4bb2152330d9a660,60c8618b4bb215233045419d; 03/08/
2;.NS;.NS;.n5;02.02;10;Yes;.h;Yes;61499b5f61ff175228dfal75;.b
83;Mount sinai hospital;01/03/2021

ompleted;Not Active;01/03/
.ns;Asian;.ns;.ns;.ns;.b;01.09;90;24.93;.b;.b;01/03/
ome;.ns;03.00;3;Yes;.b;No;.b;01/03/

1.NS;.ns;01.01;0;Yes; .b;No;.b;21/12/

1A

'

5451b97572220f96fac;.b;.b;.b;.b



Software such as MS Excel and
Numbers can change your data

e Date and time can be reformatted

e Numbers changed, because of decimals and
periods

e Splitting text into separate rows
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Standardize the Data Export

Different configs result in
different data.
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Remember to..

Include only one header at a time

Be consistent with date/time formats
Include the same attributes/identifiers
Define work instructions
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Export Labels

There can be a lot of variables
in a study.
Start with labeling the primary
outcomes, and build from
there.

Involve the statistician in the
label creation. This ensures
the labels can be
imported/used in their
statistical software.

Same outcomes/variables are
often collected across
studies/departments.

Create a company wide
structure for labels!
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Time for

Q&A
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ECRF TEMPLATE FOR
CLINICAL INVESTIGATIONS
AND PMCF STUDIES

ff we Electronic Data Capture (EDC) system setup is
ronic Case Report Forms (eCRF) are not
up, you can risk lower data quality, missing data
and delayed study start.

SMART-TRIAL SMART-TRIAL
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Learn more at https.//www.smart-trial.com/

Or on the GG Blog: https://www.greenlight.guru/blog

Learn More about
SMART-TRIAL

Schedule some time with us:
smart-trial.com/demo

Contact us for a personalized demo
of SMART-TRIAL by Greenlight Guru.
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