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Presenter
Presentation Notes
You should all be familiar with CRMS as the system we use for handling the administrative tasks of entering a subject on a clinical trial. 
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CASE REPORT FORMS/ DATABASE DEVELOPMENT

STUDY SCHEDULE TRACKING

C43273.03_Study_Visit

Study Title: C43273, Pharmaccokinetic monitoring of psychiatric ication: b ic surgery

IRB #: NA_00045931

o P " THURSDAY
Sy FCATIES €43273.03_Study_Visit: Page 2 of possible 10 totak:
PI: Clarke, Wil . BI7D
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1. IDITIMEPOINT has 4 quest
2. VITAL SIGNS has 3 questii
3. MEDICATIONS has 8 ques| 2: Subject i 3 7 8 3
4. MENTALHEALTHTREAT Cyc1 > D1 Cyct > D2
5 MENTAL HEALTH QUEST SWD EKG[1] Patient Report(2]
6. POST-OPERATIVE QUES Research Sample Collection[5]
7. END / NOTE has 2 questiol Lab/Path Evaluations[4]
3: Visit date Drugs/@iologics[2]
Patient Repor
iFebruagiE'B B}'}DM 13 14 15 16
Cycl > DB
= Research Sample Collection[1]
4: Visit number Patient Repo
2[=]
20 21 22 23

Cyct > D15
AR it S it e

COORDINATING CENTER
FUNCTIONS

N
v




CASE REPORT FORMS

9 Jldld.ﬂz_bnstudv‘. Page 2 of possible 9 total:
J1414.02_Onstudy

Study Title: Neoadjuvant Anti-Programmed Death-1 Antibody, Nivolumab, in Resectable Non-Small-Cell Lung
Cancer

IRB #: NA_00092076
Study #: 11414

PI: Brahmer

. IDITIMEPOINT has 2 questions.

. DEMOGRAPHICS has 6 questions.

. ENROLLMENT has 4 questions.

. DIAGNOSIS/STAGING has 4 questions.

. MEDICAL HISTORY has 1 questions.

. ONSTUDY EVALUATIONS has 8 guestions.
. ENDICOMMENT has 2 questions.

= N de R

9 J1414.02_Onstudy: Page 2 of possible 9 total: ch b

I: Subject ID

2: Subject initials

AJB

il SSAVE whese | s and L sl sctur Jader “ Demographic fields are pulled from CRMS and may not be edited.

Q1. Subject ID # has been populated directly from CRMS. The field is grayed-out Q5. This question has been skipped (disabled) because the subject is male.

and may not be edited.

Q2. Subject initials are normally entered only on the Onstudy form. This field is
auto-populated on all of the subject’s remaining forms.



e J1414.02_0Onstudy: Page 4 of possible 9 total:

9: Date of consent

October  [¥][&6 [x]/2014[~]

10: Is the subject eligible?

Yes |z|

11: Date eligible

October  [v|6 [=]2014]=
2008 -
2009
2010
201
2012
2013
2014
2015
2016
2017
2018
2019
2020
2021
< Previous 2022 E where | am and | will return later

2023

CASE REPORT FORMS

11414.02_0Onstudy: Page 5 of possible 9 total:

13: Date of initial diagnosis

September [*][13 [*] 2014[+]

14: Site of primary tumor

Left Upper Lobe -

15: Histology

Adenocarcinoma

16: Histologic grade

Well Differentiated [+ |

< Previous > SAVE where | am and | will return later




CASE REPORT FORMS

6 11414.02_0Onstudy: Page 6 of possible 9 total:

17: MEDICAL HISTORY Currently active medical history items should be added to the adverse events log

Body system Specific condition Start date Stop date Grade Action
03 Cardiovascular [*]| cardiac arrhythmia May [*][24 [=]/2011[=]|June [*]4 E} 2011 [=]| 1 0]
02 Eyes [*]| elevated pressure - right eye January  [*]4 [=]|[1999]*]| August [=][15 [+]/2000[*]| n/a 0]
' 1 r

This is a Tabular Field. It may contain a variable number of rows of data.



CASE REPORT FORMS

o J1414.02_Onstudy: Page 7 of possible 9 total: 9 J1414.02_0Onstudy: Page 8 of possible 9 total:

18: Height cm 26: Form complete

1725 ) yes @ No

27: Form comment

confirm Qusticn 17 cardiac arrhythmia -
stop date

On the last screen of the form, Save and Review appears as an option.
22: Was an EKG performed? Selecting this displays data in a more consolidated form.

& It also moves you to the screen where Finalize is an option.
@ ¥Yes D No© NA

23: EKG date

[October  [+][9 [=][2014[=]

24: EKG result

) Mormal @ Abnormal © Unknown

25: Was the abnormality clinically significant?

@ Yes, describe
@ No
7 Unkown, explain

Please specify:
sinus bradycardia




Form: J1414.02_Onstudy

Subject Number: JHOD1
Last Updated on: April 09, 2015

Please check the answers to your questions.

If you are comfortable with the responses, then please click the finalize bution at the bottom of the screen.
& printer friendly version

Show complete audit log

# QUESTION

1 Subject ID number
& Subject initials
3 Date of birth

4 Gender

B Race

7 Ethnicity
3 Zipcode

9 Date of consent
10 |s the subject eligible?
11 Date eligible

CASE REPORT FORMS

RESPONSE

JHOO1

AJB

February 8, 1932
M

Asian
Non-Hispanic
21205

Cctober 6, 2014
Yes

October 6. 2014

After Save and Review has been selected, data items appear in summary format.
Until the form is Finalized, any item may be edited by selecting Change.

EDIT

Change
Change
Change
Change
Change
Change
Change
Change
Change

Change

Form: J1414.02_Onstudy

Subject Number: JHO0L
Last Updated on: April 09, 2015

Show complete audit log

| 1 " Subject ID number

|| JHOO1

g| Subject initials A

AJE

3 || Date of birth

February 3, 1932

u| Gender M
8 Race Asian
7 Ethnicity Non-Hispanic
2 Zipcode 21205

Date of consent

COctober 6. 2014

Is the subject eligible?

Yes

Date eligible

October 6. 2014

Date of initial diagnosis

September 13, 2014

Site of primary tumor

Left Upper Lobe

Histology

Adenocarcinoma

Histologic grade

Well Differentiated

MEDICAL HISTORY Curmently active medics! history fems should be sdded fo the

17 adiverse svents leg 2 rows [(hide)
Body system Specific condition Start date Stop date Grade
03 Cardiovascular cardiac arrhythmia May 24, 2011 June 2011 1
02 Eyes elevated pressure - right eye January 4, 1333 August 15, 2000 2
12 Height cm 1725
2 Was an EKG performed? Yes
23 EKG date October 8. 2014
24 EKG result Abnormal

5]

Was the abnormality clinically significant?

Yes, describe: sinus bradycardia

Form complete

HNo

Form comment

confirm Qustion 17 cardiac
arrhythmia stop date




CASE REPORT FORMS

Features

Text, string, integer, float, option-select one, option- =zelect mull, vizual scale, date, time,

Multiple data types supported .
tabl ar [rnatrix]

Initial value source Fields can be autopopulated with sustern values, text and responses from anotber farm

The appearance of a field can be custornized - special characters can be autornatically

Field mask inzerted. BT

Data validation Yalidate range, data wpe, date.

Yalidation control - prevent invalid data Has both warning and error [hard stop] preventing invalid data

Frovide skip [dizable] rules using standard operators. Questions modified by dizable
Branching logic rules only accept data if condition is met, Web forms also provides a jump rule, allowing
bupaszs of an entire section of a form

Calculated fields

. Cnezcreen dizplay of audit trail for fields, either as a summmary or on roll-over of individual
Logging i .
fields. Laog af all status changes to a subject®s form

HecordlForm locking Allows lockingunlacking by anwane with locking permizsion.

Online design susterns that create hwo tupes of formis: a Farm with questions listed

FormiField design .
9 vertically and a formn that can be formatted to have any appearance.

Code book | Data dictionary & data dictionary is created in CRMS as a form iz developed.




Features

CASE REPORT FORMS

Code book ! Data dictionary

&, data dictionary 1= created in CEMS as a form 1= developed.

Ability to copy and modify Forms and vaniables

Form Library

& library of standard CAMS forms 1= available bo use.

Yiew!Print caze report Forms

Pre-activation Form testing

Faorms can be fully tested before switching to production rode.

Yerzioning

Forrn and field versioning i supported

Data export

Exportz to CSY file

Configurable user rights

[ndividual uzer rights are programmed by a sustern administrator.

Support For multi-site studies

Full Coordinating Center functions are in place, giving outside sites study-level access
ko only their subjects.

File repository

Store docurnents and other Files with the projeciistudy




CASE REPORT FORMS

Features: Audit Log

11414.02_Onstudy: Page 5 of possible 9 total:

Form: J1414.02_Onstudy 13: Date of initial diagnosis
Subject Number: JHO01 September 13 2014
Last Updated on: April 09, 2015 lz‘ Iz‘ lz‘
Please check the answers to your questions. 14: Site of primary tumor
If you are comfortable with the responses, then please click the finalize button at the bottom of the screen.
Hide complete audit log @ printer friendly version Left Upper Lobe -
Subject ID number RESPONSE EDIT
Subject initials e e -
Date of birth February 9, 1932 Change
M Change
Gender .
Asian Change |E 15: Histology
If female, does subject have childbearing TesETET Change
Sguamous cell
Race 21205 Change
Item Value Date User
Ethnicity e change 04/09/2015
16: Histologi Squamous cell sbooker2z@johnshopkins.edu
Zipcode Yes Change istologic grai5q 14:10 ] p
October 6, 20114 Change /el Di i . 04/09/2015 . .
Date of consent Well Differentiated Endenocamnama /09/ sbooker2@johnshopkins.edu
Septermber 13, 2014 Change 13:27
Is the subject eligible? T ——— I -

3

Date eligible

. < Previous > SAVE where | am and | will return later Save and Review

Date of initial diagnosis

Version: 0.2.0
P s 1
Item Value Date liohns Hopkins Medical Institutions
Squamous cell ?3{?3’9015 sbooker2@j
Adenocarcinoma L2l sbooker2@jc

13:27



CASE REPORT FORMS

Features: Validation

11414.02_0Onstudy: Page 6 of possible 9 total:

There were problems saving this question:

9) ¢ Q17: Row #2 is invalid

17: MEDICAL HISTORY Currently active medical history items should be added to the adverse events
log

n Start date Stop date Grade Action

May [x][24 [=]/2011[~]]||June [x]/Day[~]2011[]| 1 0]

0 e Q5:

_) The
value
entered
was

not a
number

January [*]|[4 [¢]/1999[~]|/August [*][15 [+]/2000[*]| nia 0]

L B



CASE REPORT FORMS

Requesting and Creating Case Report Forms

1. Contact the Development Team at CRMSHelp@jhmi.edu, noting that you are requesting CRFs and

providing the study ID number.

2. Initial Review and Planning The Development Team will respond shortly after that to review the request,
help define required forms, if necessary, and complete the CRMS CRF Request Summary.

3. Data Definition The Study Team then defines all data items to be included in the forms by modifying
available standard form templates, modifying forms from previous or current studies, providing an existing

database structure, or by defining new forms using CRMS CRF Request Forms.

4. Form Creation and First Sign-off After the Development Team has created the CRFs in CRMS, the Study
Team reviews them for completeness and signs off on this stage of development.

5. Data Test and Final Sign-off The Development Team then runs a data test on the forms and provides the
results to the Study Team. After review, both teams give their final sign-off.

6. Form Activation The Development Team activates the forms and moves them to the live system.

CRFs and Study Calendars are created for all departments by the Development Team in the SKCCC Clinical Research Office.



mailto:CRMSHelp@jhmi.edu

CASE REPORT FORMS

CRF Request Summary

While this list represents the most commonly used CRFs
in Oncology studies, many of the forms are relevant to
non-Onc studies.

1. Standard forms serve as templates, to be modified
to meet the needs of any study.

2. Studies are not required to use any of the standard
forms. CRFs may be created using previously
defined forms, forms that are currently in use on
other studies, existing database structure, or newly
designed using the CRMS CRF Request Form.

3.  Mostimportantly, the entire Study Team, including
the Pl and Statistician, should have input at this
stage of f development. This is an opportunity for
everyone to become familiar with study structure
and goals and to ensure that nothing is overlooked,
avoiding form changes mid-study to correct errors
that could have been caught before the forms went
into use.

Form Title
B L

IF uzing any Farm, standard
ar otherwise, a5 a
remplate, include Farm
name: and versian.

Frequency : Standard or Potential Contents :

Exeapd Smograpis Sats Janaard form Contonds map o Foleted or meahied and wow fotds may be adigled’

Eligibility

Onstudy™

Concomitant Meds™

Yisit™

Treatment™

Clinical Lab Reszults | Blood
Tests™

Urinalysis™

Research Specimens
PEIFPD, tiss, blood, ste.

Clinical Specimens for clinical
uze only

Procedure

RECIST - Baseline™

RECIST - Follow Up~

RECIST - New Lesions™
Response Evaluation not RECIST
Adverse Events Log™

OFF Study~

Follow Up~

One per subject @ Study Eligibility checklist from pratocal

One per subject : Demographics, medical and tx history, pre-ctudy evaluations

One per subject : Drug name, start date, stap dake

Pulki per subject ; Wisit date, vitals, PE

One or multi per subject : Treatment dake, madality, doaselamount

Rultitsubject : Collection date, values, units, nermal limits, aute-caloulated grade

Flultitzubject : Collection date, values, unitz, normal limits, auta-caloulated grade

One or multifzubject : Collection date, collection method, sample bppe

One or multitzubject : Collectian dake, collection method, sample type

One or multifzubject : Procedure dake, procedure bype, result

Oned subject If uzing RECIET meazurements, all thres Farms are required

Plultitzubject

Oned subject

One or multifzubject : Evaluation date, evaluation type, result, disease response

Onedsubject @ Site, term, grade, attribution, sequelas

Dined subrject

Fulkitzubjecr

1. Plaze an "% in the box nexk ta the Farms you want b0 uze. Sdd ather Farms at the batkom of the lise
2. " after o farm title denotes 3 Standard farm. These Farms are generic and will be madified
ta mect study needs.

3. Copies of all Standard farms are available to view on our website - link is at the top of thiz form.
4. Farms created For ather studies may alza be uzed oz templates.
5. If a form is copyrighted or requires a Fee for use, check that baox and provide details.




CASE REPORT FORMS

New CRF — Completing the CRF Request Form

Last saved: ¥51

CRMS Case Report Form Request Johns Hopkins Medical Institutions Clinical Research Management System File name: iy
. . . Sl_udy Instructions version 5.0
If a new form is being created ,start with Title: et o e e e
IRB #: S e inthe order i which they should i
the CRF Request Form. Study f:  JiHHE 2. List questionsinthe orderin which they should appear on the online form.
3. When entering multiple codes or response options, separate each item weith
Contact: [Alt][Enter]to create a listin asingle cell.
. . . . Email: 4. Adding a Section Title or othertext
Th's |S Slmllar to the REDCap data Phone: Place the cursorin the rc.'.-..'atc-.-ethe rowin which ycu-.-.'a.ntth.ete.xttc appear.
Insert a blank row by striking [Ctr] [Shft] [I]. Enter the section title in the new row.
definition form, but it doesn’t Form #: 01 T e O et wihen o e e b
: it foum e
a Utomatlca | Iy generate a CRF' Lile name  JHEHE D form fitle ccfmma:ld a;dtgi-.-le ;tthlz filfen;:ne. Igcated in I:e ;ell I:.eneai: thEe Fc::_'rtl}:
. X ' : Validalion_ Rule Digable _Flule
For CRMS purposesl thls form IS used for ltern # | Text Field Mame - |5Ir'-:|‘|'i LEI:;h FEE:I:IFH .
documentation and for communication Header |
Within the StUdy Team and With CRF A Subject ID number CRrS zubject_id_CRMS
Subiject initials
developers' B nafa".;mﬂws_\'f}?_a;}w}?ﬁm}?? String subject_initials JHHHE o 3
Header!
3 3 Seclion
When complete, this form will serve as a 1
data dictionary to be shared with ,
Statisticians and others involved in data ]
analysis. ,
5
6




=
o
c

Le

Field Mame Code List Mame
ID ! TIMEPOINT
1 Subject ID number CRkS subject_number_crms_SKCCC
Subiject initials
2 FERAS AVESNT S WER i - String subject_initials_J1414 A
DEMOGRAFPHICS
3 Date of birth CRMS date_of_birtk_crrns_SKCCC
Femnale
flale
Radio fot reported
4 Gender CRMS gender_crns_SKCCC bttorn |Jndifferentiated
A Tes
IF Female. does subject have Select child_bearing_potential_Sk.CC Radio M| Mo
5 childbearing potential ? one C buttorn u k. yesinolLnk genderl= F
Arn Indian or A1 Mative
Asian
Black or African
Arnerican
tative HI 1P acific |slander
Cither
Urknown
Wihite
Hace Radio Two or more Races
B Fevact & A snnis CRrS race_crms SKCCC BLittar Declined to Answer
Hizpanic
Maon-Hizpanic
Radio Urknown
T Ethnicity CRrS ethinicity_crms SKCCC bttorn Pt Refused
8 Zipcode CRrS ripcode_crns SHCCC
ELIGIBILITY { CONSENT
9 Consent date CRMS consent_date CRRMS_SKCCC
Select Drop A Tes
10 I= the subject eligible? one eligible_SKCCC daown M| Mo
n Date eligibility determined Drate date_subject_eligible_SKCCC
12 Reazon why not eligible Text reazon_not_eligible_SKCCC
Select Drop | & A patient_cohort_
13 Arm Assignment one patient_cobort_ 1414 dowwrn B B alva




CASE REPORT FORMS

Defining a Variable using the CRF Request Form

Data Validation Rule Disable Rule
Data Format | Data | Field |Response : : : : Code List syntax: warning/error syntax: disable

ltem # |Text Type Field Name Mask | Units | Length | Format : ices CRO use only if dummy_field < 1 it dummy_field 1= 1




CASE REPORT FORMS

Defining a Float Variable

Data Validation Rule Disable Rule
Format | Data | Field |Response : : : : Code List syntax: warning/error syntax: disable

ltem # |Text Field Name Mask | Units | Length | Format : ices CRO use only if dummy_field < 1 it dummy_field 1= 1

CRHRS
Date
Float [dec)
[Hteger
String
Text
Select one
Select mult =

[ »

m




CASE REPORT FORMS

Defining a Float Variable

Data Validation Rule Disable Rule

Data Format | Data | Field |Response : : : : Code List syntax: warning/error syntax: disable
ltem # |Text Type Field Name Mask | Units | Length | Format : ices CRO use only if dummy_field < 1 it dummy_field 1= 1

1 Height Float




CASE REPORT FORMS

Defining a Float Variable

Data Validation Rule Disable Rule

Data Format | Data | Field |Response : : : : Code List syntax: warning/error syntax: disable
ltem # |Text Type Field Name Mask | Units | Length | Format : ices CRO use only if dummy_field < 1 it dummy_field 1= 1

1 Height Float | height_cm_J1414 | ###.4#




CASE REPORT FORMS

Defining a Float Variable

Data Validation Rule Disable Rule

Data Format | Data | Field |Response : : : : Code List syntax: warning/error syntax: disable
ltem # |Text Type Field Name Mask | Units | Length | Format : ices CRO use only if dummy_field < 1 it dummy_field 1= 1

1 Height Float | height_cm_J1414 | ###.8##| cm




CASE REPORT FORMS

Defining a Float Variable

Data Validation Rule Disable Rule

Data Format | Data | Field |Response : : : : Code List syntax: warning/error syntax: disable
ltem # |Text Type Field Name Mask | Units | Length | Format : ices CRO use only if dummy_field < 1 it dummy_field 1= 1

1 Height Float | height_cm_J1414 | ###.## cm | 6




CASE REPORT FORMS

Defining a Float Variable

Data Validation Rule Disable Rule

Data Format | Data | Field |Response| Respon ¢ : Code List syntax: warning/error syntax: disable
Co Ic

ltem # |Text Type Field Name Mask | Units | Length | Format
1 Height Float | height_cm_J1414 | ###.4# cm | 6 Warn if height > 243

CRO use only if dummy_field < 1 It dummy_field 1= 1




Defining an Option Variable

Best response

Diata
Type

Select
one

CASE REPORT FORMS

Figld Mame

prior_chemotherapy_best_resp
onse SKCCC

|_E
CR
FR
sD
Drop [=n]
down | « 1JhJE,
Drop down

Complete rezponze
Partial rezponse
Stable dizeasze
Progressive dizeaze
Ik nown

prior_chernothe
rapy_best_resp
onze SKCCC

Radio button



CASE REPORT FORMS

Creating a New CRF from a Standard Template

Data 5 syntax: syntax:
Format/| Data | = & @ Response Response Code List warning/error if... skip if...
Field Name Mask | Units| © 3| « Codes Choices Name dummy_field < 1 dummy_field I= 1
MEDICAL HISTORY
If a Standard Template is close to your o .
1 Medical history Tabular medical_history_J1414
needs, make any modifications on the o1 ENnT 01 Ear  Nose / Mouth 1 Throat
02 Eye 02 Eyes
’ 03 Card 03 Card I
form’s CRF Request Form that was %3 panae 03 parovescular
| . d e 05 Gastrointestinal
06 GU 06 Genitourinary
su p p 1ed . 07 WS 07 Musculoskeletal
08 Skin 08 Skin / Breasts
08 Neuro 09 Neurologic
. . 10 Psych 10 Psychiatric
11 Endo 11 Endocring
In this example, changes appear in red.
13 Allimm 13 Allergy / Immunologic
Drop 14 Con 14 Constitutional body_system_co
Boedy system Selectone | history_body_system_J1414 down 15 Oth 15 Other, specify de_J1414
Specific condition Text history_condition_SKCCC 50
Start date Date history_start_date_SKCCC
Stop date Date history_stop_date_SKCCC
Grade Integer history_grade_SKCCC 1
ONSTUDY EVALUATIONS
2 Height Float (dec) | height_cm_SKCCC kit cm 5 Warnif <220 or >243.0
Radio Y | Yes
23 Was a pregnancy test performed? Selectone | pregnancy_test done SKCCC button N No yes_no_na gender_crrms_SKCCC 1= "Famals”
21 Pregnancy test date Date pregnancy_test_date_SKCCC pregnancy_test_done_ 1= 7"




CASE REPORT FORMS

Accessing Forms

Study Menu
11414

Lay Abstract . .. .
— Forms for an individual subject can be accessed by
Study Consents .

Eligibility Criteria selecting the Enrollment tab.

Schedules

Enrollment
Create New Patient
Calendars

Regulatory Logs

Medicare Coverage

Analysis
forrres Then by selecting CRFs on the subject’s
e 7~ enrollment record
Budgets [-/_l J1414 TEST STUDY: Neoadjuvant Anti-Programmed Death-1 Antibody, Nivolumab, in Resectable Non-Small-Cell Lung Cancer. :
Preferences Status: Active PI: Brahmer, Julie
IRB Number: Lead Study Coordinator: Miller-Hart, Anita

Department/Division: Oncology Lead Research Nurse: Tsottles, Nancy

General Study Team Regulatory Sponsors Sites Drug/Device Enrollment
Find Participant on Enroliment List: (First Name, Last Name, Subject Number, History Number) Display Enrollment Status: all; Current Site: all; Schedule: all;
| [ Search Ordered By Consent Date
1 Participant
[ Add Participant | [ Not candidate | [ Consent | [ Eligibility | [ Enroll | [ Follow Up | [ Off stugy | [ Delete | [ Lock |
[7] 31414, Test 1 - Enrolled Hopkins - X0001 - 11414 Treatment ver 0.2 Docs [Enter Subject Progress]

History Number: Consent: 10/06/2014 Scr. Failure: [add] Start Int: [add] End Int:
Subject No: JHOO1 On Study: 10/06/2014 Evaluable: [Add] Last Int: Off Study: [Add]



CASE REPORT FORMS

Accessing Forms and Entering Data

Forms may be grouped by study time point on the CRFs page.
CRFs that have been finalized give the option to View only.

Baseline > Screening (09/01/2014)

Scheduled Event Status Due Updated Finalized Data Available
Screening 11414.02_0Onstudy, 09/01/2014 Projected 09/01/2014 04/08/2015 14:17 04/09/2015 14:16 o 04/09/2015 14:17
Screening > 11414.03_Study_Visit 09/01/2014 Projected 00/01/2014 04/13/2015 07:57 - 9 04/13/2015 07:57
Screening = 11414.05_Treatment 09/01/2014 Projected 09/01/2014 — — —
Start Screening > J1414.08_Research_Specimens 09/01/2014 Projected 09/01/2014 — — —
Start Screening > J1414.09_Procedures 09/01/2014 Projected 09/01/2014 — — —
Baseline > Ongoing Forms (09/07/2014)
Scheduled Event Status Due Updated Finalized Data Available
Start Ongoing Forms = J1414.04_Concomitant_Medications 09/07/2014 Projected 09/07/2014 — — —

Baseline = Pre Op Day -2& (09/08/2014)
Scheduled Event Status Due Updated Finalized Data Available



CASE REPORT FORMS

Retrieving Data

e Data from a single form or from all forms within a study may be exported to a csv file.
* Nofilters or other qualifiers can be applied.

e Data from Tabular fields may be exported to separate tables, displaying data by row rather than horizontally

* Reporting functions are being developed which, initially, will require submitting a report request to the Oncology CRO.
*  Future development will include a more flexible reporting system.

| subject_number_crms_SKCCC subject_initials_J1414 date_of_birth_crms_SKCCC gender_crms_SKCCC  child_bearing_potential_11414

New Form Data Report JHO01 AJB 2/9/1932 M rull:-B66

Select Protocol: J1414

Select Form: J1414.02_Onstudy E| . . .

= race_crms_SKCCC  ethnicity_crms_SKCCC  zipcode_crms_SKCCC consent_date_crms_SKCCC eligible_SKCCC |
Select Format: | csv (comma separated values}E|
Select Option: | Remove empty info columns || Agian MNon-Hispanic 21205 10/6/2014 by

[7] Export tabular responses in a separate file.
[] Motify me by email when this report is complete.
Enable Export

Cancel
date_subject_ eligible_SKCCC reason_not_eligible_SKCCC date_initial_diagnosis_SKCCC

] 10/6/2014

rull:-666 9/13/2014

site_tumor_SKCCC histology_ SKCCC histologic_grade_SKCCC

Left Upper Lobe Squamous cell WD



CASE REPORT FORMS

Neat Things - Internal Data Dictionary and Emails Triggered by Form Responses

pregnancy_test_done_J1414 (Option) - Was 3 pregnancy test performad?

Header:
Footer:
Category: height_cm_J1414 (Float) - Height cm
Comment
Version: 1 Header-
Validation Level: Form Level
Display Mode: Radic buttons Footer:
Alignment: erical ':EI:EE:IFYZ
Owption List YES_no Comment
Can Clear All: falsz _—
Initial Value Source: Version: 1
Description Coded Val. Score Other Specify Exclusive Validation Level: Form Lewvel
Yes L ] M Field Size: &
He N ha He Max Length: &
Dizable Rules: Expression: child_bearing_potential_J1414 1="%"
Input Mask: =R

Initial Value Source:

Grading Scale: sodium_mEg_L_hyper_scalz_JHH

sodium_mEg_L_hypo_grade JHH_w8 [Scoring) - Hyponatremia grade

Varsion: 1
Inputs: sodium_mEg_L_JHH, sodium_mEqg_L_high_JHH Category:
i Comment
Grade Expression Version: 7
4 sodium_mEq_L_JHH=16T Validation Level: Form Lewel
k] sodivm_mEqg_L_JHH=155 Scoring Expression: grade{"sodium_mEq_L_hypo_scale_JHH_v2™ sadium_mEq_L_JHH, sodium_mEa_L_low_JHH)
e sodivm_mEqg_L JHH=150 Initial Value Source:
1 (sedium_mEg_L_JHH>sodium_mEg_L_high_JHH]} Expression: clinical_|aboratory_site_ GEMERIC ="1" or emgp_dene_JHH !="Y" or sodium_mEq_L_JHH=null or
[} (=odium_mEg_L_JHH<==sodium_mEq_L_high_JHH]) Disable Rules: sodium_mEq_L_JHH ==sodium_mEq_L_low_JHH and sodium_mEg_L_lew_OTHER =null ar

sodiurn_mEq_L_JHH ==sadium_mEq_L_low_CTHER and sedium_mEg_L_low_JHH=null



CASE REPORT FORMS

Auto-Calculated Clinical Laboratory CTCAE Toxicity Grades

5

B

g

1 Sample date

2 Study cycle

Day

3 Was CMP done?

4 Clinical laboratory

04/08/2015

2 [*]
Day 1 [*]

@Yes T Mo MA

Johns Hopkins Hospital |E|

LOW HIGH

Mormal Value | Normal Value LOW Grade HIGH Grade
In JHH units
Hyponatramia Hypematremiz
FEE JHH JHH HH O JHH k]
Sodium 156 Eqil Othe= Other Other Other
Hypokalemia Hyperkalemia
SH % HH & JHH HH O IHH 0
Potassium | 2.8 Egil Othe Othe Other Other
Low Chleride High Chleride
a2 HH JHH a
Chlorida 100 Egil Othe Othe -
. Low Bicarbonate High Bicarbonate
22 S A HH 1 -
Bicarbonate| 14 EqilL Oth= Ot Other B
Low Urea Mitrogen High Urea Mitregen
Urea == o HE Miner elevation - HCS -
Mitrogen 23 Othe Othe i

Status

If rio result

Johns Hopkins Laboratory normal values are populated and
maintained by SKCCC CRO. If a lab other than Johns Hopkins is
selected in Q4, the Hopkins normal values are removed.

Since we do not support auto-population of Qutside
Laboratory (Other) normal values*, normal values must be
entered manually on every form that is completed for an
Outside Lab.

*Because subjects on Hopkins clinical trials live throughout the
country and internationally, the number of outside normal
values that would require monitoring and updating is very
large, and the maintenance of these values would be prone to
error.



CASE REPORT FORMS

Adverse Events Log — Lookup Functions

Look up CTCAE Term Look up Grade , N .
- Subject reports feeling weakness in left leg. - Enter CRMS code ‘MUS22’ in Grade field
- Locate the CTCAE term for leg weakness by entering ‘weakness’ - Select grade

or other key term in CTCAE Term field.
- Identify term as ‘Muscle weakness lower limb” CRMS code MUS22.

CTCAE Term Grade Describe Adverse Eve
€ Term MUS2Z - Muscle weakness lower li
mus22|
MUs22 Gro--
WEEKHBSB| 4 [ MUS22 Gr 1 - Symptomatic: perceived by patient but not evident on physical exam |
MUS22 Gr 2 - Symptomatic; evident on physical exam; limiting instrumental ADL
MUS12 - Generalized muscle weakness + Add
= MUS22 Gr 3 - Limiti If ADL; disabli
MUS21 - Muscle weakness left-sided — " imiting ==l car= fsabiing
MUS2Z Gr4- -
MUS22 - Muscle weakness lower limb
MUSZ32 - Muscle weakness right-sided Mus22 Grs- -
MUS24 - Muscle weakness trunk
MUSZ5 - Muscle weakness upper limb
MER23 - Facial muscle weakness
REF23 - Pelvic floor muscle weakness
Related ta Related ta Related te Dese |Serisus
CTCAE Term Grade Describe Adverse Event Onset date Stop date Study Produet | Study Preduct | Study Product Action Taken Intervention Dutcome Limiting AE Action
#1 #2 #3 Toxicity | (SAE)
. sudden onset leoss of strength = |03/M6/2015 D4/06/2015 - - - - - ® vez | O Yes|
MUS22 - Muscle weakness lower li : 1 - Unrelated 2 - Unlikel 4 - Probable 3 - Regimen interrupted 3 - Resolved wi intervention |
MUS22 Gr 2 - Symptomatic; evident on physical exam |in left leg bl =] v [¥] =] g P id i - =l D Np | @ mo 9
4 | ([}




STUuDY CALENDAR

The CRMS Calendar is a study-specific patient calendar
based on a protocol’'s schema and study table.

MonDay

TUuESDAY

Cycl = D1

April 2014

WEDMNESDAY

Cycl = D2

THURSDAY

FrRIDAY

Eval and Mgmt[7]
E ssments[1]

Lab/Path Evaluations[&]
DrrugsSBiclogics[1]
Research Samples

Case Report Form
Study Remindear[1]

Research Samples[1]
Case Report Forms[1]

10

11

14

15

Cyc2 = D1
Ewval and Mgmt[7]

1e

17

i

ssments[1]

Laby

Cirugs/Biclogics

21

22

23

24

25

28

29

Cyc3 = D1
Ewval and Mgmt[7]

20

FEBRUARY

ssments[1]
Lab/Path Evaluations[5]
Drugs/Biologics[1
Research Samplas[1]
Case Report Form

APRIL

June




STUuDY CALENDAR

With the Calendar you can:

See what study events the patient needs See when study events are due to occur Adjust future due dates

Record the completion of a study event Find the billing code for an event Enter notes regarding an individual event

- September 2013

TUESDAY VWEDMNESDAY THURSDAY

_ : Time Time
P Items and Services Status S cheduled Completed Notes

Eval and Mgmt

10 11
Physical exam “ 09/10/2013
Cycl = D1 Cycl = D2
Eval and Mgmt[=] Fesearch Samples[1] Vvital signs - pre-infusion 09/ /1020132
EKG[1] o Weight ~ 09/10/2013
Lab/Path Evaluations[&]
DrrugsSBiologics[ 1] EKG
Research Samples[4] ECG - 20 min post-infusion 09 10,2012
17 1= Lab/Path Evaluations
Pregnancy test - urine - serum 09102013
CBC with differential “ 09/10/2013
Comprehensive Metabolic Panel “o0e/10/20132
Serum tumor markers 09 10,2013

Urinalysis and Microscopic exam “o0e 10,2012

Auntoimmune and Endocrine Panel 09 10,2012

Drugs/Biologics
MK-2475 = 09 /10/2013




STUuDY CALENDAR

* For each study that requires an Calendar, a Study Schedule is created in
CRMS by CRO staff. This Schedule will be used by the Study Team to create
an individual Calendar for each subject as they are enrolled on the study.

* The Schedule is for this study alone, and includes all of the events required
by the study and the schedule on which the events should occur.

* If a study has multiple arms, a separate Schedule is created for each arm.

* When a subject is enrolled on the study in CRMS, the Study Team assigns the
appropriate Schedule to the subject. This creates the subject’s Calendar.

* The Study Team accesses the subject’s calendar through the study’s CRMS
Enrollment screen where they use it to record information about that
subject’'s completion of study-related events.




The subject’s Start Date is
entered when a calendar is
initiated for that subject.

STUuDY CALENDAR

Month View

Requeasted

Based on the Start Date, study
Timepoints appear on the calendar on
the appropriate dates.

On the Month View, protocol Events
due on that date are summarized by
Section. The number of Events in each
Section is displayed .

Canfirrmad
— Skipped
E Completed
Start Date: | 2013 ~ || Ociober w il ' Update Add to calendar w | Shift Schedule
Today
October 2013
SURDAY MoMND & WEDHNESD &Y SATURDAY
= a z| = d | g
> |Cwed = Dl Cyedl = DE
a ™ 10| i1 iz
7 13 1a 1S 16| T e 13
Cpc = DL
= za| z1| zz| 22| 24| 25/ z&
z7| za| z9| 30| e

CypcE = DL
[

ALSUST SEFTEMBER DETORER MOVEMBER DECEMBER




STUuDY CALENDAR

The information on the Study Calendar in the Month View is a
summary of the more complete information found on the Detail Screen.

The Detail Screen is accessed through the Month View.

=
Study timepoint Cyc2 > D1
(Cycle 2, Day 1) L . S
Eval and Mgmt[3]
—b/Path Evaluationsl2] Number of events
Section name Drugs/Biologics[ 1] in the Section

To document the status of the items listed on the calendar, click on
the Timepoint or any Event. You will be taken to the Detail Screen

for that day.




STUuDY CALENDAR

Detail View

The Timepoint bar includes the Timepoint and
Date for the Events that are currently displayed,
the previous date and the next date that protocol

activity is due.
\ = Cwvcle 1= Dawv2 Cycle 2 = Day 1 Cwcle3 = Day 1>
1202013 1001 575201 5 107292013

Back to Calendar

P Items and Services Egr‘,zdul odl ycr_"r:pl oted Notes Data Complete [S}Ez?nt;;r
Section name —>  Eval and Mgmt
Physical exam = 1M E2013
Events Vital signs = 10152013
Weight = 10ME2013
Lab/Path Evaluations
CBC with diff, plts = AIE2Z013
Comprehensive Metabolic Panel = AIE2Z013
Drugs/Biologics

Pazopanib A E2013




STUuDY CALENDAR

On the Detail Screen you can document the completion status (Pending, Completed, Skipped)
as well as several other attributes of any event. You can also add a Note to an event.

< Cyclel >Day 15 Cycle 2 = Day 1 Cycle 2 = Day 15 >
05/20/2013 06/03/2013 0e/17/2013
Back to Calendar
Data to
Sponsor

Time Time

P Items and Services Status Seheduled Completed Data Complete

Eval and Mgmt

Physical exam = 06/02/2013
Vital signs “ 06/03/2013
Weight - 06/03/2013
Lab/Path Evaluations
CBC with diff, plts ~ 06/03/2013
Comprehensive Metabolic Panel = 06/03/2013
Drugs/Bioclogics
Pazopamh = 06/03/2013
T A A S | A A A
Event Service Event Projected/ Time Time-stamped notes Data completion &
Exgand Billing Note status Completed submission tracking
Close code icon date

togal

1




STUuDY CALENDAR

Event Status

Statuses are assigned on the Detail Screen and include:

This is the default status. A projected event appears on the date that was projected when the calendar was generated.

Completed
When an event is done, the event Status is changed to Completed and the Date Completed is entered

Skipped
If an event is not completed on the projected or any other date, the Status is changed to Skipped.

Requested and Confirmed were originally created to reflect appointment statuses. Since CRMS is not yet linked to
a clinical appointment system, these two statuses may be used at the discretion of the study team to represent appointment
scheduling or any other activity they chose.




STUuDY CALENDAR

Entering a study event status

5001 test study

Uszi, test [Documents...] ~ Projected
® Requested = Cycle2 =Day1 Cycle3 > Day1 Treatment = Day 35 =
T Confirmed 03/16/2015 04/08/2015 04/14/2015
Back to Calendar B comoleted
o Time Time
V" Treatment Ed sxipped atus Scheduled © leteg Motes Data Complete  Data to Sponsor
Evaluation and Management A
- Cancsl
Physical exam = 04/08/2013
Weight = 04/08/2013
ECOG Performance Status = 04/08/2015
Concomitant Meds — D4/08/2015
Adverse Events = 04/08/2013
Assessments
5001 test study
CT Scan = 04/08/2015 i
Uzi, test [Documents...]
RECIST Read = 04/08/2015 <Cycle2 >Day1l Cycle3 >Day1 Treatment =
Lab/Path Evaluations 03/16/2015 04,/08/2015 04/14/2015

Back to Calendar

Comprehensive Metabolic Panzl = 04/08/2015 P Tieatment Status ;::mh:d w Time o Motes
ul Comple

CBC and Differential = 04/08/2015 Evaluation and Management
Magnesium = 04/08/2015 Physical exam B 04/08/2015
Trestment Weight — 04/08/2013
HiC347s — 04/08/2015 ECDG Performance Status — 04/08/2015
Research Samples .
Post-infusion serum = 04/08/2015 Concomitant Meds = 14/08/2015
Case Report Forms Adverse Events - 04/08/2015
S001.02_Study_Visit " [ Start | — ga/pe/a015 Assessments
CT Scan = 04/08/20153
RECIST Read = 04/08/2015
Lab/Path Evaluations
Comprehensive Metabolic Panel - 04/08/2015

CBC and Differential = 04/08/2015



5001 test study

Uzi, test [Documents...]

Back to Calendar
W Treatment
Evaluation and Management
Physical exam
Weight
ECDG Performance Status
Concomitant Meds
Adverse Events
Assessments
CT Scan
RECIST Read
Lab/Path Evaluations
Comprehensive Metabolic Panel
CBC and Differential
Magnesium
Treatment
MK-3475
Research Samples
Post-infusion serum

Casa Report Forms

< Cycle 2 = Day 1

Cycle 3 = Day 1

STUuDY CALENDAR

Skipped Event : Note

Treatment = Day 35 =

03/16/2015 04/08/2015 04/14/2013
Siatus ;::mh:dulul Time deted Mates Data Cemplete Daia o Sponser
M 04/08/2015
ﬁux‘l.'osv-'zm_s The patient left the clinic befoxe being w-:igh.:dl -

— 04/08/2015
= 04/08/2015

— 04/08/2015

= 04/08/2015

= 04/08/2013

= 04/08/2013
= 04/08/2015

= 04/08/2015

= 04/08/2015

— 04/08/2015

Cancel

5001 test study
Uzi, test [Documents...]

Back to Calendar
W Treatment
Evaluation and Management

Physical exam

Weight

ECOG Performance Status
Concomitant Meds
Adverse Events

Assessments
CT Scan

RECIST Read

< Cycle2 >Dayl Cycle3 =Day1l Treatment = Day 35 =

Status

03/16/2015 04/08/2015

Time Time
Scheduled  Complated

5 04/08/2015

Ed 0e/08/2015

= 04/08/2015

= 04/08/2015

= 04/08/2015

— 04/08/2015

= 04/08/2015

04/14/2015

MNotes

The patient left the clinic before being
weighed

--shooker2 Ejohnshepkins.edu
04/14/15@09:24,

Data Complete

Data to




April 2015

WEDNES|

STUuDY CALENDAR

ldeal Range

5 & 7 -1 g bl
Evaluation and Manzgemeant]
Evaluation and Management]
12 13 b 15 16 17|
Trea = D35
-1
April 2015
SUNDAY MonDaY TUESDAY WEDNESDAY SATURDWY
pL- 20 21 i 23
26| 27 30 = 5 & 7 g =] 0 11
uation and Manzagemeant]
Evalustion and Management]
12 13 14 15 16 17| 18
Trea = 035
R =
=] 19 20 21 o] 23 24 25




STUuDY CALENDAR

Protocol Deviation

<Cycle2 =Day1l Cycle3 »Day1 Treatment = Day 35 =

03/16/2015 04/08/2015 04/14/2015
Back to Calendar
P Treatment Status e N == NP boc e Data Complete @
Evaluation and Management
» Physical exam - B 0+/08/2015
» Weight Ed 04/08/2015 The patient left the clinic before being
weighed
--shooker? @johnshopkins.edu
04/14/15@09:24,
= ECOG Performance Status M 02/08/2015
Toda)
» Concomitant Meds B 04/08/3015 Apl’l' 2015
» Adverse E t m 04/08/2015 SUNDEY MOnDAY WEDNESDAY SATURDAY
Assessments
» CT Scan I 04/08/2013
» RECIST Read ° B 04/08/2015
Lab/Path Evaluations ;
= 5 5 7 8 B 10 1
» Comprehensive Metabolic Panel © 4 04/08/2015 Cye3 = Ot
Evaluation and Management]-
» CBC and Differential * ] - Ammm=zrrmnits]2]
D4/12/2015 1 Lty Fath Evaluatiors]2]
"M . ; Trastment]1]
agnesium E Cancel Research Samples[1]
Treatment - b P |
Evaluation and Manzagemeant]
~ MK-3475 " B 04/08/3015 [=] 12 13 14 15 16 17| ]
Resea Cyc3 = D1
[ RN db sty Path Evaluations[1]
» Post-infusion serum ¥ 0e/08/2015
[ 15 20 21 2 23 24 2
Lab/Path Evaluations
» Comprehensive Metabolic Panel * % 04/08/2015
» Magnesium - G 04/08/2015




STUuDY CALENDAR

Service Note : Billing Code

< Treatment = Day 35 Cycled4 =Day1 Cycles=Dayl =
04/14/2015 0472272015 05/08,/2015
Back 1o Calendar

P Treatment Status 1= 1= Notes Data Complet
Scheduled Completed

Evaluation and Management

Physical exam = 04/22/2015

Weight — 04/22/2015

ECOG Performance Status - 04/22/2015

Concomitant Meds - 04/22/2015

Adverse Events = 04/22/2015
Lab/Path Evaluations

Comprehensive Metabolic Panel = 04,/22/2015

CBC and Differential = 04/22/2015

Magnesium = 04/22/2015
Treatment

MK-2475 = 04/22/2015
Research Samples

Post-infusion serum = 04/22/2015

Treatment = Cycle 4 = Day 1

04/20/2015..04,/24/2015

Service Notes
Collect 2 red top tubes within 30 minutes of completion of infusicn.

Additional Notes

Casa Report Forms
S001.02_Study_Visit * [ Start | — ga/22/2015
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