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Current state of EHR Builds for Clinical Trial

* Research EHR builds are complex, time-consuming, costly and
inefficient serving only few patients

 Multiple treatment plans are often needed based on arms, cohorts etc
* Health systems may have many separate instances of same EHR

* Age of precision medicine has compounded the complexity

 Example: NCl match has 37 arms and 1,100 sites. Could necessitate > 40,000
builds if all sites opened all arms

20 — 30% of clinical trials and 40 — 50% of treatment plans built
in EHR are never used a single time!



Current state is REPETITIVE builds necessitated by
DIFFERENCES in drug formulary, procedures, SOP and

style

Our goal is to build ONCE and disseminate



Clinical Trial Rapid Activation Consortium (CTRAC)

e Collaboration between

City ofHope Academic sites, EHR vendors,
: and NCI

,** Dana Farber . L.
: * Analyzed existing workflow and

MDAnderson il
m -------- Ganeer Center builds

m) ey NilngCars oy * Form teams to tackle complex
INSTITUTE CTRAC Coordinating Site
problems

@ e Supported via CCSG
University of Supplements

University of
Wisconsin




Current Repetitive Process at Each Site

Source Documents Content Extraction Build Documents EHR Build Validation

Protocol
document

Investigational drug Investigational
information

drug data sheet

Ol
|

¥
s

Template for
Protocol information Oncology
Protocol Content

Study calendar

Investigational

Appendices brochure Resolve missing
and ancillary ;haanrg:l’cy information and apply Massive pivot between
documents Lab manual site preference and task orientation and

standards timepoint orientation




Investigational Drug Build

* Content in protocols documents

. ™ SRR
and pharmacy manuals L”;aejﬂgi;'ona' Technical build
. . Build
* Many items that Pls do not think Document
about
. . e Content * eRX,
CSTD, _prOteCt from llght’ dose \__ | extraction from | medication
rou ndmg protocols and build
. pharmacy
* Frequent back and forth with manuals

sponsors for clarification causing
delays



Investigational Drug Data Sheet

e Structured content
extraction
maximizing discreet
content

e Site decisions needed

* Pl/sponsored signed
needed for trust

CTRAC Investigational Drug Data Sheet - Non Parenteral Drug

Site Name: mpacc
One drug per sheet. Insert additional sheet as needed. Version 05/27/2021

Ref # ield Name CTRAC Response Site-Specific Response (Blank if same as CT!
Medication Name ! E::ia:: ::2 name + Generic name + Brand name (if applicable) Olapartb;
2 Is this drug FREE of charge to the patient? Free to Patient
3 Is this drug FDA Approved for any indication? Yes
Medication Supply Source 24 Vial/Bottle/Kit assignment needed No
27 Controlled Substance No
34 Sponsor will provide study specific supplies/accessories No
example: cooler, ice pack
3 Drug Strength(s) 100mg and 150mg
6 Drug Formulation tablet
example: capsule, tablet, powder, suspension
7 Drug Concentration NA
e e S i D -
example: 30 tablets per bottle, 5 capsules per biister pack, 4 blister packs per carton 32 tablets per bottle
New Can different strength be combined for single dose Yes
New Can different form be combined for single dose (examplet: tablets and No Did not specify
capsules)
10a Drug Routes Allowed (multi-select) PO &
Ear drops
Enteral tube e
Eye drops
Inhaled/nebulized
5 Dose Ordering Options (multi-select) Flat dose - mcg A
Flat dose - mg
mcg/kg
Dosing Details mcg/m2 ~
mg/kg ;‘
New Final Dose Unit mg
9 Maximum Dose 300mg PO BID (initial dose level)
250mg PO BID (1st dose reduction)
200mg PO BID (2nd dose reduction)
discontinue (3rd dose reduction)
8a Can medication DOSE be rounded per institutional standard? Not Protocol Specified*®
8b Can medication VOLUME be rounded per institutional standard? Not Applicable
12 Frequency Options Q12h for 28 day cycle
17 Follow Chemotherapy Precautions Yes - Protocol Specified
Package Storage, 20 Use CSTD for preparation Not Applicable
i i i 23 Protect from light (final product) Not Protocol Specified*
Requirements 25 Dispense exact quantity? Not Protocol Specified*
26 Dispense full bottles/containers Not Protocol Specified*




Example of Site Decision for Medication Build

Protocol Text

Drug ABC123is supplied
as lyophilized powder in
100 mg vial. ABC123 can
be diluted in D5W or NS
to final concentration
between 1mg/mLto
6.7mg/mL. Finalvolume
of 100mL or 250 mL is
recommended.

Field Name CTRAC Site

Drug Name ABC123 ABC123

Drug Formulation Lyophilized powder Lyophilized powder
Diluent D5W or NS D5W

Final Volume 1000r 250 mL 100

Use CSTD Not protocol specified Use CSTD

Protect from light Not protocol specified No




eRX build tool

CTRAC
Investigational
Drug Data Sheet

LU

eRX Build Tool

* eRX build tool as rules/mapping
engine that transforms data
from CTRAC Investigational Drug
Data Sheet to site specific eRX

JIEN JTEN TN

e Each site will configure and
maintain the site-specific rules

* Phase approach to content

siespecificerx CcOverage and complexity of the
build



Analyzed existing workflow and builds ‘ Y

Clinical Content

* Treatment plans includes two types of orders

* Protocol specific (less variable)
* |Investigational meds
» Special procedures

* General orders (more variable)
» Supportive medication
e |V fluids
* Parameters

* Used Order Groups to construct a standard representation of the
treatment plans, which can then be mapped to local EHR installations



Centralized build and use
CTRAC specificorder groups

Site import build and validate

CTRACNCI1234

CTRAC Home antiemetic L2

CTRAC scheduling

CTRAClabs CBC

CTRAC PreMed diphenhydramine

CTRAC Invchemo
* CTRACINVNCI1234 Agent1

CTRAC Adult Hypersensitivity V1

MDACCNCI1234

CTRAC Home antiemetic L2
¢ Ondansetron

CTRAC scheduling
* MDACC aptrequest

CTRAC labs CBC
e MDACC CBC

CTRAC PreMed diphenhydramine
* diphenhydramine

CTRAC Invchemo
e CTRAC INV NCI1234 Agent 1

CTRAC Adult Hypersensitivity V1

Initiate “Hypersensitivity clin param order
set”

Institution ANCI1234

CTRAC Home antiemetic L2
* Granisetron

CTRAC scheduling
* |INST A aptrequest

CTRAC labs CBC
e« |INSTA CBC

CTRAC PreMed diphenhydramine
* diphenhydramine

CTRAC Invchemo
e CTRAC INV NCI1234 Agent 1

CTRAC Adult Hypersensitivity V1
* Diphenhydramine +hydrocortisone

Institution BNCI1234

CTRAC Home antiemetic L2
* Palonosetron

CTRAC scheduling
* Reminder -scheduleinother system

CTRAC labs CBC
e INSTB CBC

CTRAC PreMed diphenhydramine
* diphenhydramine

CTRAC Invchemo
e CTRAC INV NCI1234 Agent 1

CTRAC Adult Hypersensitivity V1
e Acetaminophen +dexamethasone




Defined reusable and protocol specific order groups

Order group folder Order group name Order group Purpose Orders(s)included Comment No clinical
type decision
DIAGNOSTIC TESTS CTRAC OP DIAGTEST | Reusable Evaluate for electrocardiogram abnormalities ECG Ifsite does notinclude diagnostic testsin its Yes
ECG V1 protocol build, the order group should be left
blank or replaced bya communication orderthat
remind the research teamto place orderby
alternative method.
Discharge CTRAC OP DISCH Reusable Communicate discharge instruction and Discharge instructionand education If site does notinclude Discharge Instructionsin | Yes
INSTRUCTION V1 education its protocol build, the order group shouldbe left
blank.
Flushes CTRAC IP FLUSHES NS | Reusable Cause line for infusion of medications to be Flush line with NS. Ifsite does notinclude flushesin its protocol Yes
V1 flushed with sodium chloride 0.9% (NS). build, the order group shouldbe replaced by a
communication order that remind the team to
flush line with NS.
Hypersensitivity CTRACIP HSR ADULT | Reusable Activate hypersensitivity interventions. Per localadult hypersensitivity protocol. Order Ifsite does notinclude hypersensitivity in its No
HYPERSENS can be theactivation of parameter protocol build, the order group should be left
INTERVENTION V1 orders/standing order. Altemnatively, the blank or replaced bya communication order.
protocol can contain multiple individual orders
needed for hypersensitivity intervention.
Labs CTRAC OP LABS CBC Reusable Cause for bloodto bedrawnto assess CBC with | CBC with platelet and differential If site does notincludelabsin its protocol build, | Yes
diffvl platelet and differential the order group shouldbe left blank or replaced
by a communication order that remind the
research teamto place order by alternative
method.
Pre-Medications CTRAC IP PREMED Reusable Antiemeticgiven prior totherapeuticagents. Dose, route,and product specific administration | Frequency, offset times, and additional No
ANTIEMETIC - Two agents fromdifferent class are generally instructions. administration instructions shouldbe addedat
MODERATE given IV. For example, the PRL level. Examplesinclude ondansetron,
EMETOGENICITY V1 - 5-HT3 antagonist granisetron, palonosetron.
- dexamethasone




= Build Document =
Faithful capture of protocol content is insufficient for build

* Lack of standard in content provided in protocol
* Complete specification with no flexibility (study drug)
* Missing from protocol with assumption sites will fill
* Some specification with flexibility and need for clinical decisions from sites

* Lack of standard in location of key content needed for protocol build

* Existing build process includes micro decisions that are largely
undocumented



Centralized build and use
CTRAC specific order groups

CTRACNCI1234

CTRAC Home antiemeticl2

CTRAC scheduling

e
e

CTRAClabs CBC

CTRAC PreMed diphenhydramine

CTRAC Invchemo
* CTRACINVNCI1234 Agent1

CTRAC Adult Hypersensitivity V1 \

Package

Import
Package

Map order group to
CTRAC order groups
in site systemas
part of import
process

Site import and validate
MDACCNCI1234

CTRAC Home antiemetic L2
* Ondansetron

CTRAC scheduling
* MDACC apt request

CTRAC labs CBC
e MDACC CBC

CTRAC PreMed diphenhydramine
* diphenhydramine

CTRAC Invchemo
e CTRAC INV NCI1234 Agent 1

CTRAC Adult Hypersensitivity V1

Initiate “Hypersensitivity clin param order
set”




Peer sharing of NCI MATCH Arm Z1F

Followed by iterative refinement and sharing of other studies

CTRAC ECOGEAY131 COPANLISIE IV (ARMS Z1F/Z1G/Z1H)

Cycle 1- Perform: 1 time. Length 28 days
Day 1~ Perdorm 1 time on day 1 of the cycle. Day length 1 day. Research tolerance: -7/40 days,

CTRAC OP SCHD APPT REQUEST 4 HRS V1 ffor testing)
CTRAC OP LABS BLOOD BHCG V1 for testing) - Seiection mode: Single-Select. Selection reguiremert. None.

Pregrency Test fioad
Labs,STAT
Expected:, Bpires 54365
Sekection condition: Patient coudd become pregnant™
(CTRAC OP LABS CBC DIFF V1 for testing)

CBCwith Maowsl Diff f Auto s

Labs, STAT
Eapected: S Dpires $+365

CTRAC O LASS QM V1 for testing)

Compeehersiae Metabolic Parel

Labs, STAT
Expected: S, Bpires 54365

CTRAC OP LABS LDH V1 (for testing)

Lactate Dehyrogenase (IDF)

Labs, STAT
Epectad:$ bpires §+365

CTRAC OP LABS MAGNESIUM LEVEL V1 (for testing)

Magneshm Senum

Labs, STAT
Expected:S, Dpies §+365

CTRAC OP LABS PHOSPHORUS LEVEL V1 (for testing)

Phosphorus SenumPlasaa

Labs, STAT
Epected: S Bpires §+365

CTRAC OP LABS URIC ACID V1 ffor testing)

Uric Acid Senum

Labs, STAT
Epectad:§ bpites §+365

(CTRAC OP LABS URINE HCG V1 for testing) - Selection mode: Single-Select. Selection requirement None
Pregrancy Test Urine

Labs, STAT

Sekection condition Patint could brcome pregnant®

CTRAC ECOGEAY121 Z1 NURORD VITAL SIGNS 1V (for testing)

Vi sgrs.

Nursing Irstrctions, STAT, bipectd S, bres $+365, Routine Vita Signs, Pre-ose: Please measure 10 min prio 0 each
G

mimbig Hokd if Blood Pressse is more than!SY90 minkg
CTRAC ECOGEAY131 Z1 NURORD VITAL SIGNS 2 V1 for testing)
ONC Nursing Communication
Rusing Instrctions,Expectec 5, Bpirs §+365
e dosec 30 mins +/- 10 mins post st of nfusion, 60 mins +/- 10 s past

Sign ]
start of infusion (s end of nfusion), 50 minutes +/- 10 mirs post end of nfusian and 120 minutes +/- 10 mins {post end of infusion)
Pre.dase a Start of Infusion, lease measure Blood Pressure Pre-doser at Start of Infusion.

CTRAC ECOGEAY131 Z1 NURCOMM 1 V1 {for testing)

ONC Nursing Commuication 1

Nousing Instrctions, Expectec 5, Bpirs: $+ 365
3 at stat of iusion, 1 hout post-compie 2

ot post comption of nfsin
CTRAC 1P THPARAM 1 HOLD ANC 3, PLT 100, HGB 9 V1 {fortesting)

Treatment conditions 1

Conditiondl Ones, Expectet 5, e S+365
Holdtreatment and notily physician & ANC s e than 3 kimm3, 100kmm3,

CTRAC 1P PCOMM NO STEROID V1 for testing)

ONC Physican Communiation
Providee Communication, Expectect S, Exgies §+365
Coticostervd pre-meication is NOT dlowed

CTRAC P IVFLUID NS 03% INFUSION V1 {fortesting)

NS infusion
IV Mairtenance, ntravenous, at 5100 miL/hr, CONTINUOUS, Starting ot treatmer start tive
Use o keep vein apen and fiush e

CTRAC 1P PREMED IV ANTIEMETIC L1 MG V1 (for testing)

polonosstion (ALOKI) ijecion 025 mg
Pre-Medications, 025 mg,Itravenous, ONCE, Adniniste oves 05 Mirutes,Stting when rleased, For 1 dose
and, conds.

CTRAC ECOGEAY131 Z1 CHEMO INV COPANLISIB V1 (for testing)

151111 STUDY copardisib 60 mg i NS 100 mL WPB.

Imestigaiona, 60mg, ktravenaus, at 104 mih, ONCE For 1 dose
Fushwith NS in e of drug. infusion
CTRAC IP FLUSHES NS V1 for testing)
1S infusion

IV Martenance, Inlravenous, at 5100 mihr, ONCE, Starte) o treatment start tme, For 1 dose.
CTRAC 1 PRNMED CLONIDINE HCL V1 (for testing)
CTRAC IP PRNMED IV ANTIEMETIC L1 V1 ffor testing)

CTRAC 1P HSR ADULT HYPERSENS INTERVENTION V1 {for testing)

CTRAC OP DISCH INSTRUCTION V1 {for testing)

Doy~ Perorn 1 time n day 8 of the cyck. Day engeh 1 oy .
CTRAC OP SCHD APPT REQUEST 4 HRS V1 (for testing)

‘CTRAC OP LABS CBC DIFF V1 (for testing)

CBCwith Marusal Dff # Auto Fais

Labs, STAT
Expected: S, bpires §+365

CTRAC OP LABS CMP V1 ffor testing)

Comprebersive Metabolc Parel

Labs, STAT
Expected: S bpies §+365

‘CTRAC O LABS MAGNESIUM LEVEL V1 ffor testing)
Magaesiam Senum

Labs, STAT

Expected: S Bpires §+365

CTRAC OP LABS URIC ACID V1 {for testing)
U Acid Seum

Labs STAT
Expected: S bpies 4365

CTRAC ECOGEAY131 Z1 NURORD VITAL SIGNS 111 (for testing)

Vid s
Nussing Insinctions, STAT, Expectdt §, Dxires: $+365, Routine Vita Siges, re-dase. Plase measute 510 min prior 1 each

g, Hold o Pesureis mor th 15050 g
(CTRAC ECOGEAY131 Z1 NURORD VITAL SIGNS 2 V1 (for testing)

ONC Nursing Communication

Nussing Instructions Expectect S, Expres: §+365
30mins +/- 10 mins post mins +/- 10mine

nfusion and 120 minuses +/- 10 mins (post end of it

Sign »
start of infusi  of nfusian), 60 minutes +/- 10
Predose at

CTRAC ECOGEAY131 Z1 NURCOMM 1 V1 {for testing)

ONC Nursing Communiation 1

Nusing Instnctions,Expecte 5, Bpirs $+265
Please pesform ghcose monitoeing (figer tics) ot statofinfushon, ot end ofifusion, 1 hour post-compietion of infusion &

hours post completion of nfusion.
‘CTRAC 1P PCONM NO STEROID V1 for testing)

ONC Physican Communication

Provier Commurication, Expectedt 5, ires §+365
Corticosteroid pre-medication is NOT allowedd.

(CTRAC IP PREMED IV ANTIEMETIC L1 MG V1 (for testing)

palonasetron (LX) inection 025 g
re Medications, 025 mg, Intraenous, ONCE, Admiristerover 0.5 Minuts,Ststing when released, For 1 dose:
30 secands

(CTRAC ECOGEAY131 Z1 CHEMO INV COPANLISIB V1 (for testing)

15111 STUDY copenlisib 60 mg NS 100 ml VPB

Ivestigationsl, 60mg, kitrawenous, at 104 mus, ONCE
Fushwith NS " g day

CTRAC 1P FLUSHES NS V1 (for testing)

S infsion
IV Mantenance, Inraenous, at5-100 mih, ONCE, Stattng a treatment start time, For 1 dose.

CTRAC 1 PRNMED CLONIDINE HCL V1 (for testing)
CTRAC 1P PRNMED |V ANTIEMETIC L1V1 for testing)
CTRAC 1P HSR ADULT HYPERSENS INTERVENTION V1 {for testing)

CTRAC OP DISCH INSTRUCTION V1 {for testing)

Doy 15 - Perform 1 ime on day 150f the cyle Dey langth 1 day. Research toleance: 0740 cys.

CTRAC OP SCHD APPT REQUEST 4 HRS V1 (for testing)

CTRAC 0P LABS CBC DIFF V1 (fortestng)

COCwith Marusal D i Auto Fals

Labs, STAT
Expected: S, Bpires 4365

CTRAC OP LABS CMP V1 (for testing)

Compeehensie Metabolic Parel

Labs, STAT
Epected: S, bpires §+365

CTRAC OP LABS MAGNESIUM LEVEL V1 (for testing)
Magneshm Senum

Labs, STAT
Epected:S, Dpies 4365

CTRAC OP LABS URIC ACID V1 {for testing)

Uric Akl Semum.

Labs STAT
Eipected: S bpites §+365

CTRAC ECOGEAY131 Z1 NURORD VITAL SIGNS 1\ (for testing)

Vied signs

TAT Epeced §,Bpies: 51365, igrs e dose. P
Jess than!550

mimbg. Hold f Biood Pressure is more then150/90 mmkg
CTRAC ECOGEAY131 Z1 NURORD VITAL SIGNS 2 V1 (for testing)
ONC Nursing Communication

Nusing nsthctions, Expectec $, bpires: $+265
Routine Vta Signs, Please mesure Blood Pressure post dose: 30 mins +(- 10 mis pos tat of infusion, 60 mies +/- 10 s past

Clinical Content Protocol

end ind 120 minutes +/- infusior)

fartof nfusion), 50 miwtes + - 101
Pre-dose at Start of infusion, Please measure Blood Pressure Pre-dose: at Start of Infusion

CTRAC ECOGEAY121 Z1 NURCOMM 11 {for testing)
ONC Nursing Communication |
Nusing Irstnctions,Expected §, Bpines $+365
Plesse perform gucoss monitoing (finger stiks). atsart of ks, at end ofifusion 1 howr post-completon of infusion and 2
Hours post-completion o nfusion
(CTRAC 1P PCOMM NO STEROID V1 for testing)

ONC Pysican Communiation

Pronider Communication, Expectect S, Exires: 5+365
Cotiosteroa)pre-mecicatan is NOT alowed

(CTRAC IP PREMED IV ANTIEMETIC L1 MG V1 (for testing)

palonssetion (ALOKI) ijection 025 g
Pre Medicatons, 025 mg, ntaverous, ONCE, Admirister over 0.5 Miutes,Strting when rleae. For 1 dose
and i 30 seconds

(CTRAC ECOGEAY131 Z1 CHEMO INV COPANLISIB V1 (for testing)

15-1111 STUDY copenlisib 60 mg N 100 ml VPO
Imestigationd, 60 mg, rasenaus, at 104 mihy, ONCE, Admiister ver 60 Minutes, Starting when eeased, For 1 dose
ush wih A

CTRAC IP FLUSHES NS V1 ffor testing)

1 infusion
IV Maintenance, Intravenous, at 5-100 mL/hr, ONCE, Starting o treatment start time, For 1 dose:

CTRAC 1P PRNMED CLONIDINE HCL V1 (for testing)
CTRAC 1 PRNMED IV ANTIEMETIC L1 V1 ffor testing)
CTRAC IP HSR ADULT HYPERSENS INTERVENTION V1 ffor testing)

CTRAC OP DISCH INSTRUCTION V1 {for testing)

Cycle 1, days 1, 8 and 15 of protocol exported by MDACC and subsequently imported by U. Colorado



Workflow for EHR-TPC generation and transmission

Build
. CTRAC o
Study Clinical document RIETe Site import Site

content with CTRAC and ot
extraction clinical pgggg?te adjustments validation
decisions

documents

Sponsor/Pl . .
signoff Site build




We can DELIVER A PROTOCOL but sites needs to do
substantial post import adjustment to fit local
standards

Can we deliver more TAILORED content



Workgroup

Comparison of Order
Category Sequences

Epic working on a build
wizard to solve preference
issue

MDACC
Pre-treatment / Pre-cycle Day

Take-home chemotherapy
Take-home medications

Treatment Day

Appointment requests
Take-home chemotherapy
Take-home medications

Labs

Pharmacologic studies
Diagnostic tests

Nursing orders (vitals; pharmacologic studies)

Nursing orders (treatment parameters)
Provider communication

Nursing orders - nursing communication

Hydration/IV fluids
Pre-medications

Chemotherapy/biotherapy/investigational

Cell infusion
Post-hydration/fluids

Flushes

Supportive care

Growth factors

PRN medications
Hypersensitivity protocol
Discharge

Partners

Pre-treatment / Pre-cycle Day

Treatment Day

Take-home supportive Rx
Take-home chemotherapy

Labs

Criteria to treat
Communication orders

Anti-emetics & Pre-medications

Hydrations
Hypersensitivity

Chemotherapy

Post-treatment orders

uw

Pre-treatment / Pre-cycle Day
Treatment plant information

Consent
Pre-labs

Nursing procedures/monitoring, and assessment

Take-home medications

Treatment Day

Treatment Plan information

Consent
IV Access

Pre-labs

Additional labs

Treatment conditions

Unv Colorado
Pre-treatment / Pre-cycle Day

Take-home chemotherapy
Take-home medications

Treatment Day

Pharmacy Communications
Provider communications
Labs

Conditional orders

Nursing procedures/monitoring, and assessment Nursing instructions

Hydration
Pre-medications

Emergency medications

Treatment medications

Supportive care orders

Conditional orders
Take home medications
Follow-up

ECGs (other)
IV maintenance

Hydration/ Pre-hydration
Pre-medications
Medications

Chemotherapy (investigational
IV/oral/hormonal/targeted therapy)

Post-hydration
Post-infusion labs

Break-through antiemetics (inpatient only)

Supportive Care

Infusion/hypersensivitiy Reaction

Take-Home Medications

Take-Home Medications
Oral Chemotherapy
Appointment Requests

Labs

Research Labs

Treatment Parameters

Clinical Trial RN Orders
Clinic/Infusion RN Orders
Hydration
Pre-Medications

Disease Therapies and Investigational

Islet Product (DM only)

T Cells

Supportive Care

Emergency Medications



Rigid site standards and style

. Day 1- Perform 1 time on day 1 of the cycle. Day length: 1 day

Take-Home Medications
ondansetron (ZOFRAN) 8 MG tablet
Oral, Every 8 hours PRN Starting S Until Discontinued, Normal

Take-Home Chemotherapy [ 7 |
. ID-AZD6738 <ceralasertib> (NCI 10358) 20 mg tablet
Take on days 1 through 7 of you chemotherapy treatment. Avoid eating grapefruit, grapefruit
juice, or Seville oranges during treatment. Refer to drug diary for instructions.
Oral, 2 times daily Starting S Until Discontinued, Print
. ID-AZD6738 <ceralasertib> (NCI 10358) 80 mg tablet
Take on days 1 through 7 of you chemotherapy treatment. Avoid eating grapefruit, grapefruit
juice, or Seville oranges during treatment Refer to drug diary for instructions.
Print

. Day 1 - Perform 1 time on day 1 of the cycle. Day length: 1 day [ |
Take-Home Medications -
ondansetron (ZOFRAN) 8 MG tablet
Oral, Every 8 hours PRN Starting S Until Discontinued, Normal
Take-Home Chemotherapy .

B 1D-AZD6738 <ceralasertib> (NCI 10358) 20 mg tablet
Take on days 1 through 7 of you chemotherapy treatment. Avoid eating grapefruit, grapefruit
juice, or Seville oranges during treatment. Refer to drug diary for instructions.
Oral, 2 times daily Starting S Until Discontinued, Print

. ID-AZD6738 <ceralasertib> (NCI 10358) 80 mg tablet
Take on days 1 through 7 of you chemotherapy treatment. Avoid eating grapefruit, grapefruit
JLIICE' or Seville oranges during treatment. Refer to drug diary for instructions.

Qralcdimesdaileatacting.SLintiLDiscontinned oot

Criteria to Treat

Routine, Once Starting when released

For AZAD6738: Hold treatment and notify study team if platelet count < 50,000, ANC < 1,000,
Hemoglobin < 8,

Criteria to Treat

Routine, Once Starting when released

For DS-8201A V1. Hold treatment and notify study team if platelet count < 25,000, ANC < 500,
Hemoglobin < 8, ALC < 200, Troponin > ULN, AST > 5 x ULN, ALT > 5 x ULN, Total bilirubin > 2
x ULN, serum creatinine >3 x baseline or >6 x ULN, LVEF <45% or > 10% decline from baseline,

QL0005 002002 changefrom haseling

. ] l Treatment Parameters . ]

Routine, Once Starting when released

For AZAD6738: Hold treatment and notify study team if platelet count < 50,000, ANC < 1,000,
Hemoglobin < 8§,

Criteria to Treat

Routine, Once Starting when released

For DS-8201A V1: Hold treatment and notify study team if platelet count < 25,000, ANC < 500,
Hemoglobin < 8, ALC < 200, Troponin > ULN, AST > 5 x ULN, ALT > 5 x ULN, Total bilirubin > 2

x ULN, serum creatmlne >3 x baseline or >6 x ULN, LVEF <45% or > 10% decline from baseline,
AT ~

l Communication Orders

Routine, Once Starting when released
On days where both DS-8201a and AZD6738 are administered, AZD6738 should be taken first

- ] l Nursing Communication . ]

Routine, Once Starting when released
On days where both DS-8201a and AZD6738 are administered, AZD6738 should be taken first



Clinical Content

Text document
* No one person has full

knowledge needed for build and

execution
t=y * Differing views based on role
tu
i dru i- [ [ [
ey SRR * Need to categorize items in
protocol
Line * Fully specified
Flush
. - -
Study EHR C.TRAF c.llnlcal (#e.CISIOI’l
Calendar build * site clinical decision



Protocol treatment plan at its core is about TASKS and
WHEN (timepoints) to do them

Tasks and timepoints can be represented in a
DATABASE



Future direction

* Work continues under newly
expended EHR Pilot Consortium

e Standardized clinic content extraction
to database represented as tasks and
timepoints

e Task library for general tasks

* Application to deliver build content
tailored to site standards

* Working with Epic to minimize post
import work

 Expand to other EHR

Cycle Day Ordergroup

Pretreatment

CTRAC OP HOMEMED ANTIEMETIC - MODERATE EMETOGENICITY V

1

CTRACOP NCI10358 INVAZD6738 HOMECHEMO V1

CTRAC OP LABS CBCdiffvl

CTRACOP LABS CMP V1

CTRACOP LABS URINEHCG V1

CTRAC OP NURORD VITALSIGNS V1

CTRACNCI10358 NURCOMM MEDSEQ V1

CTRACIP NCI10358 TXPARAM AZD V1

CTRACIP NCI10358 TXPARAM DS-8201av1l

CTRACOP PROVCOMMSTRONG CY3A4 INHIB +INDUCV1

CTRAC OP PROVCOMM GRAPEFRUIT +SEVILLE ORANGES V1

CTRACOP PROVCOMMOPHTHALMOLOGICEXAM V1

CTRACOP PROVCOMMWEIGHT CHANGE >10% V1

CTRACIP PREMED ANTIEMETIC - MODERATE EMETOGENICITY V1

CTRACIP NCI10358 INVAZD6738 v1

CTRACIP NCI10358 INV DS-8201av1

CTRAC OP LABS RESEARCH SAMPLE COLLECTION V1

R lrlRrlRr]lr]lRr]lRrRr]Rr]lRr]RrR,r]lRr]Rr ], ]Rr ]|~

1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1

CTRAC P PRNMED ANTIEMETIC - FIRSTCHOICE V1

CTRAC OP DISCH INSTRUCTION V1




Long term goal

Structured authoring of protocol leveraging task
library and content templates

Structured representation of treatment plan
tasks and timepoints

Deliver tailored build content to sites based on
site SOP and workflow

Develop and mature data standard for
treatment plan content

Reimagine how protocols should be
represented in the electronic era




Build

document o
Structured Site import

protocol and

authoring validation
EHR

package
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