Stroke Hyperglycemia Insulin
Network Effort (SHINE) Trial

Preparing Study Orders & Laptops
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SHINE Project Director
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Pharmacy Plan Overview

* Pharmacy Plan Summary
— Study treatments on formulary & storage
— Procedure for randomization
—Process for ordering and dispensing
—Naming and labels

e Study Orders

— Medication
—Communication/Physician to nurse orders
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Study Treatments

Control Group

Intervention Group

IV Normal saline Human regular insulin
Infusion 0.9% sodium chloride Humulin R, Novolin R
[Rate per Control Treatment Screen] [Rate per GlucoStabilizer®]
SQ Human regular insulin Rapid acting analog insulin
Injections Humulin R, Novolin R Lispro (Humalog), aspart
[Rate per Control Treatment Screen] (Novolog) or glulisine (Apidra)
[Dose per GlucoStabilizer®]
AND
OR
Basal insulin (Level 3 only)
glargine (Lantus) Normal saline
[40% previous 24 hr total insulin 0.9% sodium chloride
requirement] [0.05mL at ~0900/2100]
D50 Dextrose 50% in water Dextrose 50% in water

[25mL ( 72 amp) slow IV push g 15min
BG<80mg/dL]

[Dose per GlucoStabilizer®]




Communication/Physician to Nurse Orders

* Protocol must be documented
—POC glucose checks

—Meals
60 gram CHO diet
o After check/SQ dose (control group)
e Assess consumption (intervention group)

—Hypoglycemia & severe hypergycemia
protocol
e Consider including
— Pausing, interruptions, discharge, HbAlc,

daily NIHSS .
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PHYSICIAN ORDERS

[} star  -pace xmBoxiF sTAT

ALLERGIES: O wa Clves

DRUG ALLERGIES:

[inchuce reactiaes]

INSTRUCTIONS: 1. Usa ball point pen

Ooctors wite n Diack nk

Nurses write in red ink.

Mures fime and data order when tianscribed

Provider is to sign all orders and include GHN 1D #

Studants and house stalf are to indicale their year in training,

" owee PHYSICIAN ORDERS

CONTROL GROUP TREATMENT
This patient is enrclled in the SHINE study. The patient has been rando
Insulin and IV Saline Infusion). The patient is blinded and does not kno
Please refer to insulin and placebo as “study medication™. Patieats |
stopping study will be written on Day 3. The patient is currently Level
Discontinue all previous ordess for Insulin, Oral or other parenteral antic
Check point of care glucose every hous at the following times: __ @ |
Then every 3 hours (3:00, 6:00, 9:00, 12:00, 15:00. 18:00, 21:00. 24:00))
GIVE INSULIN IF INDICATED ONLY at 06:00, 12:00, 18:00, 24:0
BLOOD DRAW ONLY
PATIENTS WILL NOT RECEIVE INSULIN COVERAGE AT 03:00, ¢
regardless of glucose result.
Administer IV study medication infusion (N$ Placebo delivered by pharma
regular novolin sq liding scale,

NS Placebo

Infusicn

Start and adjust rate as

indicated each tima

glucose is checked.

WD P2

50 Regular Novolin Sliding Scale

Start at level 1. If at the end of the first 24 houf

levels remain 130 or greater, advance to Level |

mi/fhr Gr:‘“;f;le Level 1 Insulin Dase [units]
5 =450 8
5 400-450 7
5 351-399 6
5 300-350 E
5 251-299 4
5 200-250 3
5 180-199 2
4 80-179 o
0 <80 * Sea hypoglycemia

S772801, FT28 (REV. 1140 Medical Record Criginal

“Autvoizstion & harstp gven D dipensa e Ganari
scudvaent or Medicel S approsd  heapautc
‘oquuaien uriass olvanae indicaled by 8 werds -
DO NOT SUBSTITUTE-MEDICAL NECESSTTT™

DRUG =
OTHER: —
Wl [ [ __em
DATE. TIME = TNVESTIGATIONAL DRUG STUDY o
| SHINE STUDY-Control Group Level 2 (page 1 of 2){blood glucoss range BO-170mgldL)
HSC-MS-11-0600 —
PATIENT ID / ADDRESSOGRAPH
1. During afnice mours: (P TamSpm) C-al al 41557 thon fa stuc: to 46604,
[] NKDA sl i o Lo i
har fax order 1o da3744
—‘ pOB. L L
SERVICE |A'ITEND\MG ‘RESIDENT
DIAGNOSIS ‘CUNDITICIN 18:00, 21:00, & 24:00 starting at
N sl
ALLERGIES
ingulin doso In tablo belcw:
Stroke Hyperglycemia Insulin Network Effort (SHINE) Trial

This patient is enrolled in an NIH-NINDS sponsored research trial
UW HSD#43289
Pl: David Tirschwell, MD

(=] Discontinue all other insulin orders and powerplans and all diabetes medication orders
[ Goal Blood Glucose (BG) Target Range: <180mg/dL
[ POC Glucose checks:
1. Blood Glucose Monitoring POC testing
a. Frequency: Q1hour per control treatment screen on study laptop
b. Duration: First 4 hours — then #2

POC testing ONLY.
2. Blood Glucose Monitoring POC testing
a. Frequency: Q3 hours
b. Duration: up to 68 hours.

POC testing ONLY
& IV saline — Regular Insulin/Placebo 100 units/100mL IV infusion
1. Rate: Determined by control treatment screen on study laptop

insulin. Initiate study hypoglycemia protocol
[ Sliding Scale Insulin — Regular Insulin SubQ q 6 hours
1. Dose: Level 1, 2 or 3 per control treatment screen on study laptop
2. Duration: Up to 72 hours

period on study protocol based on the last two POC testing BG results.
[ Basal insulin: Glargine SubQ once at 48 hours from start of study
1. Dose: to be determined by studyteam per special instructions

previous 24 hours total insulin requirement (20.5 round up; <0.5 round down)
] Hypoglycemia prevention and management
1. Hypoglycemia protocol for BG <80mg/dL
a. Stopthe saline infusion and hold all SubQ insulin injections
b. Dextrose 50% 25mL (1/2 amp) q15 mins prm BG <80mg/dL

SHINE ORDERS - CONTROL GROUP

c. Special Instructions: Use capillary blood only unless otherwise directed by study team.

c. Special Instructions: Use capillary blood only unless otherwise directed by study team.

2. Special Instructions: If blood glucose is <80mg/dL, tumn off IV saline infusion and hold all SubQ

3. Special Instructions: Start at Level 1the level will be determined by study team every 24 hour

2. Special Instructions: For Level 3 only, one-time SubQ basal injection at a dose of 40% of

c. Repeat POC glucose checks and treatment q15 minutes until glucose is 280mg/dL

2. Additional steps for BG <70mg/dL

a. Draw STAT laboratory serum glucose measurement. Do not delay treatment with dextrose
%.

50%.
b. Screen the patient for hypoglycemia symptoms using Hypoglycemia Symptomatic

Questionnaire.
i. Repeat q15 minutes when glucose <70mg/dL

PROVIDER SIGHNATURE PRINT NAME |PAGER ‘NPI

‘ DATE |TIME

UW Medicine
Harborview Medicsl Center— UW Medical Center

Northwest Hospital & Medical Center — University of Washington Physicians

Sesttle, Washington

. NEURO STROKE CONTROL GROUP ORDERS — SHINE

PAGE 10F 3
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*U3203°
UH3203 REVNOV 12

WHITE - MEDICAL RECORD

ta Fous timves # day— ONLY at 08:00,

Level 22
wegular dose (units =
16

) injections

il e given (alow TV push aver 1-2 miutca) every
mg/dL. Repeat finger stick glucose checks and
il glucass is =80 wg/dL.

berplete NIHSS nesm ssscamen sy sl toem

irem commarcial pharmacy sucply)
ransBon to Lavel 3 oo the third ay (48
b provised i senacain ordert
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INV SHINE - INTRAVENOUS INSUL IS

BIa -
This research order set fo be used in conjunction Order Sets
blinded study (no information given to patientor fa Manage User Order Sets
type of insulin being administered). Do not ordertt = HSR 15959
medications during medication reconciliation. Disc _—
diabetic medications. = Medications

= HSR 15959 Intervention Group
CLINICAL TRIAL

SR 15954 regular insulin 250 units or placeba in NS 280 mL
CLINICAL TRIAL

Iritravenous, COMTIMUOUS starting Todsy at 1600 until Thu 315 &t 1559
Administer I% per protocal wtilizing the Glucostabilizer . Subject 1D **,

[7 PATIENT PARTICIPATING IN CLINICAL O cuestions: Prompt Answer
TRIAL 1. Informed consernt signed for this course? € Ves

|
STUDY ORDERS (RS Pty 0w | gy [roetsmantted H e s B

Adrminister IV per protocal utilizing the Glucostabilizer. Subject ID; %,

INITIAL GLUCOSTABILIZER PROGRAM ORDER

[¥ SHINE STROKE STUDY
PARTICIPANT/INITIAL GLUCOSTABILIZER
PROGRAM ORDER: PATIENT IS NOT TO
RECEIVE ANY PREVIOUS INSULIM Freguency:

SRR R AL TIEETE CONTINUCUS rel| Cortinuous

MEDICATION ORDERS AT START OF Far: & Howrs " Days

STUDY THROUGH THE DURATION OF 72

HOUR STUDY BETE} (s
[# SHINE STROKE STUDY Starting: Today 1600 Ending: Thu 315 1559

PARTICIPANT/GLUCOSTABILIZER Amcs L

PROGRAM ORDER: OBTAIN INITIAL Scheduled Times: Hide Schedule

FINGERSTICK GLUCOSE AND REPEAT AS 3/12/12|1600

DIRECTED BY THE IV GLUCOSTABILIZER Addditionsl Drder Dietal

PROGRAM [ ] itional Order Dietails
[# SHINE STROKE STUDY

PARTICIPANT/GLUCOSTABILIZER [ HSR 15959 Lispra ar Saline

PROGRAM ORDER: INITIALIZE & A

MAINTAIN IV GLUCOSTABILIZER [ hsr 15959 dextrose 50% injection B - -

PROGRAM Intravenous, PRM, Administer 1% per protocol utilizing the Glucostabilizer.
[Z SHINE STROKE STUDY Routine, UNTIL DISCONTINUED, Starting today

PARTICIPANT/GLUCOSTABILIZER For Until specified

PROGRAM ORDER: ENTER BLOOD
GLUCOSE VALUES (FINGERSTICK) AND
CARBOHYDRATE GRAMS AS NEEDED
INTO IV GLUCOSTABILIZER PROGRAM

NURSING ORDERS
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Infusion label
must not be
unblinding

\
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Labels and Naming

Patient, Study A. BSTD-B4XX
MANKNXNXNXX DOB: mmvdd/vywy
insulin regular human/placebo 1G0units
sodium chloride 0.9% tGOmL

Fimal Volume: 161mL
Intravenous, Continuous, Rate: £ -5 mbhr

**nvestigational Study Medication®*

HIC #2012-041 SHINE Trial

Adiust infusion as necessary based on finger stick
ghucose results.

Bue: U751 1500

Prepared At
Stability: 24 Hours after prep time
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Allegheny General Hospital =~ -

Labels

_ Rm

Rcs425 y SHINE 'r'rl'al S

lnsulln Regular 100 units GR Plac:ebo

100 mi D 9% Sallne

E."Plres. e it

Madeby _  Chkdby _

INVESTIGATIONAL - o

DRUG

/ Standard \

stickers can be
applied (i.e.
high risk or inv
drug), but
must include a
matching
‘PLACEBO’
sticker
required if
‘INSULIN’

\sticker applied/
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Medical Record & Source Documentation

Freq: J TIMES DALY WITH MEALS

Routa: Subcutaneous

Dizpensed Volurme: 3 mL

Administrations Remaining: 1

Order 3ar Time: 1072612 1730

Order End Tima: 1002812 0400

Disp Location: 6 Wast Pyxis

Last Admin Given: 10/27H12 1723

Admin Instruction: For patients who are po
oF Pecehing bolus tube feeds. Admindstar SC
per profocol ulilizing the Glucostabilizer

recommendations.
| Last3Actions  Next3 Scheduled
10527 10627 10827
0438 | 16 | A7 |
R,
RatéDoge Rafeage RateTose Rate
Change Change Change Change
2257 MR (0T IR 0204 MR 355 MR
0.9 Unitshr 1.1 Unifsihr LG Units'hr 0.7 Unitghr
Order Stan Time: 1072612 1700 0.9 mLhr 1.4 mLhr 0.6 L 0.7 mLMhe
Grder End Time: 1002812 0435 [C1

Disp Location: UVA Inpatient Pharmacy
Last Admin Given: 10/28M12 0223

Admin Instruction: Subjad 100

5802 Administer IV per study

pratecol, When glucose > 500 mg/dL, nofify
hause officer of glucasa leval

w Mixture Administration Information
|I.IHHr:.ulh|1 | Type  Amount




SHINE Study Drug Stickers

 Must only be applied by

pharmacist preparing study SHINE
infusion Study Drug

e Retain the sticker from one { b

infusion bag for monitoring

e Study-supplied stickers for
infusion (request resupply at
least 2 wks in advance)
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Anticipating Pharmacy Related Issues

* Required labeling due to high risk med

* Site-specific standard care preference for
insulin pens/training for syringes

e Standard care protocols for dextrose-
containing solutions

.
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Study Laptops
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Preparing Study Laptops

* Review by IT or clinical engineering if
heeded

 Confirm preferred connection with IT and
set as default

e Test laptops

* Consider storage location
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