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lnstitute for Safe Medication
Practices

 Non profit independent organization
« Multidisciplinary board and staff
e International in scope
e Mission
— Educate about system causes of error

— Translate errors into education

— Interact with accrediting, regulatory, licensing,
professional, manufacturers, and government agencies
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Medication: Errors Reporting Pregram

Operated by the
United States Pharmacopela in cooperation
withi the

Institute for Safe Medication Practices

Report medication errors in confidence:
1 800 FAIL SAE(E)
WAL ISINRL. O g /MWW, US P, OYg

(USP and ISMIP are EDA mMeEDWATCH parthners)
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Names

e Depo-Subg Provera 104 and Depo-Provera
(both medroxyprogresterone accetate
suspension)

* Novolog and Novolog Mix 70/30; Novolin and
Novolin 70/30; Novolog and Novolin

 Amicar (Aminocaproic Acid) and Omacor
(Omega-3-Acid Ethyl Esters)

e Zegerid (omeprazole) 40mg; Zestril (lisinopril)
40mg
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Serazone — Serogquel.  Lamictal - Lamisil

|  LAMI/CTAL

Ser O OUEL fﬁmarate

“(LAMOTRIGINE)

Rx only
Phatmaceucals LP

Quetiapine fumarate / e
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NOC 0002-4117-60
Tablets Ma. 4117

“

i -
Olanzapine | | Zyrtec

Tablets 1 Sl

10 Mg Y
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nNDc 0002-4112-60
0 Tablets Mo, 4 |

Zy PREX/

Olanzapine

Tablets

Do not use it neck wrap or
inner seal is broken.

"l———-u—n—l—_l—'_'..

Rx only

"-—_'_-r.‘

o lilly.com
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| : I:‘VdrALAzine
' T?drochloride
~._'ablets, USP

H ol
| y]?"OXYzine %
ablets, USP

Rx only
100 Tablets

eidmuk.

LABGHATORTES. INI'..‘.
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2 mL Vial
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NDC 0009-7529-01 5 mL Vial

( ' K\ CAMPTOSAR®
‘_ \, Injection

irinotecan hydrochloride
injection

20 mg/mL

(on basis of trihydrate)

Caution: Federal law prohibits
dispensing without prescription.

Warning: For intravenous use
only—must be diluted before use.

Pharmacia&Upjohn
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NDC 0009-7529-01

5 mL Vial

CAM PTOSAR™

irinotecan hydrochloride
injection

100 mg/5 mL
(20 mg/mL)

— on basis of trihydrate

Caution: Federal law prohibits
dispensing without prescription.
Warning: For intravenous use
only—must be diluted before use.

Pharmacia &Upjohn
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100mg/mL

2.5 mL Single Dose Vial
2.5 mL = 250 mg
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NDC 0007-4407-01

ARGATROBAN
INJECTION

R only

For I.V. Infusion Only
Dilute Prior to Use

@Glaxmﬁmith Kliine
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NDC 051 7-50530-00
SO ml STERILE DISPEMNSING VIAL

ASCORBIC ACID
INJECTION, USP

500 mg/mlL

Without Preservative

AMERICAN

REGENT
LABORATC
SHELEY,

LY
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Depo-Medrol® Depo-Medrol’

methylprednisolone
acetate injectable
suspension, UspP

methylprednisolone
acetate injectable
suspension, UsP

80 mg/ml_ 80 mg/’mL

For intramuscular,
intrasynovial and soft tissus
Single-Dose Vial L imjecton anly,
For intramuscular, NOT for IV use.
intrasynovial and soft tissue
injection only
NOT for IV use.

contains Benzyl Alcohol
as a Preservative.

One 5 mL Vial
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NEDL 0005113601
75 w100 ml. wiad joF
waight-adfusted infusson

eptifibatide! mjection

VTEGRILIN

0.75 mg/mL

GINGLE USE VIAL
FOR MTRAVENOUD
LSE QLY

NDC COBS-1177-00
263 meg/ 100 mil. vial fos
soaighd-adjuated inhisian

-.q. F . L -

titihaticle

INTEG

TRV e

INTEGRILIN
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USP Advisery Panel
Recommendations for

Neuromuscular Blecking Agents -
1997




Same NDC for Active Drug and
Diluent

origin) for injection]

GlucaGen®
[glucagon (rDNA
o
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NDC 66780-110-01

Craw Up This Amiunt in

P our st S ) |3 3yringe units]

Symlin
(pramhnnd]enaj;iiaéﬁ}ﬂ

0.6 mg/mL =y
e

5mL Vial - Symlin
subcutaneous Use On y 10

Ry Only ”f:[n\:;;‘nlﬂ
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MEAD JOHNSON & CO. MEAD JOHNSON & CO.

g

A< noneali-d 40C cosrallL 4
FCIT® ., ¥ CAFCIT'

[caffeine citrate!

caffeine citrate
Lrguctiun
mg/3 mL

i M _F
FE"-"I-THJ }-'I'i-m'l'.ﬂ,ﬂ
T Ty

L el L Ty, v ek

60 mg/3 mL 60 mg/3 mL

Cafcit® Injection Cafcit® Oral Solution
(caffeine citrate) (caffeine citrate)
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Diltiazem Extended Release

e Cardizem CD

e Cartia XT

e Dilacor XR

e Tiazac (no suffix)
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Ho-elease tabler contains 150 mg

Wellbutrin SR’ i
| 1'ﬂ""'I:“"Z"l:lhin:mrl. hydrnch!url :
b suihi"“d'nﬂlease Tablets
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NDC 0173073001

="  NOC 0083-5502-01
ellbcerin Y B . BUDEPRION™ SR
[bupropion hydrochlorice s (DUPROPion HCI "
extended-release tablets_K . Extended-release 12

D0mg IR

3 WAANING: Do mot wse in combinalion

Each ay; o tains 150 {1 Wih Iyban® or amy other medicines "o
Eropon ygpoaag o Eh bupropion hydrochloride. g
ZTEANe o Do o ume i oSt | Sy

PUproion hyxdrechloride. '
}&only 3072
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Directions
= shake well belore using

day or as directed by a physician
* do not take more than 16

maximum dosage for more than
2 weeks

= Children under 12 years
consult a physician

Drug Facts ( cgq[f[?y_@l

» Adults/children 12 years and n‘di-‘l"i
take 2 10 4 teaspoonsiul four imes a

teaspoonstul in 24 hours or use the

Other information

* slore at controlled room
lemperature 20-25°C (68-77°F)
* protect from freezing

= does not meet USP requirements
for praservative effeclivenaess

Inactive ingredients
butylparaben,
carboxymaethylceliulose sodiurm.
flavor, hypromeliose,
microcrystalliine cellulose,
propylparaben, purified water.
saccharin sodium, sorbitol

Questions? _
call 1-800-452-0051 24 hours
7 days a weak

a day.

Novartis Consumer Health, Inc.

Parsippany, NJ 07054-0622
© 2005

subsabicylate

Dr |
A t:’IFaCfs Drug Facts (continued) r
in eacy"2re%ent Purpose | Warnings
i 15 mL ) Stop use and ask a doctor if

525 mg ... Upset stomach

= symploms last more fhan 2 02
e of B ]

-l = 1 mspﬂ!: rehever Il ® NGINgG n [he sars ora 1065 7 77" 7 _ -_"-_
Usg if pregnant or breast-feeding, ask a ned
e * Upset stomach care professional before us2 '
. mm .hilﬂﬂ-ss * heartburn HN‘F‘ aut O; reach of children. |7 rase
w’mf —digestion overdose_ gel medical help of contact a
not u.:rgs poison conirol center nght away =
i
280 Uicer o5 you have bloody or black siwol § Directions
2 : Chilg - — * shake wel before using )
who hl.h'a OF 8re recey ren and leenagars « adulls and children 12 years of age a
O Mu-hikeey SYMploms Brng from chicken pox 2 tablespoons {30 ml) every 1/2 how 10 1
“hnw"'ﬂ this g as required, nol 1o excesd B 1abiespOans
with naygng Dm-mn.-u__-r changes (120 mL) in 24 hours doctor
a doctor manr.l VOmiting ocour, « children under 12 years of age ask a doc
be an gy these symgtoms

W" of RE'YE'S gFﬂanrnq. a

allargic 1p, 'D.‘”'O“almrm

Product if you are

Other information
= aach tablespoon contains: 5001
= pach tablespoon conlains saticyld

3mg

i 3.2
e 232 MY

ll-lt:l‘n- *ﬂse_cl'mm '_g BSgring ® siore al controfled room temparalure
Such as aining products 20-25°C (68-77°F) R
‘*:‘.%m or pharmacisgs ¢ ’ = keep lightly closed and av0e0 e g
me iption drug 1oy - " ¥°Y N Inactive in gred;u.*"nﬁ}__ v
have arthritis hinning), diabe carborymethyicefiuloss sodiurm, 8
:‘Q" » -, flavor, mhﬁg.:amu mncrr)f-';"rfﬂ'*":mr
When using = 1AVe Mucus in the stool cellulose, propylena glycol, propyipasts
this Product lermpor, purified water, salicylic acid M‘If -
may occur ¥ ama{ry, but salicylals, sorbitol, sucralosa, xantian s
EE—— : 0051
Questions 7 ca 1-800-452
p B 24 hours a day, 7 days a week
Novartis Consumer Health, Inc.
Parsippany, NJ O7054-0622
© 2005
Made in Canada
|
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LAX

(bisacodyl USP)

Guaranteed Relief i

- Gentle Yet Effective COMFOCOATED
| 10 TABLETS
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“Preventable” Adverse Drug
Reactions

* Respiratory depression with the use of
fentanyl patches, PCA devices, etc.

e Local reactions due to promethazine injection
* Bleeds due to the use of warfarin

» Hypoglycemia due insulin or oral agents fro
diabetes




Need fior Guidance Documents
and Rule Making

* Proprietary name safety testing by
Independent organizations — adhere to
Internal recommendations

e Labeling requirements — concentration
strengths — font size, use of color

* Drug Suffixes — define and standardize




Other Recommendations

 Review information the FDA already has on look
alike and sound medications, labeling concerns and
ask for changes.

 Mandate risk management programs for known
safety issues as well as those immediately identified
after drug release

e Conduct research on the use of color, name
branding, and other safety issues identified in the

MedWatch database and from organizations like
ISMP

" = o
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Other Recommendations

« Communicate and work with independent
organizations on post marketing survelllance
with the use of practical data sets — proactive
monitoring

* Begin to look at “preventable” adverse drug
reactions to implement changes in drug
package inserts, labeling, warnings, etc.
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Recommendations

 Review advertising by manufactures to
eliminate dangerous abbreviations and other
known safety concerns

e Eliminate brand name extensions for OTC
products that contain different ingredients
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