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 What Do We Do With the Reports? 

REPORT INVESTIGATE 

‒Healthcare 
practitioners/ 
consumers submit 
medication error 
reports through 
ISMP’s error reporting 
programs 

‒Staff follow up with 
reporter 

‒ Investigate to 
determine cause & 
severity of error 

‒Work with our 
network of advisors 
to assess implication 
& risks 

‒Promptly inform 
healthcare 
community through: 

• Newsletters 
• Educational events 
• Alerts 
• Articles in trade 

journals 

‒ Interacts with FDA & 
USP to influence 
regulatory change 

‒Works with 
manufacturers, 
standards 
organizations, 
professional/trade 
organizations & 
healthcare community 
to effect change 

‒Provides proactive risk 
assessments and 
educational services 

INFORM PREVENT 
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Who Does ISMP Work With? 

• U.S. Food & Drug Administration (FDA) 

• United States Pharmacopeia (USP) 

• The Joint Commission 

• National Coordinating Council for Medication Error Reporting and 
Prevention (NCC MERP) 

• National Patient Safety Collaborative 

• Medical product industry 

www.ismp.org
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ort: 
drug killed 

Wrong spinal drug 
fa!al to 3-year-old boy 

e 

FDA updates vinca alkaloid labeling for 
preparation in intravenous infusion bags only 

f Sl'lart ti T in UN,toi ~ Etnd Q Prir.1 

[4/ :u/ 22] FDA worked with drug application holders to remove instructions for 
preparation of vinca alkaloids by syringe and to recommend preparation in intravenous 

infusion bags only. These labeling updates are complete, and the updated prescribing 
information for vinca alkaloids now contains instructions for health care professionals to 

only prepare these drugs in intraYenous infusion bags. 

 

     
   

 

 
 

   
    

U.S. Food & Drug Administration (FDA) 

— Tall man (mixed case) lettering 
for look-alike drug names 
(EPINEPHrine - ePHEDrine) 

— FDA Barcode Rule 

— Vincristine in minibag 

— FDA Guidance: Safety 
Considerations for Container 
Labels and Carton Labeling 
Design to Minimize Medication 
Errors 

©2022 ISMP | www.ismp.org | 5 

www.ismp.org


         
An ECRI Affiliate 

Pfize 
August OS 2022 

IMPORTANT PRESCRIBING AND DISPENSING INFORMATION 

Subject: Minimizing wrong dose medication errors and revised Patients Parents and Caregivers Fact Sheet for 
PAXLOVID (nirmatrelvir tablets; ritonavir tablets ). 

Dear Healthcare Provider, 

FDA alerts health care professionals of 
compatibility issues with pref1lled glass syringes 

and certain Luer-activated valve (LAV) 
connectors 

f Share 'II Tweet in Linkedm il!",; Email B Print 

[11/ 22/ 2022] FDA is alerting health care professionals that cert ain Luer-activated valve 
(IA V) connectors (sometimes referred to as needleless Luer access devices or needleless 

connectors) with :internal pin designs may not be compatible with prefilled glass syringes 

( e.g., naloxone (3' prefilled glass syringes). The internal pin of the IA V connector may 
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<7 > LABELI NG 

INTRODUCTION 

This general chapter provides definitions and standards for labeling of official articles 

7 labeling standards for an artlcle recog1iZed in USP-NF are expressed In !he article's 

8 monograph and applicable general thaptl!ls. It Is lnteoded that all articles In USP or NF wlll be 

9 subject to the labeling reqUirements specified in this chaptl!I by means of a provision in General 

10 Notices, 10 PreseNation, Packaging. StMge, and Labeling, unless d ifferent 1equirements are 

11 proYided in a specific monograph. As with compendia! standards for naming, ldenti1y, strength, 

12 quality, and purity, compendia! requirements for labejing have a role In the achAteratlon and 

13 misbranding provisions of federal law \seethe Fedel-al Food, Drug. and Cosmetic Act (FDCA) 

14 sections 501 (b), 502(e){3)(b), 502(g), and 502(h)]. Exceptions or additional , equirements 

15 specific to animal drug products and compounded prepa1ations are provided in separate 

16 sections. vaccine label ing Is not included In this general chaptl!I. 

18 

19 

DEFINITIONS 

20 The term iabeling· includes all labels and othel' wrin en. printed, or graphic maner on an 

21 article's immediate container or on, or ii\ any package or wrapper in which ii is enclosed, except 

22 any outei- shipping cootalnei-. The tei-m 1abel" Is that part of the labelJng on the Immediate 

23 container. 

24 A shipping conta iner that contains a single article, tness the conta iner also Is essentially the 

25 immediate container or the outside of the consumer package, must be labeled with a minimum 

26 o f product identification (except for controlled substances). lo! number, expiration date, and 

27 conditions for storage and distribution. 

28 Beyond--t.1se dates (BUDs) and expiration dates are not the same. An expiration date 

29 identifies the time di.Ing which a COOYentionalty manufactured product, active ingredient, or 

30 exclplent can be expected to meet the requirements of a compendlal monograph, if one exists. 

31 proYided it Is kept under the prescribed storage conditions. The expiration date limits the t ime 

32 di.Ing which the cor,.,.entionally manufacti.-ed product, active pharmaceutical ingredient (API), 

An ECRI Affiliate 

Epmephrme 
Injection, USP 

\ mg/ml 
'i,(lf\»t 

  

 
     

 
   

 
  

 

 

United States Pharmacopeia General Chapter <7> 

• Metric units 
• Use of leading and terminal zeros 
• Abbreviations of the word, “units” 
• Quantity and total volume

expression 
• Ratio expressions 
• Potassium chloride concentrate 

labeling 
• Neuromuscular blocker labeling 
• Expiration date labeling 
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The Joint Commission 

— Elimination of “Rule of 6” for pediatric IV infusions 

— Unsafe or do not use medical abbreviations 

— Tall man (mixed case) lettering for look-alike drug names (EPINEPHrine -
ePHEDrine) 

— Storage restrictions of concentrated potassium chloride implemented via 
NPSGs 

— High-alert medications 

www.ismp.org
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Potassium Kills Baby At ,.., 
' - •• 0 "" lar occurrence in the future.' ' 
t DURHAM - A p remature The stiuemcnl was released af. 
l baby has died at l ·niversity tcir an anonymous caller rcponcd 

Medical Center af\cr , _ivin15 100 1he death 10 WTV D (c-hannel 11) 
IP""'i supplemental potassium, in Durha m. 

, : representatives said. 
? , I lie infant, a twin born at 26 An autops)' was perforrne~, 

' ~ks, died about I I days ago, Wallace said, But re$ults aren t 
ujd Andrew Wallace, the medical available yet. 

C~nter 
• • TIC-Onatal intensive care 

u 11 is one ofaboul 20 in the ~te. 
Roughly haJr pf the babies treated 
come from other .ho~pi1als, but 
Wallace said he did n9t .,, .. w if 
1t,e iv.ins "''fre born at I . 

He de·dined 10 identify the baby 
or say where the family lives. 

center's vice president for beal\h , 

#Y , . The survtvina twin was al ')~~~~~===========~:~~~~~~~~~~~~~~~~~~~~~:~ \ ~ the last time he checked, be II _ 
said, but hospital officials would 
not eonfirm that the twin was still 
there this weekend. 

The baby died aner =iving 11n 
infusion "to oo=ct an imbalance 
o( tlectrOl)'les," Wallace sa id. 

~An effort was being made to 
inacase the baby's amount of po­
ll_SSium. Potassium, a major ele­
~ t of fluid inside ccll5r helps 
ffl\llatc several body funct10D$. 

Wallace said no wrongdoins had 
been found invoMng doctors or 
nurses. He said the medical center 
had chan&ed its procedures as a 
result, but v.·ould not elaborate. 

· · · in ed are 

,- The Join Commi ion 

Sentinel Event Alert 

ruue 1 - ~b•u•ry 28, 19 98 
New Publicat ion 
We are pleased to jntroduce the first issue of Senti nel Event A lert, a 
periodic publicaUon de<lieate<I to providing Important 1nformatl0<1 

latlng to the oa:urnnce aoo manil9@ment of sencmel e'/ents 1n Joint! 
Comm=on-occr-.d,ted h•• ~"~ crgar,i,ntion,. Sontinol EvMt Alert. 
~ be pubbshcd wh~n o propnote •• suggcste<! by t=d d o , will 
providt! ongOing comm unicatiOn reganlir19 tl'le JOint commiS~ion·s 
Sentinel !=vent Policy and Pnxedu,.es, and mast Importantly, 
lnformat:Jon about sentln event pre,enaon. Jt Is our expectation aoo 
belief tnat in sharing info,ma~on regarding tne occurrence of sentinel 
events, we can ultdmately reduce the frequency of medi:<:al errors and 
<;11;her .xiv= event.-

Initially, Sentinel Event Alert will be mo,led tot 0ronn1zotion chief 
cxeo.atJvl! officers and Joint Comm1ssion sur·"'~ coordinators~ hOYl'@':ver, 
rt is expected that eventually Sel'Linel Event Alert WJII be sent ..a 
b-oadcast: fax. In the future, staff from the Joint Commls.sion will be 
contacting ~ollf o~ zatlon to collect apJ)fOllrlate fax and E-mail 
addrosws. 

While !lie tOPI< of this ftrst Issue Is partlcularty relevant to acute care 
facllitles, we II share lflfOITTlatlon of relevance to a I accredited 
Of"9iBnizatiOr'ls in future iSsue'-

Medlcatlot1 frror Prevention •• Potassium Chloride 

tn the two years -since the Jomt Commission enacted Its Senti.net Event 
Polley, the A<:erlldltatlon C001m1ttee of the 8oarcl 0f Comm1ss\oner.. has 
reviewed mo,e t~n 200 ,ent\nel events. The mc,ot common ca eooi-v 
of sentinel everics was me-diouion err'(.lr5, eind o thos.e, the: most 
freque;itfy implicate.d Clrug was potassium ch oride {KCI). Tbe Joint 
commission has revie,,..,d 10 incidents of patient death resulting from 
ml$ilCM\lnlstra~on of KO, eigtlt ot which were tt,e result of direct 
lnfllilon of concentrated KO. In all case,, a contributing factor 
lde!'ltilied was tile ev i bllity ot concentrated KCl c,n tt,e nu,s ing uni 
In six or th!! e,gnc cases, th@ KCI was miseal<!l'l for some C!ll@r 
med.cation. pr,imanly due to -similanbes in packaging and labeling. 
Mos.t oftenJ KCI was mjstaken for sodium chloride, hepann or 
luroremlde (L~s•x). 

Is ue ,FCf' Consideration 

[n li9,ht of t:his ex:perieru:@, the Jomt COfnmission suggests at he,alth 
care organizations NOT mi!I e concentrat~ KCI a'\'il lable outs,ide of 
fl'lami3cy unless 3ppr0priate specific salegu.'.ln:I~ are in place. 

''The way to prevent 
tragic deaths from 

accidental 
intravenous lnjection 

of concentrated KCI is 
excruciatini;ily sim ple 
-- organizations must 

take it orf the floor 
stock of all un its. It is 

one of the best 
examples I know of a 
'forcing function' -- a 

procedure tllat makes 
a certa in type or error 

impossible." 

Lucian L Leape, /.1.D. 
Harvard School of 

Public Health 

"U nfortunately, there 
are too many In 

heal th care who feel 
that if it hasn't 

happened to them, 
the adverse 

experiences of others 
do not apply, Thal is 

why potassium 
chloride concentrate 

vials can still be 
found In pall ent ca re 

areas.· 

Michael Cohen, MS, 
FASHP, President, 
Jnstltute for Safe 

Medlcauon Practices 
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y 
l(aopectate killed heart patient; 
r uled accident - - -------fflil'd>c:.al ctntt r t\urM. Arte:r d~"I t,ht" NltCICl4"f·s lu1d1t1p. CtlJ 

1tld t'Wnly pc,-lk t and Corruno11•H101 AUONM-y Al Sp('llltd of 
MAOlSONVlu.&. Ky. - t.ab<ln l(lf"}' tuts luve COl\flnntd Mad.soo\l"lllc (k(:idf!d aol. lo U.ke 1ctM)fl .11calnJI lM 111rud"11llltff 

.an- e:ldcr!y Owerobonl In.ID d1e:d at Ille Rtc~•I Medical ~nett OIWM 
M:r-e las\ mionU1 artier he wu UljtciCd witlt .a dturhu medlc-lM. Olflc-1.ab at t hot- 0 1-bc-d ho,,_piUi l. OM' (I( •tt.tem Ktnhtd.y·s 

Entnl N.all. ?O, suU,,rr-M "p<,u1bk l-OIIC rnullS'" l lltt IC ao- luces,l, pt"ornlS-NI · add1 Ucmal S,l f•cv.11,cb"' to pn«nt a renir• 
pc.oct.ate •u loc-eed Uiroa&h an lntu.>1oows t•bt •nd into hi, rtDN- Tti.e mirdlC"al ttnt,rr is conskk-rill& ld-lflC eolo«-d plHOt' 
bl(l(ld:$tteam Ot1 Sepl :10, Hop'kim: Coul'ly C.0-,one:r Tommy Cun tubell, or "lil'CI," to ciuud •&• l.,, t C'Oflf111ion •M"o adm riisl«"nnc 
a.aid 1'\lC':$dly. Di.an-bit:• a common 111 po:tl(lp('tall..,e pallents who, \Dltnuil mt'cl,ctrte,$.lkl RMC Ad rn.1n11tnloc- RteUrd Byrnes,. 
.a.re frd Wcu._. a t.lom•clil ti,b,c, The mull.Jco~td 111tii11C 1lrody ls 111d by uvu.al Tri •SUtt 

A recti:i,L Mart IIUC-lc .ar>d b:ltden1n1 o'f l~ artu1es 1,bo bo$piil..als..N'11raawyllm,d;esl1us.i trlodLJ,llhpisb-U1-1l&-lllflt' 
Nltllnblilt~ ~ U,t rttlud Ctacr1il £1«-Ltk •orte-r"s death., t~ lubes trom lntnvtl\lOl,d t11ba. 
corot11:r 1dd~. (. 8,me r e-!iu.ed co,mmmt on • tiethtr dlJ.Clpl1n1.ry action. 11111 

'"ll wu j\1;11 .110 attldttil,"' Crall J.ald er \h in)Mlioft by b«nl.llen 1&&11111 t.be: 1u1ne.•IWl tn 111ltrted~ntfromWtlbonl.., 

IIOS-piiUII i.ft. £vaMvdle, '"We work<:'d •1U1 IAl Individually Ill• 

~ llnd I'd f'IIUtf!t not dlsc,iss Ulal,'" Dyrnu .µId. 
ff111'1 •ido., and d.augl'ller !\ave nld u,ey uc aallshed wllb 

lh, t.otpUal"I- e:zplan.auon of tM 1.nclde:nt .11Dd pl.111 "° 1e:ia1 actiOA. 
Thir:y a !so~"" "111o'k.td ihl no d»dpl1na.ry "'c1.IOCI be lolli;c-11 acaiMi 
~IIUfM'. 

Or David M. l,.oll.e7, t~TnwirrC11'1.C phys1ci111 wtio0pe:,1it• 
td on ~tail"s .heart about 2Y. •ttb bdo,ic his dHlh. rir.llDC'd to 
t<lfflmNIIWI lM cor011Cr'1 U•pMI. 1ay1ag lbe 1a,1'III}' h.11 as.'ktd tum 

oat lo d1KUU UM: UH 
U.lley did uy .. 1t'1 a vny rue tncr, J'vc nn•u 1ttn It 

b(!l(lrir." 
111a eo..irttr rtportff IHl nK111UI ti.at Nall •pptrtnlly Witnl 

VllCI t'-H411c 1nesl ;iin,d d1td Gill the night of $cpl. :Q 1Utr some o( 

I.be- m11ky llq•i• O<iwtd thr<N&lli a hlbe a!NS ioto Iha bloodstreun 
A.$k~ 1tUt h.appt-Md •hen ll'le Kaopttta:te en.i.~m thJ1'1 

blOod. U.e ¥tlttl ll tof'"Oftl!t ,s.ald. -r ... e ~ .b,o,"' .111dd•n1 hrr 
wun"t .t,1,1tit..0.11t J.ltd UWI Ub u1,1,lysi.s cond1K"te:d bJ lit« pal.hoki­
f.Y d,c:parlineM .at the mNlc:.a l ttnlc:r did Ml Wt I c:h.lLfl-ol c-~LII 
lud11111(1 Na.11'$ dut ... 

Oecaus.t N.aU's 6cat' ,u s 10 \IIIUl,l.l l Lolky .... Id Mtfll.11 • 
off.Cials u,c: .uk~ tbl: pharmKOl-op MpartrlH"nl lo ,tvdy 111:1 
ruc:!_IOl'li to Ult: med..eu·~. 

S&oce 1ti~pe111111 I" Dt-ct:mber \tH, ll'ie Ut Millloftboq,tl.11 
111,a.t 1pcc-laUU'd In ope-D-l'iu rt: suriittY, «lra•l..,I plltfflll frGnll 
Utroa&hOllt • nle:m Ktn.l ll(':kJ. Nall WU rdu"ttd lo lM- ttftilff 
bec:.aue.Chrc:,ubo,,I MSpl t.alsdo DOC perfonn optll•bt.lrt 1,11r111fJ 

  

 

 
 

 

 Preventing Catheter and Tubing Misconnections 

New ENFit pump set connector New ENFit 
Design (replaces feeding port design – 

stepped connector) – gender is gender is male 
female 
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Tylenol 

— Influenced manufacturer recall 
due to confusing labels (2005) 

— Removal of concentrated 
acetaminophen 100 mg/mL in 
pint bottles from market (2008) 

— FDA safety alert on infant 
acetaminophen concentration 
(2011) 

— Removal of 100 mg/mL drops 
from market 
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2floz (60 ml) 
160rngp~5m 

SimpleMeasure 
lthl trdil,1 ltt nm rJaTUIM 

,:. ... , .~ ..... ~ill/,• 
.. m,., n•rmc01 

U<.e Onli tl~ed ~llr>~ 
~'LilkP s m• le la ,erJn~• provl;ta 
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- ~ ••olaq,s._.,.._.,.,.,_ t«~ll-71(>()1 

Sf -rorolia• Jffl\ l(denosurnab) W' 60m ml. rnje,ct,oo~ ForSUlloutineouJ UseOnly. 
Shlfl ~OhunlM_,;;;• ,;;;, ,;.;,.,._~----

fl Only ......... ~-~--..,_ ... _.._ 

~, 
Coberus. 

~ 
0001 l4•10t-OI 

UDENYCA~ 

• 
pegfilgrastim-cbqv 
Injection 

6 mg ii 0.8 ml Single-Dose Pttfilltll 
SJrillllt 

l>'9yl.at()(I R@CO ~Ill 
lethiony1 Hlll'l'IMI Gfanul«yl 

Colony-Stimula ng Facto< 
{P[(i4-n'le!HuG-CSfJ di!rwcd 
r,OOI E. col, 

Cohfru 
I I 

6 mu/ 
0.6ml 

for Subcutaneous Use 
Sterile SolutlDB • No PrtsemliYe 

OC:701 + 101 

UDENYC~ 
pegfilgrastim-cbqv 
Injection 

a mg n.& mL Slnglo-Oose Pr, 
I 

For Subcutaneous Usa 
Siu as •NoPmem 1 

rrbi •nt 
G·anu 
Faao, 

Fide, ~ 

l!r Only 

()n(l6 mg/0.{,ml.~>C 
Pttfllltd Syring 

I\: Only 

6 mg/(t6 ml .,nc;I 
l'l'efil 'ip 

 

  
   
 

   
    

     
 

  
  

 
 

   
   

Labeling Changes 

— Multiple mix-ups reported 
between Prolia and Udenyca 
prefilled syringes. 

— Each packaged in similar green 
and white cartons, with the 
concentration listed in a green 
circle in the same location. 

— Both products stocked in 
oncology and infusion centers, 
are refrigerated, and may be 
stored near each other. 

ISMP Medication Safety Alert! 2019;24(17):1-2.  
ISMP Medication Safety Alert! 2020;25(2):4. 
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