
In our September 9, 2010 newsletter
(www.ismp.org/Newsletters/acutecare/artic
les/20100909.pdf), we discussed the results
of our survey regarding the requirement in
the Centers for Medicare & Medicaid
Services (CMS) Conditions of Participation
Interpretive Guidelines to administer med-
ications within 30 minutes before or after
the scheduled time. (See page 175 at:
www.cms.gov/manuals/Downloads/som107
ap_a_hospitals.pdf, which directs surveyors
to determine whether “…drugs [are]
administered within 30 minutes of the
scheduled time for administration.”) The
survey elicited responses from almost
18,000 nurses. Respondents made it clear
that changes to drug delivery methods and
gradual increases in the complexity of care,
number of prescribed medications per

patient, and number of patients
assigned to each nurse have
made the long-standing CMS
“30-minute rule” troublesome.
Many nurses now feel the rule is
unsafe, impossible to follow, and
often unnecessary from a clini-
cal perspective.Aware that nurs-
es were struggling to comply
with the rule and that surveyors
were sometimes citing hospitals
for noncompliance, we con-

ducted the survey to prepare for interaction
with CMS leaders to discuss our concerns
regarding the rule’s unintended effects on
patient safety. Preliminary interaction has
taken place, and CMS has indicated open-
ness to suggestions for improvement.

Nurses who responded to our survey report-
ed feeling pressured to take these and other
shortcuts to comply with the CMS 30-
minute rule:

Preparing IV solutions on the unit, thus
bypassing pharmacy verification and
specialized aseptic techniques
Administering medications before con-
ducting a physical assessment of the
patient and/or checking vital signs, lab

values, weight, and allergy status
Removing medications from automated
dispensing cabinets (ADCs) via override
without a pharmacist’s safety review
Borrowing medications from one patient
to administer to another patient
Not thinking critically about drug
administration while rushing through
verification of new orders and actual
drug administration
Documenting administration at the
scheduled time, but actually giving the
drug early or late
Altering drug administration schedules
to avoid documenting late administration
“Pre-pouring” medications ahead of time
for one or more patients to accelerate the
drug administration process
Skipping important double-checks due
to time constraints
Failing to use barcode scanning to avoid
documentation of late administration
Leaving medications in the room for the
patient to take at the right time.

The above and other at-risk behaviors—
which are unintended consequences of
attempts to comply with the CMS 30-
minute rule—have led to errors, some
harmful. On the other hand, for some criti-
cal patient populations, certain first doses,
and time-critical scheduled medications
(e.g., rapid-acting insulin), delays in admin-
istration can result in harm. Therein lies the
dilemma faced by nurses and pharmacists
responsible for dispensing and administer-
ing medications in a timely—and also
safe—manner. A one-size-fits-all, inflexible
requirement to administer all scheduled
medications within 30 minutes before or
after their scheduled times is a precarious
mandate since relatively few medications
truly require exact timing of doses; thus, the
rule is ill-suited for the vast majority of med-
ications that are not time critical. A rigid,
standard requirement also does not encour-
age or allow healthcare professionals to uti-
lize critical thinking to prioritize patient care

Standard NICU drug infusion
concentrations. Few would dis-

agree that standardizing the concentrations of drug
infusions has enormous potential for increasing safety,
especially in neonatal care. But imagine the benefits if
drug concentrations could be standardized for
neonates beyond just one hospital’s four walls. Some
regional efforts have accomplished standardizing drug
concentrations in adult medicine (Eastham JH, Rizos
A, Gama JA, et al. Reduction in variation of intra-
venous drug administration in seventeen San Diego
hospitals with standardized drug concentrations and
dosage units. Hosp Pharm. 2009;44:150–158). For
neonates, standardization would help reduce risk
when critically-ill babies are transferred from one
facility to another. It would also stimulate the develop-
ment of standardized infusion device drug libraries
and could even provide a level of demand necessary
for manufacturers to offer commercially-prepared
solutions, thus reducing the risk of extemporaneous
compounding errors within local facili-
ties. Such an effort to standardize
neonatal drug infusion concentrations
nationally is well underway through a
joint effort of ISMP and the Vermont
Oxford Network (VON), a non-profit vol-
untary collaboration of healthcare pro-
fessionals dedicated to improving the
quality and safety of medical care for
newborn infants. ISMP and VON collab-
orated with representatives from NICUs
across the country during the past 2
years to develop standard concentrations, and the list
is now available on the ISMP website at:
www.ismp.org/Tools/NeonatalConcentrations. We urge
all NICUs to review the list and consider full adoption
if possible. Your efforts can help reduce the risk of
medication errors when treating our tiniest patients.

Limits placed on prescription
transfers by patients. The Ohio

Board of Pharmacy is now limiting the number of
times a specific prescription may be transferred
between community pharmacies. Ohio pharmacists
had complained about the time spent dealing with
prescription transfers initiated solely because of cash
or other incentives offered by competitor pharmacies.
Although some consumers may be unhappy about the
limitations now put on any financial gains from trans-
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ferring prescriptions, frequent transferring is unsafe.
Pharmacists describe this activity as a never-ending
cycle, where a patient may go from one chain or
independent pharmacy to another, transferring pre-
scriptions to take advantage of incentives, such as a
$25 coupon or gift card. In the process, public health
may be jeopardized because it fragments care and
disrupts drug monitoring activities, such as identifying
drug-drug interactions or duplicate therapy, or assess-
ing patient adherence. It also adds to the complexity
of medication reconciliation if calls to several pharma-
cies are required to verify the patient’s medications.
Furthermore, frequent prescription transfers increase
the chance of dispensing errors because pharmacists
at both ends of the transfer may misread and/or mis-
hear the prescription information and provide the
wrong directions, drug, dose, or form of the drug. We
hope to see other pharmacy boards discuss this issue
and place limitations on prescription transfers. Better
yet, we’d like to see the pharmacies themselves stop
offering what many perceive as unprofessional incen-
tives for prescription transfers that could possibly
injure the patients they serve.

Top drugs that cause violence.
The link between violence and prescription

drugs is the subject of a study, led by Thomas Moore,
ISMP consulting scientist, published last month (Moore
T, Glenmullen J, Furberg CD. Prescription drugs associ-
ated with reports of violence towards others. PloS ONE.
December 2010; available at: www.ismp.org/sc?k=plo
sone). The study identified 31 drugs that are dispro-
portionately associated with increased rates of report-
ed violence. Case reports were obtained from the
ISMP QuarterWWaattcchh™™ database, composed of
computer extracts of all adverse drug event reports
received by FDA. Inclusion criteria for the study were
reports involving violence and aggressive behavior from
drugs that were submitted to FDA from 2004 through
the third quarter of 2009. During the 5-year study peri-
od, 484 drugs accounted for 780,169 serious adverse
event reports of all kinds. This total included 1,937
(0.25%) cases of violence. Thirty-one drugs in the
study met the criteria for a disproportionate association
with violence, accounting for 1,527 of the 1,937 (79%)
cases. Included were 387 reports of homicide, 404
reports of physical assaults, 223 cases of violence-
related symptoms, and 896 reports of homicidal
ideation. The drug that accounted for the most reports
of violence is CHANTIX (varenicline). Also associated
with violence were two selective serotonin reuptake
inhibitors used to treat depression, PROZAC
(FLUoxetine) and PAXIL (PARoxetine), the attention
deficit hyperactivity disorder drug STRATTERA (atom-

appropriately or to manage the unexpected,
which is commonplace in healthcare. In a
setting of competing priorities, administra-
tion of non-time-critical medications may
appropriately be lower on the list of priori-
ties relative to other more crucial time-sen-
sitive clinical tasks.  

Since publication of the survey results,
ISMP has been working towards docu-
menting what we believe would represent
best practices associated with timely admin-
istration of scheduled medications.
Scheduled medications include all mainte-
nance doses administered according to a
standard, repeated cycle of frequency
(e.g., q4h, QID, TID, BID, daily, weekly,
monthly, annually). For the purpose of
ISMP’s guidelines that follow, sscchheedduulleedd
mmeeddiiccaattiioonnss  DDOO  NNOOTT iinncclluuddee:

STAT and Now doses
First doses and loading doses 
One-time doses
Specifically timed doses (e.g., antibiotic
for surgical patient 10 minutes before
incision, drug desensitization protocols)
On-call doses (e.g., pre-procedure seda-
tion)
Time-sequenced or concomitant med-
ications (e.g., chemotherapy and rescue
agents, n-acetylcysteine and iodinated
contrast media)
Drugs administered at specific times to
ensure accurate peak/trough/serum drug
levels  
Investigational drugs in clinical trials

PRN medications. 

The following GGuuiiddeelliinneess  ffoorr  TTiimmeellyy
AAddmmiinniissttrraattiioonn  ooff  MMeeddiiccaattiioonnss (summary
in Table 1) represent a synthesis of ISMP
expertise, review of available literature on
the risks associated with early and delayed
administration of maintenance drug thera-
py, and advice from survey participants and
an expert clinical advisory group of more
than 20 clinicians—many of whom are cur-
rently practicing in healthcare settings. The
guidelines may seem detailed; however,
timely medication administration is a multi-
faceted issue that cannot be managed
appropriately with a single standard. WWee
wweellccoommee  yyoouurr  ccoommmmeennttss  oonn  tthheessee  gguuiiddee--
lliinneess (ismpinfo@ismp.org) by FFeebbrruuaarryy  1155,,
22001111. We will then post a final position
statement on timely drug administration on
our website. We also plan to interact with
CMS to discuss possible alterations in the
CMS guidelines to best facilitate both time-
ly and safe drug administration. 

We have also provided SSuuppppoorrttiinngg
GGuuiiddeelliinneess (Table 2) to assist hospitals in
meeting the proposed GGuuiiddeelliinneess  ffoorr
TTiimmeellyy  AAddmmiinniissttrraattiioonn  ooff  MMeeddiiccaattiioonnss. 

GGuuiiddeelliinneess  ffoorr  TTiimmeellyy  AAddmmiinniissttrraattiioonn  ooff
MMeeddiiccaattiioonnss  (summary in Table 1) 

Identify a hospital-specific list of time-
critical scheduled medications.1 Time-criti-
cal scheduled medications are those where
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Type of Scheduled Medication Goals for Timely Administration
Time-Critical Scheduled Medications

Hospital-defined time-critical medications*

*Limited number of drugs where delayed or early administration of
more than 30 minutes may cause harm or sub-therapeutic effect

Administer at the exact time indicated when
necessary (e.g., rapid-acting insulin 15 minutes
before a meal), otherwise, within 30 min-
utes before or after the scheduled time

Non-Time-Critical Scheduled Medications
Daily, weekly, monthly medications Within 2 hours

before or after the scheduled time
(see item #3 on page 3 for rationale)

Medications prescribed more frequently
than daily, but no more frequently than
every 4 hours

Within 1 hour
before or after the scheduled time

Medications prescribed more frequently
than every 4 hours

Within 25% of the dosing interval 
Q 1 hour:   +/- 15 minutes
Q 2 hours:  +/- 30 minutes
Q 3 hours:  +/- 45 minutes

1

Table 1. Guidelines for Timely Administration of Scheduled Medications
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oxetine), amphetamines, and the benzodiazepine tria-
zolam. The data provide new evidence that violent acts
are associated with a relatively small group of drugs,
and that systematic studies are needed to establish the
incidence, confirm differences among drugs, and iden-
tify additional common features.

early or delayed administration of mainte-
nance doses of greater than 30 minutes may
cause harm or result in substantial sub-opti-
mal therapy or pharmacological effect.
While the list of time-critical scheduled
medications will include a limited number
of drugs, a universal list is not desirable
because hospitals that treat different patient
populations (e.g., mental health, oncology,
transplant patients, pediatrics, premature
infants) may need to include different med-
ications to address respective risks.1

Similarly, some hospitals that serve very
diverse patient populations may decide to
identify both hospital-wide and unit-specif-
ic time-critical medications. Examples of
time-critical scheduled medications include:

Immunosuppressive agents used for the
prevention of solid-organ transplant
rejection or to treat myasthenia gravis
Certain drugs that require administra-
tion within a specified short period of
time bbeeffoorree,,  aafftteerr,,  oorr  wwiitthh  mmeeaallss—for
example, rapid-, short-, or ultra-short-
acting insulins, certain oral antidiabetic
agents (e.g., acarbose, nateglinide,
repaglinide, glimepiride), alendronate,
and pancrelipase.   

Additionally, because some scheduled
medications can be time-critical for certain
patients given their diagnoses (e.g., sched-
uled parenteral anti-infective agents for a
patient with worsening sepsis), the list may
include some drugs that are time-critical
only when used for a specific diagnosis or
indication. Further, policies should allow
prescribers, pharmacists, or nurses to
declare any medication to be time-critical
(i.e., must be given within 30 minutes
before or after the scheduled time) by
including this designation with the med-
ication order and/or medication adminis-
tration record (MAR) entry. 

Establish guidelines that facilitate phar-
macy order review, dispensing, and nurse
administration of the hospital-identified,
time-critical scheduled medications within
30 minutes before or 30 minutes after the
scheduled time (or more exact timing when
indicated, as with rapid-, short-, and ultra-
short-acting insulins). MAR entries for hos-
pital-identified time-critical scheduled med-

ications should be clearly designated to
remind staff that these drugs require metic-
ulous attention to timely administration
(e.g., administered at the designated time,
or plus or minus 30 minutes from the
scheduled time, if appropriate).

Establish guidelines for timely drug
administration of scheduled non-time-
critical medications as follows:

DDaaiillyy,,  wweeeekkllyy,,  oorr  mmoonntthhllyy  mmeeddiiccaattiioonnss
Administer these medications plus or
minus 2 hours from the scheduled time.
(Although it is generally safe to adminis-
ter daily/weekly/monthly medications
within a timeframe that exceeds 2 hours,
ISMP recommends keeping the time-
frame to 2 hours before or after the
scheduled time to prevent accidental
omission of doses that might be more
easily forgotten if delayed more than 2
hours.)   

MMeeddiiccaattiioonnss  aaddmmiinniisstteerreedd  mmoorree  ffrreeqquueennttllyy
tthhaann  ddaaiillyy  bbuutt  nnoott  mmoorree  ffrreeqquueennttllyy  tthhaann
eevveerryy  44  hhoouurrss (e.g., BID, TID, q4h, q6h)
Administer these medications plus or
minus 1 hour from the scheduled time.

MMeeddiiccaattiioonnss  aaddmmiinniisstteerreedd  mmoorree  ffrreeqquueennttllyy
tthhaann  eevveerryy  44  hhoouurrss (e.g., q1h, q2h, q3h)
Administer these medications within
25% of the dosing interval (e.g., plus or
minus 15 minutes for hourly doses, plus
or minus 30 minutes for every 2 hours
dosing, plus or minus 45 minutes for
every 3 hours dosing).

As an alternative to the guidelines in
item #3, hospitals with electronic MARs
(eMARs) may choose to establish a stan-
dard allowable percent of difference
between the scheduled time and admin-
istration time—not to exceed 25%—for
all non-time-critical medications if the
eMARs can alert nurses in advance to
an impending late dose and the allow-
able timeframe for administration. 

Although not associated with the timing
of scheduled medications, hospitals should
also define targeted timeframes for adminis-
tering first doses and loading doses of key
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ISMP webinars
February: Join us for our first webinar of 2011,
Improving Medication Safety Through Effective
Error Reporting, which will be held on February 9.
The value of reporting medication errors in health-
care organizations is often limited by cumbersome,
time-consuming reporting methods and ineffective
use of the information. This webinar will cover the
types of medication error and hazard data worth
gathering, analysis of that data, and the importance
of providing feedback to frontline staff about risks,
errors, and error-prevention strategies. 

March: On March 3, 2011, ISMP will present a
multifaceted webinar on Safe Injection Practices:
A Call to Action. A recent online survey revealed an
alarming lapse in basic infection control practices—
including several widespread misconceptions—associ-
ated with the use of needles, syringes, and multiple-
and single-dose vials. Webinar participants will hear
from representatives of the Food and Drug Admin-
istration (FDA), Centers for Disease Control and
Prevention (CDC), The Joint Commission, and the
Premier Institute’s lead author of the published
online survey on injection practices as they lead a
discussion on safe injection practices and present
information about their organizations’ efforts to
improve injection safety.

For details on both webinars, visit:
www.ismp.org/educational/webinars.asp.

ISMP Fellowship
ISMP is now accepting applications for its
2011-2012 Safe Medication Management
Fellowship. This 1-year learning opportunity offers
practitioners interested in patient safety a challeng-
ing and rewarding experience that will enhance their
career growth. The application deadline for the 2011-
2012 fellowship is March 31; for more information
and a copy of the application, visit: www.ismp.org/
profdevelopment/managementfellowship.asp.

1-week rotation at ISMP
We have room for one more participant in our week-
long ISMP Practitioner in Residence Program,
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medications, such as IV anti-infective
agents, IV anticoagulants, and IV anti-
epileptic medications where timeliness is
critical (e.g., an emergency department
patient with suspected sepsis should not
wait several hours for administration of a
prescribed anti-infective). Where electronic
prescribing systems are available, the pre-
scriber can also be queried regarding when
the first dose should be administered given
the standard administration times. While
timely administration of first or loading
doses of these drugs may be critical, many
are not necessarily time-critical when it
comes to subsequent maintenance doses.
The targeted timeframes for first or loading
doses of medications should be accompa-
nied by procedures that facilitate achieve-
ment of the administration time goals. 
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RReeffeerreennccee::  11)) National Patient Safety Agency (NPSA). Rapid response report NPSA/2010/RRR009:
reducing harm from omitted and delayed medicines in hospital. February 2010. Available at:
www.nrls.npsa.nhs.uk/resources/type/alerts/?entryid45=66720.  

which will be held February 14-18, 2011, at
ISMP’s office in suburban Philadelphia, PA. The
Program provides healthcare professionals who have
medication safety oversight in their organization with
a unique opportunity to work closely with ISMP
experts on individual projects, explore and discuss
intensive learning modules on high-priority topics,
and practice using ISMP’s proven model for identify-
ing and controlling risks associated with medication
use. For details, visit: www.ismp.org/consult/.

Linking the lab and pharmacy 
The AHRQ Center for Education and Research on
Therapeutics at the University of Illinois at Chicago
College of Pharmacy has been presenting a webinar
series on preventing medical errors by improving the
linkage between the lab and pharmacy. The last web-
inar will be held on January 20, 2011. For details,
visit: http://projectpatientcare.org/events/overview.  

Announcement s (continued)

Table 2. Supporting Operational Guidelines for Timely Drug Administration

Topic Description
Maintain adequate
staffing levels

Maintain adequate staffing levels in the pharmacy and patient care
units, based on workload and patient acuity, to facilitate timely order
review, dispensing, drug administration, and patient monitoring.  

Consider medication
administration when
making patient
assignments

When planning nursing staff assignments for patient care, consider the fol-
lowing patient acuity factors: types of prescribed medications; quantity of
time-critical medications; complexity of drug administration (e.g., preparing
the drug, programming drug delivery devices, verification processes, adminis-
tration procedures); total number of daily medications; frequency of drug
administration; and the patient’s ability to swallow oral medications. 

Use of automated
dispensing cabinets
(ADCs)

If using ADCs, ensure the number of cabinets on patient care units facilitates
both safe (e.g., removal of one patient’s medications at a time) and timely
(e.g., minimal waiting time to remove medications) drug administration.

Justification of early
or late administra-
tion

Identify and clearly define justifiable reasons that time-critical and
non-time-critical medications may be given early, delayed, or omitted
(e.g., patient absence from unit, nausea/vomiting). 

MAR documentation Require staff who administer medications to document the exact time the
drug was actually administered, rather than just initialing the MAR entry.
If a medication was administered early, late, or has been omitted, require
staff to document the reason. Ensure electronic and paper MARs provide
sufficient space and prompts for this documentation.

Reference MARs Require staff administering medications to always reference MARs that show
times of the previously administered doses. This helps to avoid early adminis-
tration of a dose that was previously administered late, resulting in a dosing
interval that is too short (e.g., if a 9 a.m. dose of a maintenance opioid pain
medication is given at 10 a.m., and the 1 p.m. dose is given at 12 p.m., the
dosing interval is just 2 hours, thus risking over-sedation). 

eMAR alerts Define and configure (with vendor support as needed) eMAR alerts to show
doses that will soon be overdue, that are beyond defined time limits or have
been omitted, and to highlight previous doses that have been delayed/omitted.  

Standard administra-
tion schedules

Adhere to standard drug administration schedules based on the prescribed
dosing frequency whenever possible. Exceptions to standard drug administra-
tion times may be appropriate for patients who self-administer chronic med-
ications, to stagger numerous piggyback IV medications, or to keep a time-
critical chronic medication on the same schedule used prior to admission. (While
it may seem best to try to keep patients who take any type of chronic med-
ication on the same administration schedule they were using at home, med-
ication administration throughout the day during nonstandard times is prone to
omissions; thus administration during standard times is recommended.)  

Procedure to follow
if medication admin-
istration is early or
delayed

Establish a procedure for clinical staff to follow if administration of a time-
critical scheduled medication will be or has been delayed or administered
early beyond allowable expectations.1 This procedure should include: 1) pre-
scriber notification when an adverse outcome is anticipated or has
occurred, 2) documentation in the patient’s chart and/or MAR regarding
the reason administration of the dose was early or delayed, and 3) evalua-
tion of the need to change the timing of future doses.  

Event reporting For learning purposes, require an event report for untimely administration of
non-time-critical medications without a hospital-defined justifiable reason for
the delay. Also require an event report for untimely administration of all time-
critical medications, even if the reason for the delay was justifiable. Track
untimely but justifiable administration of non-time-critical medications via end-
of-shift reports or periodic aggregate data collection. 

Data analysis Review data from event reports, end-of-shift reports, and aggregate data col-
lection to identify the causes of early or delayed drug administration, to revise
the list of time-critical drugs as appropriate, and to make system-based
changes to facilitate timely order review, dispensing, and administration of
time-critical medications. Avoid punishment of individuals for late drug admin-
istration; instead, remedy the processes and environmental conditions that
contributed to untimely administration. 

IISSMMPP  MMeeddiiccaattiioonn  SSaaffeettyy  AAlleerrtt!!  AAccuuttee  CCaarree
(ISSN 1550-6312) ©©22001111  IInnssttiittuuttee  ffoorr  SSaaffee
MMeeddiiccaattiioonn  PPrraaccttiicceess  ((IISSMMPP)). Permission is
granted to subscribers to reproduce material for
internal communications. Other reproduction is
prohibited without permission. Report medica-
tion errors to the ISMP Medication Errors
Reporting Program (MERP) at 11--880000--FFAAIILL--
SSAAFF((EE)). Unless noted, published errors were
received through the MERP. ISMP guarantees
confidentiality of information received and
respects reporters' wishes as to the level of detail
included in publications. EEddiittoorrss:: Judy Smetzer,
RN, BSN, FISMP; Michael R. Cohen, RPh,
MS, ScD; Russell Jenkins, MD. IISSMMPP,,  220000
LLaakkeessiiddee  DDrriivvee,,  SSuuiittee  220000,,  HHoorrsshhaamm,,  PPAA  1199004444..
Email: ismpinfo@ismp.org; Tel: 215-947-7797;
Fax: 215-914-1492. This is a peer reviewed
publication.  

Guidelines continued from page 3 

http://projectpatientcare.org/events/overview
http://www.ismp.org/consult/
http://www.nrls.npsa.nhs.uk/resources/type/alerts/?entryid45=66720
mailto:ismpinfo@ismp.org
http://www.facebook.com/ismp1
http://www.twitter.com/ISMP1

