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Professional Certificate in Clinical Risk Management

Medication Safety Management

A
Adverse Drug Event (ADE) – an injury resulting from the use of a medication, including side effects,
overdose, and medication errors. Related terms: pharmacovigilance, drug safety. Example: A patient
develops a rash after starting a new antibiotic, representing an ADE that must be reported and managed.

Adverse Drug Reaction (ADR) – a harmful or unintended response to a drug at normal therapeutic doses.
Related terms: type A reaction, type B reaction. Example: Gastrointestinal bleeding caused by non‑steroidal
anti‑inflammatory drugs (NSAIDs) is an ADR.

Alert Fatigue – desensitization to safety alerts due to their high frequency, leading clinicians to override or
ignore them. Related terms: clinical decision support, override rate. Challenge: Balancing alert sensitivity
with specificity to reduce fatigue while maintaining safety.

Allergy Documentation – recording patient‑reported drug allergies in electronic health records (EHRs) with
clear language and verification status. Related terms: allergy reconciliation, clinical documentation. Proper
documentation prevents inadvertent prescribing of contraindicated agents.

Antimicrobial Stewardship – coordinated interventions designed to improve and measure the appropriate
use of antimicrobial agents. Related terms: resistance, de‑escalation. Example: Reviewing culture results to
narrow broad‑spectrum antibiotic therapy reduces adverse events and resistance.

Appliance Error – mistakes related to the use, selection, or maintenance of medical devices that deliver
medication (e.G., Infusion pumps). Related terms: device safety, human factors. Example: Programming an
infusion pump with the wrong rate leading to an overdose.

Appropriate Use Criteria (AUC) – evidence‑based guidelines that define when a medication or intervention
is clinically justified. Related terms: clinical pathways, utilization review. AUC help reduce unnecessary
medication exposure and associated risks.

Assessment of Medication Risk – systematic evaluation of a patient’s medication regimen for potential
harm, considering factors such as age, renal function, and drug interactions. Related terms: risk stratification,
clinical pharmacist review. Example: Using a risk assessment tool to identify high‑risk patients for
anticoagulation therapy.

Automation in Medication Distribution – use of technology (e.G., Robotic dispensing cabinets) to reduce
manual handling errors. Related terms: clinical automation, barcode verification. Benefits include reduced
mis‑selection and improved inventory control.

Barcoding – application of barcode technology to verify the “five rights” (right patient, drug, dose, route,
time) at the point of care. Related terms: point‑of‑care verification, scanning compliance. Example: Scanning
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a patient’s wristband and medication label before administration.

Best‑Practice Alerts (BPAs) – electronic prompts that provide evidence‑based recommendations during
order entry. Related terms: clinical decision support, override justification. Effective BPAs improve
compliance with safety guidelines.

Biologic Medication Safety – special considerations for the handling, storage, and administration of biologic
agents (e.G., Monoclonal antibodies). Related terms: cold chain management, reconstitution. Errors may
arise from incorrect dilution or administration technique.

Blinded Medication Review – evaluation of medication orders without patient identifiers to reduce bias.
Related terms: peer review, quality improvement. This method can uncover systematic prescribing issues.

Bundled Safety Interventions – combined strategies (e.G., Checklists, double‑checks, and technology)
implemented together to enhance medication safety. Related terms: multimodal approach, systems
thinking. Bundles often yield greater risk reduction than single interventions.

C
Clinical Decision Support (CDS) – software tools that provide clinicians with patient‑specific
recommendations or warnings at the time of care delivery. Related terms: knowledge base, integration.
Effective CDS integrates seamlessly into workflow and minimizes alert fatigue.

Clinical Governance – framework through which organizations are accountable for maintaining and
improving the quality of patient care, including medication safety. Related terms: risk management,
performance measurement. Governance structures ensure policies are implemented and evaluated.

Clinical Pharmacist – a pharmacist with advanced training who participates directly in patient care teams,
providing medication therapy management and safety oversight. Related terms: medication reconciliation,
consultant pharmacist. Their interventions are linked to reduced ADE rates.

Clinical Reconciliation – process of creating an accurate, up‑to‑date list of a patient’s medications during
transitions of care. Related terms: medication list, handoff communication. Errors often occur at admission,
transfer, and discharge.

Compounding Errors – mistakes made during the preparation of sterile or non‑sterile compounded
medications, such as incorrect concentration or contamination. Related terms: USP , cleanroom standards.
Robust SOPs and double‑checks mitigate these risks.

Computerized Provider Order Entry (CPOE) – electronic system that allows clinicians to enter medication
orders directly, eliminating handwritten prescriptions. Related terms: order entry workflow, decision support.
CPOE reduces transcription errors but may introduce new system‑related errors.

Concentration Error – administering a medication at an incorrect strength, often due to misreading labels or
calculation mistakes. Related terms: dilution, dose verification. Example: Delivering a 10 mg/mL solution
instead of the intended 1 mg/mL.
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Contraindication – a specific situation in which a drug should not be used because it may cause harm.
Related terms: absolute contraindication, relative contraindication. Documentation of contraindications
guides safe prescribing.

Critical Incident Reporting – system for capturing and analyzing unexpected events that could have caused
or did cause patient harm. Related terms: root cause analysis, learning health system. Reports drive system
improvements.

Cross‑Check – verification performed by a second qualified professional (often a pharmacist) before
medication administration or dispensing. Related terms: independent double‑check, peer verification.
Cross‑checks are especially important for high‑risk drugs.

Culture of Safety – organizational environment where staff feel empowered to speak up about safety
concerns without fear of retribution. Related terms: psychological safety, leadership commitment. This
culture underpins successful safety initiatives.

D
De‑identification – removal of personal identifiers from medication safety data to protect patient privacy
while enabling analysis. Related terms: HIPAA, data governance. De‑identified data support large‑scale
safety surveillance.

De‑prescribing – systematic process of tapering or stopping medications that are no longer beneficial or
may be harmful. Related terms: polypharmacy, medication optimization. Example: Discontinuing a sedative
in an elderly patient to reduce fall risk.

Decision Fatigue – decline in quality of decisions after a long series of choices, potentially leading to unsafe
medication selections. Related terms: cognitive load, workflow design. Mitigation includes simplifying order
sets and limiting unnecessary options.

Drug Interaction – a pharmacologic or physiologic response that occurs when two or more drugs influence
each other’s effect. Related terms: pharmacokinetic interaction, pharmacodynamic interaction. Interaction
checkers within EHRs help identify hazardous combinations.

Drug Shortage Management – strategies to cope with limited drug supply, including therapeutic
equivalence assessment and communication with stakeholders. Related terms: inventory control, alternative
therapy. Shortages can increase substitution errors if alternatives are not clearly communicated.

Drug Utilization Review (DUR) – systematic examination of prescribing, dispensing, and use of medication to
ensure appropriateness, effectiveness, and safety. Related terms: prospective review, retrospective analysis.
DURs identify trends such as over‑prescribing of opioids.

Duplication of Therapy – prescribing two or more agents with the same therapeutic effect, increasing risk of
toxicity. Related terms: therapeutic redundancy, medication reconciliation. Example: Prescribing both
ibuprofen and naproxen concurrently.

E
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Electronic Medication Administration Record (eMAR) – digital tool that documents each medication
administration event, including time, dose, and verifier. Related terms: real‑time documentation, audit trail.
EMARs enable rapid detection of missed doses or timing errors.

Emergency Medication Kits – pre‑assembled sets of drugs required for urgent situations (e.G., Cardiac
arrest). Related terms: code cart, stock rotation. Regular checks ensure drugs are within expiry and correctly
labeled.

Error Reporting Culture – environment that encourages voluntary reporting of medication errors without
punitive consequences. Related terms: non‑punitive reporting, learning organization. High reporting rates
correlate with improved safety outcomes.

Evaluation of Safety Metrics – process of measuring and interpreting data such as ADE rates, near‑misses,
and compliance with safety protocols. Related terms: key performance indicators, benchmarking. Metrics
guide quality improvement priorities.

Excipients – inactive substances in a medication formulation that may cause reactions or affect stability.
Related terms: allergenic excipients, pharmaceutical formulation. Awareness is essential for patients with
sensitivities (e.G., Lactose intolerance).

F
Failure Mode and Effects Analysis (FMEA) – prospective, systematic method for identifying where and how a
process might fail and assessing the impact of each failure. Related terms: risk priority number, process
mapping. FMEA is applied to medication preparation workflows to pre‑empt errors.

Fast‑Track Medication Review – rapid assessment of newly initiated high‑risk medications to confirm
appropriateness and dosing. Related terms: early pharmacist intervention, clinical alert. Accelerated review
can prevent early ADEs.

First‑Pass Metabolism – hepatic processing of a drug before it reaches systemic circulation, influencing
dosing and safety. Related terms: bioavailability, pharmacokinetics. Understanding first‑pass effects helps
avoid toxicity in patients with liver impairment.

Formulary Management – process of selecting, evaluating, and maintaining a list of medications approved
for use within an organization. Related terms: therapeutic interchange, cost containment. Formulary
restrictions can reduce prescribing errors by limiting unsafe alternatives.

G
Generic Substitution – replacing a brand‑name drug with an equivalent generic formulation. Related terms:
bioequivalence, pharmacy policy. Substitution must consider excipient differences that could affect
allergy‑prone patients.

Geriatric Pharmacology – study of how aging affects drug absorption, distribution, metabolism, and
excretion. Related terms: senior patient safety, dose adjustment. Older adults are at higher risk for ADEs due
to polypharmacy and physiological changes.
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High‑Alert Medication – drugs that carry a heightened risk of causing significant patient harm when used in
error. Related terms: Institute for Safe Medication Practices (ISMP), risk mitigation. Examples include insulin,
anticoagulants, and chemotherapy agents.

Human Factors Engineering – discipline focused on designing systems and tools that accommodate human
capabilities and limitations. Related terms: usability testing, error‑proofing. Applying human factors reduces
interface‑related medication errors.

I
Incident Command System (ICS) – standardized approach to the command, control, and coordination of
emergency response, including medication safety incidents during crises. Related terms: crisis management,
communication protocol. ICS ensures clear roles during medication recalls.

Independent Double‑Check – verification of a medication order or preparation by a second qualified
professional who does not rely on the first person’s work. Related terms: cross‑check, error prevention.
Particularly required for sterile compounding and high‑alert drugs.

Informed Consent for Medication Use – process of explaining benefits, risks, and alternatives of a
medication to a patient and obtaining voluntary agreement. Related terms: shared decision‑making, patient
education. Proper consent reduces legal risk and enhances adherence.

Institutional Review Board (IRB) – committee that reviews research protocols involving medication safety to
protect human subjects. Related terms: ethical oversight, clinical trial safety. IRB approval is required for
prospective safety studies.

Intravenous (IV) Smart Pump – device that incorporates drug libraries and dose error reduction software to
control infusion rates. Related terms: dose error reduction system (DERS), library updates. Smart pumps can
alert users to potential overdose or underdose.

J
Just‑in‑Time (JIT) Dispensing – inventory strategy that delivers medication to the point of care exactly when
needed, minimizing stock and potential waste. Related terms: automated dispensing cabinets, inventory
turnover. JIT requires reliable supply chain to avoid shortages.

K
Karlson’s Rule – mnemonic for checking the five rights of medication administration: Right patient, Right
drug, Right dose, Right route, Right time. Related terms: medication safety checklist, clinical verification.
Although simple, the rule is foundational for safe practice.

L
Labeling Standards – regulatory requirements for drug packaging information, including strength,
concentration, and warnings. Related terms: FDA labeling, USP . Inconsistent labeling contributes to
selection errors.

Lithium Monitoring – regular measurement of serum lithium levels to maintain therapeutic range and avoid
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toxicity. Related terms: therapeutic drug monitoring (TDM), renal function assessment. Monitoring is critical
due to lithium’s narrow therapeutic index.

Look‑Alike, Sound‑Alike (LASA) Drugs – medications with similar names or packaging that increase the risk
of selection errors. Related terms: medication storage segregation, tall‑man lettering. Strategies include
separate storage and distinct labeling.

M
Medication Administration Record (MAR) – documented log of each medication given to a patient,
traditionally paper‑based but increasingly electronic. Related terms: eMAR, documentation compliance.
Accurate MARs are essential for continuity of care.

Medication Error – any preventable event that may cause or lead to inappropriate medication use or patient
harm. Related terms: near‑miss, error chain. Errors can occur at prescribing, transcribing, dispensing,
administering, or monitoring stages.

Medication Reconciliation – systematic process of creating an accurate list of all medications a patient is
taking and comparing it with the current orders. Related terms: transition of care, admission interview.
Errors often arise when reconciliation is incomplete.

Medication Safety Culture Survey – tool used to assess staff perceptions of medication safety within an
organization. Related terms: organizational climate, survey methodology. Results guide targeted
interventions.

Medication Therapy Management (MTM) – pharmacist‑led service that optimizes drug therapy and
improves therapeutic outcomes. Related terms: clinical pharmacist, patient counseling. MTM addresses
adherence, interactions, and duplicate therapy.

Metabolic Monitoring – routine assessment of organ function (e.G., Liver, kidney) that influences drug
metabolism and clearance. Related terms: dose adjustment, renal dosing. Failure to monitor can result in
accumulation and toxicity.

Microdosing – administration of a very small dose of a medication for diagnostic or research purposes.
Related terms: pharmacokinetic study, dose escalation. Safety protocols ensure precise measurement to
avoid inadvertent therapeutic dosing.

Minimum Inhibitory Concentration (MIC) – lowest concentration of an antimicrobial that inhibits visible
bacterial growth. Related terms: antibiotic stewardship, susceptibility testing. Correct MIC interpretation
guides appropriate dosing.

N
National Patient Safety Goals (NPSGs) – set of objectives established by The Joint Commission to improve
patient safety, including medication safety standards. Related terms: accreditation, compliance audit. Goals
emphasize high‑alert medication processes.

Near‑Miss – event that could have resulted in harm but was intercepted before reaching the patient.
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Related terms: error detection, reporting system. Near‑miss analysis is a valuable source of system
improvement data.

Nephrotoxic Medication – drugs that can cause kidney damage, such as aminoglycosides or contrast
agents. Related terms: renal monitoring, dose adjustment. Identifying at‑risk patients prevents AKI.

Non‑Sterile Compounding – preparation of dosage forms that do not require sterile conditions (e.G., Oral
suspensions). Related terms: USP , quality control. Errors may include incorrect concentration or
contamination.

O
Off‑Label Use – prescribing a medication for an indication, age group, dosage, or route not approved by
regulatory agencies. Related terms: evidence‑based practice, informed consent. Safety assessment is
essential when evidence is limited.

On‑Call Pharmacist – pharmacist available outside regular hours to provide medication safety support,
answer queries, and approve urgent orders. Related terms: 24‑hour coverage, critical care support. Presence
reduces after‑hours errors.

Opioid Stewardship – coordinated effort to ensure appropriate prescribing, monitoring, and disposal of
opioid analgesics. Related terms: risk mitigation, prescription drug monitoring program (PDMP).
Stewardship reduces misuse and overdose.

Order Set – pre‑configured group of orders that standardize treatment for specific conditions. Related
terms: clinical pathways, evidence‑based templates. Well‑designed order sets minimize variability and
errors.

Over‑the‑Counter (OTC) Medication Safety – considerations for non‑prescription drugs that patients may
self‑administer. Related terms: patient education, drug‑drug interaction. OTC misuse can lead to unexpected
ADEs.

P
Patient Education Materials – written or verbal resources that inform patients about medication purpose,
dosing, side effects, and storage. Related terms: health literacy, teach‑back method. Effective education
improves adherence and reduces errors.

Patient Reported Outcome Measures (PROMs) – instruments that capture patient perspectives on
medication effectiveness and side effects. Related terms: quality of life, outcome tracking. PROMs can signal
safety signals not captured in clinical data.

Pharmacovigilance – systematic monitoring of the safety profile of medicines after they reach the market.
Related terms: spontaneous reporting, signal detection. National pharmacovigilance centers collect ADE
reports for analysis.

Pharmacokinetic Monitoring – measuring drug concentrations in plasma to guide dosing, especially for
drugs with narrow therapeutic windows. Related terms: therapeutic drug monitoring (TDM), dose
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individualization. Examples include vancomycin and digoxin.

Pharmacy Automation – use of technology such as robotic dispensing units, barcode scanners, and
automated compounding devices to improve accuracy. Related terms: workflow optimization, error
reduction. Automation must be paired with oversight.

Polypharmacy – use of multiple medications by a single patient, often defined as five or more concurrent
drugs. Related terms: de‑prescribing, medication burden. Polypharmacy increases risk of interactions and
non‑adherence.

Post‑Marketing Surveillance – ongoing assessment of a drug’s safety after regulatory approval, including
adverse event reporting and registry data. Related terms: phase IV studies, real‑world evidence. This
surveillance can lead to label changes.

Pre‑Medication Check – verification step performed before drug preparation or administration, confirming
patient, drug, dose, route, and time. Related terms: five rights, double‑check. This pause is critical for
high‑alert drugs.

Prior Authorization – insurance requirement for approval before a specific medication can be dispensed.
Related terms: formulary compliance, utilization management. Delays can affect timely therapy and
adherence.

Q
Quality Improvement (QI) Cycle – iterative process (Plan‑Do‑Study‑Act) used to test and implement changes
that enhance medication safety. Related terms: continuous improvement, measurement. QI cycles embed
learning into practice.

Quasi‑Experimental Study – research design used in medication safety to evaluate interventions without
randomization. Related terms: pre‑post analysis, control group. Such studies provide real‑world evidence of
effectiveness.

R
Root Cause Analysis (RCA) – systematic investigation to identify underlying factors that contributed to a
medication error. Related terms: causal factor tree, systemic failure. RCA informs corrective actions that
target system redesign.

Risk Assessment Matrix – tool that plots likelihood of an event against its severity to prioritize safety
interventions. Related terms: risk prioritization, mitigation planning. High‑risk, high‑likelihood items receive
immediate attention.

Risk Management Plan (RMP) – structured approach outlining strategies to identify, assess, and mitigate
medication‑related risks throughout a product’s lifecycle. Related terms: pharmacovigilance plan,
post‑marketing commitments. RMPs are required for high‑risk drugs.

Safe Medication Administration (SMA) Checklist – concise list used by clinicians to verify critical steps before
giving a medication. Related terms: standard operating procedure, human factors. Checklists have been
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shown to reduce errors.

Safety Culture Assessment Tool (SCAT) – instrument that measures staff attitudes, behaviors, and
perceptions related to medication safety. Related terms: survey methodology, organizational climate.
Results guide leadership focus areas.

Safety‑Engineered Devices (SED) – equipment designed with built‑in features that prevent or mitigate errors
(e.G., Needle‑free connectors). Related terms: design controls, error proofing. Adoption of SEDs reduces
specific injury types.

Standardized Order Sets – evidence‑based templates that streamline prescribing for common conditions,
reducing variability. Related terms: clinical pathways, order entry. Regular review ensures they remain
current.

Statistical Process Control (SPC) – use of control charts to monitor medication safety processes over time
and detect special‑cause variation. Related terms: process capability, quality control. SPC helps maintain
stable safety performance.

Stewardship Program – coordinated effort to promote responsible medication use, often focusing on
antimicrobials, opioids, or high‑cost drugs. Related terms: guideline adherence, audit and feedback.
Stewardship improves outcomes and reduces resistance.

S
Simulation‑Based Training (for medication safety) – use of realistic scenarios to practice error prevention
strategies without patient risk. Related terms: scenario fidelity, debriefing. Though not a live workshop, it
can be delivered as interactive e‑learning.

Standard Operating Procedure (SOP) – documented step‑by‑step instructions for medication-related tasks.
Related terms: process documentation, compliance audit. SOPs ensure consistency and serve as reference
during investigations.

Standardized Medication Labels – uniform format for drug labeling that includes critical information in a
consistent location. Related terms: labeling standards, visual hierarchy. Consistency reduces selection errors.

Statin‑Associated Muscle Symptoms (SAMS) – muscle pain or weakness linked to statin therapy. Related
terms: adverse drug reaction, dose adjustment. Monitoring patient reports helps differentiate true SAMS
from unrelated pain.

Structured Medication Review – systematic evaluation of a patient’s drug regimen using a defined
framework (e.G., STOPP/START criteria). Related terms: clinical pharmacist, optimization. Structured reviews
identify inappropriate therapy.

Therapeutic Drug Monitoring (TDM) – measurement of drug concentrations to maintain levels within a
target therapeutic range. Related terms: pharmacokinetic monitoring, dose adjustment. TDM is essential for
drugs like lithium, digoxin, and aminoglycosides.
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Therapeutic Interchange – substitution of a medication with another of comparable efficacy, safety, and
cost, often guided by formulary policies. Related terms: generic substitution, clinical equivalence.
Interchange must be documented to avoid confusion.

Time‑Driven Activity-Based Costing (TDABC) – method to quantify the cost of medication safety processes
based on time and resources used. Related terms: cost analysis, resource allocation. Understanding costs
supports business case development for safety investments.

Transition of Care – movement of a patient between health‑care settings (e.G., Hospital to home) where
medication lists must be accurately transferred. Related terms: medication reconciliation, discharge
planning. Failure in transition is a common source of ADEs.

U
Ubiquitous Medication Safety Surveillance – continuous, real‑time monitoring of medication use across
multiple platforms (EHR, pharmacy, bedside). Related terms: big data analytics, machine learning. Enables
rapid detection of emerging safety signals.

Unintended Medication Discontinuation – abrupt stopping of a chronic medication without clinical
justification, often due to communication lapses. Related terms: care fragmentation, medication adherence.
Can lead to disease exacerbation.

U‑Curve of Experience – concept that error rates initially decrease with experience, rise during new system
implementation, then decline again. Related terms: learning curve, system adoption. Awareness guides
training and support planning.

V
Variability Reduction – strategies to limit unnecessary differences in medication processes, such as
standardizing concentrations. Related terms: process standardization, lean methodology. Reduced variability
improves predictability and safety.

Vigilance Reporting System – platform for clinicians to report safety concerns, near‑misses, and adverse
events related to medication use. Effective systems are user‑friendly and protect reporter anonymity.

Vial Size Standardization – limiting the number of vial sizes stocked to simplify selection and reduce dosing
errors. Related terms: inventory management, concentration error. Standardization aligns with pharmacy
compounding practices.

W
Ward Stock Management – processes for storing and dispensing medications at the bedside, including
secure cabinets and regular audits. Related terms: controlled substance management, stock rotation. Poor
ward stock control contributes to selection errors.

Warning Fatigue – similar to alert fatigue; refers specifically to the desensitization to safety warnings
embedded in prescribing systems. Mitigation includes tiered warnings.

Weighted Scoring Model – quantitative method to prioritize medication safety initiatives based on impact,
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feasibility, and cost. Related terms: decision analysis, resource allocation. Enables data‑driven strategic
planning.

X
X‑Ray Contrast Agent Safety – precautions for the use of iodinated or gadolinium‑based contrast media,
including renal function assessment and allergy history. Related terms: contrast‑induced nephropathy,
pre‑medication protocols. Proper screening prevents severe reactions.

Y
Yellow Card Scheme – national pharmacovigilance program (e.G., In the UK) that encourages health‑care
professionals and patients to report suspected ADRs. Related terms: spontaneous reporting, signal
generation. Participation enhances post‑marketing safety data.

Z
Zero‑Harm Initiative – organizational commitment to eliminate preventable medication errors and ADEs.
Related terms: continuous improvement, patient safety. While aspirational, the initiative drives systematic
risk reduction efforts.
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